NEPENIK

HDopatok 3

po Haka3sy MiHictepcTBa OXOpOHM
3n00poB’s YKpaiHu

08.07.2020 Ne 1562

NIKAPCbKUX 3ACOBIB (MEAUWYHUX IMYHOBIONON4YHUX NMPENAPATIB), LLOAO AKUX BYNU BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIATNIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ JNiKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupo6HuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceidyeHHs
1. AIPTEK aepo3sornb Ansa CmeHmapk IHais CmeHmapk IHaisa BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/13756/01/01
iHranauin dapmach dapmacbioTvkans 3MiHM 3 gKocTi. [oToBUIA Nnikapcbkuii 3acib. 3MiHW y BUpOBHULTBI. | peuermom
nosoBaHui, 25/250 loTUKan3 Jita. 3miHa po3mipy cepii (Bkoyaroum gianasoH po3mipy cepii)
MKr/go3y, no 120 JTo. roTOBOrO fikapcbkoro 3acoby (36inblweHHs fo 10 pasis
003 B antomiHieBomy MOPIBHSIHO i3 3aTBEPAXEHUM PO3MIPOM) - BBEEHHS [OAATKOBOro
KOHTENHepi 3 po3Mipy cepii roToBOro nikapcbkoro 3acoby. 3anponoHoBaHoO:
[,03y04nM Po3mip cepii: 3000 koHTenHepie 8000 koHTenHepis 16000
KnanaHom i KOHTenHepiB
PO3NUMIOIYO0I0 30000 koHTenHepiB
Hacagkoto 3
3aXMCHUM
KoBra4kom; no 1
KOHTENHepyY B
KapPTOHHIN KOpoOLi
2. AKKY3Ma® 10 TabneTku, BKpUTI Mdpansep CWA Mdpansep HimeuunHa BHECEHHS 3MiH O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/3031/01/01
NNiBKOBOIO IHK. MeHodek1ypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
obornoHkoto, no 10 Donunen MeX 3MiHW)
mr/12,5 mr; no 10 OHOBMEHHS TEKCTY MapKyBaHHSI YNakoBKW NikapCbKoro 3acoby 3
Tabnetok y bnicTepi; BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA OanHULb
no 3 Gnictepu B BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NpOTArom 6
KapPTOHHIN kopobLi MicsUIB Nicnsi 3aTBEPAKEHHS.
3. AKKY31O® 20 TabneTku, BKpUTI Mdpansep CLWA Mdpansep HimeuunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/3031/01/02
NNiBKOBOIO IHK. MeHtobekyypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
obornoHkoto, no 20 Donuneng MueX 3MiHN)
mr/12,5 mr; no 10 OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCcbkoro 3acoby 3
Tabnetok y bnicTepi; BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA OanHULb
no 3 Gnictepu B BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBEAEHHSA 3MiH - NpOTArom 6
KapPTOHHIN KOpooLyi MicsAUIB NicNsi 3aTBEPLKEHHS.
4. AINOPA® TabneTku, BKpUTI HOBET TypevunH HOBEJ INTAY TypeyunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/5140/02/01
o6GoroHkoto, no 100 INAY a CAHAI BE 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta chapmakoHarnsgy. peuyenma
mrno 10 Tabnetoky | CAHAIBE TIOXKAPET A.LL. BBegeHHsi abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy
6nictepi; no 2 abo 5 TIOXKAPE hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo cucTemy
bnictepiB y TA.L. hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
KapTOHHIN yrnakoBLi 3a 34iCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHVKa Ans 34iIMCHEHHs hapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMo4aym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cuctemu chapmakoHarnsagy) - 3mMiHa ynoBHOBaXKeHoi ocobu
3asiBHMKA, BiANOBiAaNbHOI 3a hapmakoHarnsia.
[itoua pepakuis: Dr. Rasid Sidan. MponoHoBaHa pegakuis: R.
Ayse Cetin. 3MiHa KOHTaKTHMUX AaHWX YMOBHOBaXeHOI ocobw,
BiAnoBiAanebHoi 3a papmakoHarns. 3MiHa KOHTaKTHOI ocobu
YNOBHOBa)KEHOi 0CObM 3asiBHMKA, BiANOBIAANbLHOI 3a
dapmakoHarnag B Ykpaini. [litoua pegakuis: Mykolenko
Olexandr Pavlovich. MNponoHoBaHa peaakuis: Stefanska Olga.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
3MiHa Micus 3AiCHEHHSI OCHOBHOI AiSNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLle3HaxooKeHHs1 MacTep-danna
5. ANTEI KOPEHS | cvpon, no 100 mn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - 6e3 UA/11860/01/01
cupon abo no 200 mn y dapmaueB dapmaueBTUYHa 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuenma
dnakoHax CKNsTHNX TUYHa dabpuka "Biona" 3MiHM) - 3MiHM BHECEHi B TEKCT MapKyBaHHs NEPBUHHOI Ta
abo nonimepHux, No cabpuka BTOPVHHOI YNaKOBKM NiKapCbKoro 3acoby (40NOBHEHHS po3ainy
1 cdonakoHy pasom 3 "Biona" 17. IHWE). BBegeHHs 3MiH NpoTsrom 6-Tu micsilie nicns
MipHOI0 NoXKo abo 3aTBEPAKEHHS
MipHUM
CTaKaH4MKoOM Y
nayui; no 100 mn
abo no 200 mn y
dnakoHax CKNsiHUX
abo noniMmepHMx
6. AM-ANITEP Tabnetkv no 4 mr/5 TOB HB® YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 3a UA/17391/01/01
mr, no 10 TabneTok "MIKPOXI oBMexeHot 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
y 6nictepi; no 3 Mm" BiQNOBiAaNbHICTIO 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS1 yNakoBKW fikapCbKoro
Gnictepn y nayui HaykoBo-B1Mpo6Huya 3acoby 3 BHECEHHsIM iHdhopMaLii LLoa0 3a3HavYeHHs1 OaMHULb
dipma "MIKPOXIM" BMMiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH: NpOTSArom 6
MicAUiB nicnst 3aTBEPOXKEHHSA
7. AM-ANITEP Tabnetkv no 4 mr/10 | TOB HB® Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17391/01/02
mr, no 10 TabneTok "MIKPOXI obmexeHoto 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
y 6nictepi; no 3 M" BiANOBIAAnNbHICTIO 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS YNaKkoBKW NikapCbKoro
6nictepu y nayui HaykoBo-BupobHuya 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
dpipma "MIKPOXIM" BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH: NpOTSArom 6
MicsUiB Nicnsi 3aTBEPAKEHHSA
8. AM-ANITEP Tabnertku no 8 mr/5 TOB HB® Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17391/01/03
mr, no 10 TabneTok "MIKPOXI obmexeHoto 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
y 6nictepi; no 3 M" BiANOBIAAmNbHICTIO 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
Gnictepu y nayui HaykoBo-BupobHuya 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
dipma "MIKPOXIM" BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBeAEHHS 3MiH: NpOTSArom 6
MicsUiB nicnsi 3aTBEPOKEHHSA
9. AM-ANITEP Tabnetkm no 8 mr/10 | TOB HB® YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/17391/01/04
mr, no 10 Tabnertok "MIKPOXI obmexeHo 3MiHuM wopno 6e3nekn/edekTuBHOCTI Ta hbapmakoHarnagy (iHwi peuyernmom
y bnictepi; no 3 M" BiANOBIAAmNbHICTIO 3MiHW) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro

6nictepn y nayui

HaykoBo-B1MpobHnya
dipma "MIKPOXIM"

3acoby 3 BHeCEHHsIM iHdopMaLii LWoao 3a3HavyeHHs 0guHULb
BMMiptoBaHHS y cuctemi Sl. TepmiH BBeAEHHS 3MiH: NpoTsirom 6
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MicsILiB nicns 3aTBepAXEHHS
10. | AMIHAINOH Tabnetku, BKpUTI AT YkpaiHa AT "BITAMIHA" YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/4393/01/01
obonoHkoto, no 250 "BITAMIH AamiHicTpaTuBHi 3miHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuenma
mr; no 10 TabneTok n" 3asiBHMKa (BNacHWKa peecTpauiiHoro noceiayYeHHs1) 3miHa
y bnictepi; no 1 abo HarMeHYyBaHHS Ta agpecu 3asiBHUKa. TepMiH BBEEeHHS 3MiH -
5, abo 10 GrnicTepi npoTsarom 6 MicauiB nicna 3aTBepaXeHHsi. 3miHu | Tuny -
y nauui 3 KapToHy AOMiHicTpaTvBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu
MicLi MPOBaXeHHS OisinbHOCTI BUpOoBHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMYarum JinbHuL BUNycky cepii abo
MicLie MPOBEeAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a Ky
BiANoBiAae BUPOBHUK/iMMOpTep, BKMHOYa4mM BUNYCK cepiit)
3MiHa HalMeHyBaHHS Ta agpecy BUpobHuka 113, 6e3 3MiHn
Micus BUpOGHULTBA. TepMiH BBEOEHHS 3MiH - NPOTSArom 6
MicaLiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHN Wwoao
6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. BeeneHHs abo
3MiHM [0 y3aranbHeHUX faHUX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3ararnbHEHUX AaHUX NPo CUCTeMy hapmakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BignosigansHoi 3a 30iACHEHHSs!
hapmakoHarnsay; KoOHTakTHOi ocobu 3 hapmakoHarnsgy
3asiBHMKA ANA 3AINCHEeHHs bapMakoHarnagy B YKpaiHi, AKLo
BOHa BigMiHHA Bi yNnOBHOBaXeHOi ocobu, BignosigansHoi 3a
3AiNcHeHHs hbapMmakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi macTep-caiina cuctemm
hapmakoHarnagy) 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOI
ocobu 3asiBHMKa, BiANoBiAanbHOI 3a 34iNCHEeHHS
hapmakoHarnsgy. 3MiHa micusa 34iCHEHHS1 OCHOBHOI AisiNIbHOCTI
3 (hapmakoHarnsay. 3MiHa agpecu mactep-darina cuctemm
hapmakoHarnsgy. 3miHu | Tuny - 3MiHu Wwopo
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHn)
OHOBMEHHS BXXe 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHs1 BTOPUHHOIT
Ta NepBUHHOI YNaKoBKy Nikapcbkoro 3acoby 3 BHECEHHSM
no3Ha4yeHb OAMHULL BUMIpHOBaHHA 3a cuctemoro Sl. TepmiH
BBEAEHHS 3MiH - NPOTAroM 6 MicsUiB Nicnsa 3aTBEPAKEHHS.
11. | AMJIECCA Tabnetku, 4 mr/10 KPKA, CnoseHis KPKA, o.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/12846/01/01
mr, no 10 TabneTok n.o., Hoeo MECTO 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
y 6nictepi; no 3 abo MecTo 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
no6, abono 9 3acoby 3 BHECEHHSIM iHcbopMalii LWoao 3a3HauYeHHs OAUHULb
GnictepiB y BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBEAEHHS 3MiH: NpOTSArom 6-
KaPTOHHIN KopobLi TV MicsaUiB Nicns 3aTBEpPAXEHHS
12. | AMJIECCA Tabnetku, 8 mr/5 wmr, KPKA, CnoseHist KPKA, o.a., Hoeo CnoBeHist BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/12846/01/02
no 10 Tabnetok y n.o., Hoeo MECTO 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
6nicTtepi; no 3 abo MecTo 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
no 6, abono 9 3acoby 3 BHECEHHsIM iHdopMaLlii LWoAOo 3a3HavYeHHs OAMHULb
bnictepiB y BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH: NpOTSArom 6-
KapTOHHIN Kopobui TW MicsiLiB Nicnsl 3aTBEpAXEHHS
13. | AMJIECCA Tabnetku, 4 mr/5 wr, KPKA, CnoseHist KPKA, o.a., Hoso CnoBeHist BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/12846/01/03
no 10 Tabnetok y n.a., Hoeo MECTO 3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui peuyernmom
6nicTtepi; no 3 abo MecTo 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro

no6,abono 9
bnictepiB y

3acoby 3 BHECEHHSAM iHdopMaLlii Woao 3a3HavyeHHs OgMHULb
BMMiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH: NpOTSirom 6-




4 [TponoBxkeHHs goaaTKa 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHIN kopobui TW MicsILliB nicnst 3aTBEpAXEHHS
14. | AMJIECCA Tabnetku, 8 mr/10 KPKA, CnoBeHist KPKA, o.a., Hoeo CnoBeHist BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/12846/01/04
mr, no 10 Tabnertok n.a., Hoeo MEeCTO 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay (iHwi peuernmom
y bnictepi; no 3 abo MECTO 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
no 6, abo no 9 3acoby 3 BHECEHHAM iHdopMaLlii LLoA0 3a3HaYeHHsA OANHULb
6nictepiB y BUMiptoBaHHs y cuctemi Sl. TepmiH BBeAEHHS 3MiH: NpOTArom 6-
KapPTOHHIN Kopobui TV MicaUiB Nicnga 3aTBepAXeHHS
15. | AHANbIH Tabnetkv no 0,5 r no MAT Ykpaina MAT YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - be3 UA/8299/01/01
6 abo no 10 "Ximdpapm "Ximdpapmsasog 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuenma
TabneTtok y 3aBofj "YepsoHa 3ipka" 3MiHW) - 3mMiHa Ao posainy MKA 13, a came posgin «["padiyHe
6nictepax "YepBoHa oopMIeHHs» 3amiHeHo po3ginom «MapkyBaHHsa» (3rigHo i3
3ipka" 3aTBEpPAXKEHNM TEKCTOM MapKyBaHHs1). 3MiHW BHECEHi B TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKU IiKapCbKOro
3aco0by LL0A0 3a3Ha4YeHHsI MiXXHapOAHUX NO3Ha4YeHb OANHULb
BMMiptOBaHHSA. BBefeHHsA 3MiH NnpoTsarom 6-Tv Micsuis nicns
3aTBEpPAKEHHS
16. | AHOPO™ NOpOLIOK ANs nakcoCwmi Benuka "nakco OnepewwHe Benuka BHECEHHSA 3MiH 0 peecTpaLinHux martepianis: 3miHum | Tuny - 3a UA/14742/01/01
ENNINTA™ iHranauin, TKnsH BputaHis IOK Nimiten BpuTtaHis ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu peuernmom
[030BaHuin, No 55 Ekcnopt MicLi MPOBaXeHHS OisinbHOCTI BUpOBHMKa/iMnopTepa roToBoro
MKF/22 MKr/go3y; no JlimiTeq nikapcbkoro 3acoby, BKMYarum JinsHuLI BUNycky cepii abo
30 posy MicLie NMPOBEeAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a Ky
NOPOLLKOBOMY BiAnoBifae BMpOBHUK/iMMOpTep, BKMHOYa4mM BUNYCK cepint) -
iHranaTopi; no 1 3MiHa Ha3BM Ta agpecu Micus NPOBaMKEHHS AiSfbHOCTI
iHranaTopy B NOTKy 3 BMpo6Huka M3 Makco OnepenwHc KOK JliviTen, Benvka
onbru B KAPTOHHI BpuTaHis, 6e3 3amiHu mMicua BUpOOGHULTBA. 3MiHWM BHECEHO B
Kopobui IHCTPYKLitO ANS MeAWYHOro 3aCTOCYBAHHS LLOAO HaNMEHYBaHHS
Ta Micue3Haxo4)XeHHs1 BUpOOHMKa 3 BiANOBIAHUMM 3MiHamMK y
TEKCTi MapKyBaHHs yakoBKM nikapcbkoro 3acoby (TepMmiH
BBeEHHS 3MiH NPOTSromM 6 MicAUiB NiCNs 3aTBEPAXEHHS); 3MiHU
| Tvny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY MapKyBaHHS
yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
3a3Ha4yeHHs oAuHWLb BUMiptoBaHHS Y cuctemi S| (TepMmiH
BBEAEHHS 3MiH NPOTSArom 6 MicsiLiB nicnsi 3aTBepaKEeHHs )
17. | AHTUKOAIYINIA | po3yunH TOB YkpaiHa [ovipHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - l3acmocosye UA/12337/01/01
HTHUA | AHTUKOArynsHTHUM i "BIOPAP nianpuemMcTBo AamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHs Ta/abo agpecu mbcs
KOHCEPBYKY | koHcepBytouun ans MA "®apmartpeng” 3asiBHMKa (BracHVKa peecTpauiiHoro NocBig4YeHHs ) - 3miHa minbKu y
WA PO3YMH Kposi; no 250 mn y MITASMA" afpecu 3asaBHUKa crieyianbHu
anAa KPoBI KOHTEMNHepI, X MEOUYHUX
NanHn BKIageHoMy B 3aknadax 8
yNnaKoBKyY 3 anapamypi
[BOLIAPOBOI NMiBKK ons
nnasmoyum
ogpepesy
18. | APOMA3VH TabneTku, BKPUTI Mdpansep CLA Mdansep ITanis ITanis BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3mMiHu | Tuny - 3a UA/4769/01/01
LyKpOBOIO IHK. C.p.n. 3MmiHun wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnsgy (iHwi | peuernmom

06onoHkoto, no 25
mr, no 15 Tabnertok
y bnictepi; no 2
6nictepu B
KapTOHHIN kopobuli;

3MiHM) - OHOBIEHHS TEKCTY MapKyBaHHS YNakOBKM fikapCbKOro
3acoby 3 BHECEHHsIM iHdopMaLii Wo[o 3a3HavyeHHs OgMHULb
BMMiptOBaHHSA y cuctemi Sl (BBegeHHs 3miH npoTaroM 6-1m
MicALiB nicns 3aTBepAXeHHs)
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

no 20 tabnertok y
6nictepi; no 5
6nictepiB y
KapTOHHI KopobLi

19.

APTUDIEKC
XOHAOPO

PO34UH ANg iH'eKUin,
100 mr/mn; no 2 mn
B amnyni; no 5 abo
10 amnyn y kopobu;;
no 2 Mn B amnyni;
no5 amnyny
6nictepi; no 1 abo 2
Gnictepu y kopobui;
no 2 mn B amnyni;
no 10 amnyn y
6nictepi; no 1
Gnictepy y kopobui;
no2wmny
nonepeaHLo
HarnoBHEHOMY
wnpwuui; no 1
nonepeaHLo
HarnoBHEHOMY
LNpULY Y KOMMNEKTI
3 rONnKo

iH eKLirHOoto B
iHOMBIgyanbHOMY
nakyBaHHi y
Gnictepi; no 1 abo 5
GnictepiB y kopobui
3 KapTOHY; N0 2 My
nonepeaHLo
HaroBHEHOMY
wnpuui; no 5
nonepeaHLo
HamnoBHEHNX
wnpuuis y
KOMMEKTi 3 rOfko
iH" eKUinHO B
iHOuBigyansHOMY
nakyBaHHi y
Gnictepi; no 1
6nictepy y kopobui 3
KapTOHY

Tosapuct
BO 3
obmexeHo
10
Bignosiga
NbHICTIO
"®dapmaue
BTUYHA
KOMMNaHisa
"3popos'a"

YkpaiHa

ToBapucTso 3
obmexeHo
BiANOBIAANbHICTIO
"®apmaueBTuyHa
KOMMaHist
"3popos'a", YkpaiHa
(Bci cTagii
BMPOOHMULTBA,
KOHTPOJSIb SAKOCTI,
BUMYCK Cepii.);
ToBapucTso 3
oBMexeHot
BiANOBIAANbHICTIO
"®APMEKC rPyn",
YkpaiHa (Bci cTagii
BMPOGHULTBA,
KOHTPOJSIb SIKOCTi)

Ykpaina

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny -
3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHs” MKA N13:
3anponoHoBaHo: MAPKYBAHHA BignosigHo fo 3aTBEpAXKEHOro
TEKCTY MapKyBaHHSsI. Ta OHOBMEHHSI TEKCTY MapKyBaHHS
yNaKoBKU fikapcbKoro 3acoby 3 BHeCEHHAM iHdopMaLlii Wwoao
3a3HaYeHHsi OAMHMLb BUMIpIOBaHHS y cucTeMi S|. BBeAeHHs 3MiH
NPOTAroM 6-Tu MicALIB NicNa 3aTBEPOXEHHSA

3a
peyenmom

UA/11438/01/01

20.

APTIXON

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 200
mr, no 10 Tabnertok
y bnictepi; no 3
6nictepn y navui

AT
"KUIBCbK
717
BITAMIHH
717
3ABOO"

YkpaiHa

AT "KUTBCHKIAV
BITAMIHHW/
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHu 3 fikocTi. A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHst abo ymoB 36epiraHHa AdI (3a
BiCYTHOCTi y 3aTBepAXeHOMY AoCcbe cepTudikata BignoBigHOCTI
€Bponenicbkin hapmakonei, Lo BKYae nepiog NoBTOPHOIoO
BMNpOByBaHHS) (Mepiod NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLieHHs abo BBeAEHHsi nepiogy NOBTOPHOro
BMNpobyBaHHs/Nepiogy 36epiraHHsi HA OCHOBI pe3ynbTaTiB

be3
peuenma

UA/5383/01/01
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ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
AocnifXeHb y pearnbHOMY Yaci 30iNbLUIEHHS TepMiHY
npuaatHocTi Ans AP apTULLIOKY CyXOro ekCTpaKTy:
3anponoHoBaHo: TepMiH npuaartHocTi 5 pokie. BBeaeHHsA 3MiH
npotarom 3-x MicsiLiB nicns 3aTBepAXeHHS
21. | APTIXON TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKNW Ykpaina BHECEHHS 3MiH 10 peecTpaLlifnHnX maTtepianis: 3MiHu | Tuny - 6e3 UA/5383/01/02
NnNiBKOBOIO "KNIBCbK BITAMIHHMI 3MiHu 3 gkocTi. A®Pl. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX peuernma
obonoHkoto no 400 un 3ABOAO" BuNpobyBaHb/nepioay 3bepiraHHs abo ymos 36epiraHHs AdI (3a
mr, no 10 TabneTok BITAMIHH BiJICYTHOCTi Y 3aTBep>KeHOMY A0Cbe cepTudikata BignoBiAHOCTI
y bnictepi; no 4 nn €Bponeicbkinn hapmakonei, Lo BKIoYae nepiog NOBTOPHOIO
6nictepu y nayui 3ABOAO" BMNpoOGyBaHHS) (Mepioa MOBTOPHOro BUNpobyBaHHs/nepioa
36epiraHHs) - 36inbLeHHs abo BBeAeHHs nNepioay MOBTOPHOIoO
BUNpobyBaHHs/nepioay 36epiraHHst Ha OCHOBI pe3ynbTaTiB
AocnifgXeHb y pearnbHOMY Yaci 36iNbLIEHHS TepMiHy
npuaatHocTi Ans APl apTULLIOKY CyXOro eKCTpakTy:
3anpornoHoBaHo: TepMiH npuaaTHocTi 5 pokis. BBeAeHHs 3MiH
NpoTAroM 3-x MicsLiB Nicnsa 3aTBepaXKeHHS
22. | ACK-TEBA Tabnetku TOB Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - Ne 30 — 6e3 UA/14167/01/01
KULLKOBOPO34MHHI NO «TeBa AOynnnua AT ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu peuenma;
75 wmr; no 10 Ykpaina» 3asiBHUKA (BNacHWKa peecTpauiiHoro noceigveHHs) - 02152, M. [Ne 100 — 3a
Tabnetok B GnicTepi; KMIB, MPOCMEKT MNABNA TUYMHU, BYOMHOK 1B, MOBEPX | peyenmom
no 3 Gnictepu B 9; aMiHmM | TUNy - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta
KapTOHHI kopoobLi; hapmakoHarnagy (iHwi 3miHW) - BHECEHHS 3MiH A0 po3ainy
no 100 TabneTok y “MapkyBaHHa” MKA J13. OHOBMEHHSA TEKCTY MapKyBaHHS
KOHTENHepi; no 1 yMaKoBKW MikapCcbKkoro 3acoby 3 BHECEHHSM iHdbopmalii Lwogo
KOHTENHepyY y 3a3Ha4yeHHs1 oAuHMLb BUMiptoBaHHS Y cuctemi Sl (BeeaeHHs
KapTOHHI kopobLi 3MiH NpOTArom 6-Tu MicsLiB nicns 3aTBepaXXeHHs); 3MmiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa Ha3BwW nikapcbkoro 3acoby - 3
MiHa Ha3Bw nikapcbkoro 3acoby SATBEPOXEHO: ALETUNKA-
TEBA KAPJIO (ACETYLKA-TEVA CARDIO)
3AMNPOMNOHOBAHO: ACK-TeBa (ASK-Teva) (BBeaeHHs 3amiH
npoTsiroM 6-Tu MicsILiB Micns 3aTBepAXEHHS)
23. | ACK-TEBA TabneTtku TOB YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - Ne 30 — 6e3 UA/14167/01/02
KULLKOBOPO34YMHHI N0 «TeBa OynHnua AT AamiHicTpaTuBHi 3miHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu peuenma,
100 mr; no 10 YkpaiHa» 3asiBHUKA (BnacHWKa peecTpauiiHoro nocsigyeHHs) - 02152, M. [Ne 100 — 3a
Tabnetok B 6nicTepi; KMIB, MPOCMEKT NABNA TUYMHU, BYOMHOK 1B, NOBEPX | peyenmom
no 3 Gnictepu B 9; amiHu | Tvny - 3miHK wWopo 6e3nekn/edekTUBHOCTI Ta
KapTOHHI kopooLi; hapmakoHarnsay (iHwWi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
no 100 TabneTtok y “MapkyBaHHa” MKA J13. OHOBNEHHSI TEKCTY MapKyBaHHS
KOHTENHepi; no 1 YNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
KOHTENHepy y 3a3HavYeHHs OAMHMLb BUMIpIOBaHHS y cuctemi S| (BBeaeHHs
KapTOHHIN KopobLii 3MiH NPOTAroM 6-TW MicALiIB NiCns 3aTBEPAXEHHS); 3MiHW | Tuny -
AaMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BW fnikapcbkoro 3acoby - 3
MiHa Ha3Bu nikapcbkoro 3acoby SATBEPXXEHO: ALUETUIIKA-
TEBA KAPJIO (ACETYLKA-TEVA CARDIO)
SAMPOMNOHOBAHO: ACK-Tesa (ASK-Teva) (BeeaeHHst 3miH
npoTAroMm 6-Tu MicsUiB Nicns 3aTBEpAXEHHS)
24. | ACMNAPKAM- Tabnetku, no 10 Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/4633/01/01
300POB'A Tabnetok y bnicTepi; BO 3 obMexeHo 3MiHuM Wwono 6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnagy (iHui peuenma
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ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 5 6nictepis y obmexeHo BiANOBiAanNbHiCTIO 3MiHW) - OHOBIEHHS BXXE 3aTBEPAXXEHOro TEKCTY MapKyBaHHS
KapTOHHIl kopobuyj; 10 "®apmaueBTuyHa Aansa ynakosky in bulk: no 1250 TabneTok y nakeTi
no 50 Tabnertok y signosiga komnarisa "3gopos's" nonieTUNneHoBOMY y KOHTENHepi NnacTMacoBOMy (BHECEHHS
6nictepi; no 1 NbHICTIO no3HavyeHb OAVHULIb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep
6nictepy B "®apmaue NaTMHCLKOro andasiTy); BHECEHHS 3MiH [0 po3ainy
KapTOHHIl kopobuyj; BTUYHA “MapkyBaHHa" MKA J13:
no 50 Tabnetok y KOMMaHist 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo 3aTBepaXeHoro
6nictepax "3popos's" TekcTy mapkyBaHHs. MAPKYBAHHSA wopo npoaykuii in bulk
TekcT MapkyBaHHSA foAaeTbcsd. OHOBNEHHSA TEKCTY MapKyBaHHS
yrnaKkoBKU nikapcbkoro 3acoby 3 BHeCEHHsIM iHdopMaLlii woao
3a3Ha4YeHHs1 OQMHWLb BUMIPIOBaHHS Yy cucteMi S|. BBeaeHHst
3MiH NPOTArom 6-Tu MicAUiIB NicNA 3aTBepAXeHHS
25. | ACNAPKAM- Tabnetky, in bulk no Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - - UA/17437/01/01
300POB'A 1250 Tabnetok y BO 3 obmexeHoto 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
nakeri obmexeHo BiANoBiganbHicTio 3MiHW) - OHOBIEHHS BXXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHs
nonieTuneHoBomy y 10 "®apmaueBTuyHa ans ynakoBku in bulk: no 1250 TabneTok y nakeTi
KOHTenHepi signosiga komnaris "3gopos's" nonieTuneHoBOMY y KOHTENHepi NNacTMacoBOMYy (BHECEHHS
nnacTMacoBomy NbHICTIO no3HayYeHb OAVHULIb BUMIPHOBaHHS, 3 BUKOPUCTaHHSM NiTep
"®apmaue NaTUHCLKOro andasiTy); BHECEHHS 3MiH [0 po3ainy
BTUYHA “MapkyBaHHsa" MKA J13:
KOMMaHis 3anponoHoaHo: MAPKYBAHHA BignosigHo fo 3aTBepaKEHOro
"3popos'a" TekcTy mapkyBaHHA. MAPKYBAHHA wopo npoaykuii in bulk
TekcT MapkyBaHHS foAaeTbcs. OHOBMNEHHS TEKCTY MapKyBaHHS
yraKkoBKW fikapcbkoro 3acoby 3 BHeCeHHsIM iHdhopMaLlii Wwoao
3a3HavyeHHs1 O4MHULb BUMIpOBaHHs y cucTemi S|. BBeaeHHs
3MiH NPOTAroM 6-TW MicALUIB NicNsa 3aTBepAXeHHSA
26. | AT®-JIOHI® Tabnetkv no 10 mr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux Matepianis: 3miHa cunu aii (B 6e3 UA/3121/01/03
no 10 Tabnetok y "®apmaue "®apmaueBTuyHa YkpaiHi 3apeectpoBaHo AT®-JoHr®, Tabnetku no 20 mr) peuernma
Gnictepi; no 3 abo 4 BTUYHA koMnaHisa "d®apKoC" MepioanyHiCTb NOAAHHS PerynsapHO OHOBMOBAHOIO 3BITY 3
Gnictepu B kKOpobLUi KOMMaHis 6e3neku, BignosigHo Ao Mopsaaky 3aiicHeHHs dapMakoHarnagy,
"®apKoC" 3aTBepAXeHoro HakazoMm MiHicTepcTBa OXOPOHM 300POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa OXOPOHU 34,0POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3HA4YE€HUMU y NEePiOANYHOCTI MOQAHHS PerynsapHuX
3BiTiB 3 6e3neku.
27. | A®NYy TAUCC PO34uMH AnA Op. Tancc HimeuunH Op. Tancc HimeuunHa BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/6805/01/01
opansHoro HatypBap a HatypapeH MM6X BHECEHHS 3MiH Ao po3ainy MKA: MapkyBaHHSA. 3MiHV BHeCeHi B peuernma
3actocyBaHHs no 30 eH 'mbX TEKCT MapKyBaHHS MEPBMHHOI Ta BTOPMHHOI YNakoBKK
mn abo no 50 mny nikapcbKoro 3acoby LwoA0 3a3HavyeHHs MDKHapOAHUX MO3Ha4YeHb
cnakoHi- OAVHULb BUMIpOBaHHS. BBegeHHNA 3MiH npoTsirom 6-Tu Micsauis
KpanenbHuui; no 1 nicns 3aTBepPOXKEHHS
dnakoHy-
KpanenbHuui B
KaPTOHHIN KOpobLi
28. | ALEKOP TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/9628/01/01
KAPOIO KMLLIKOBOPO34MHHi no | "MIKPOXI "MIKPOXIM" 3MiHuM Wwoao besnekn/edekTUBHOCTI Ta hbapmakoHarnagy. 3miHa | peyenma
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

100 wr, no 50 abo
no 100 TabneTok y
6aHui; no 1 6aHui B
navui 3 KapToHy; No
10 Tabnetok y
Gnictepi, no 5
6nictepis y nayui 3
KapToHy; no 25
TabneTok y 6nicTepi,
no 4 6nictepu y
nauyui 3 KapToHy

M"

y KOPOTKili XapakTepuCTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL|i AN MEAUYHOro 3aCTOCyBaHHSA Ha
niacTaBi perynspHo OHOBIOBAHOrO 3BiTY 3 6e3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro
3acoby B nicnspeecTpauinHuii nepiof, abo sk pesynbTaT OUiHKN
3BiTY 3 4OCNiAXeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
nepiatpuyHux gocnigxers (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHMUM YNOBHOBaXXEHVM OpPraHom) - 3MiHW BHECEHO [0
IHCTPYKUiT ANs MeanyHOro 3acTocyBaHHS fikapcbKkoro 3acoby y
po3ain "B3aemogist 3 iHWMMK nikapcbknMu 3acobamu Ta iHwWi
BMAM B3aEMOZi" BiANOBIAHO 40 OHOBMEHOI iHdopmalLlii 3
6e3neku gilo4oi pevyoBuHN. BBeaeHHs 3aMiH npoTsarom 6-Tu
MicAUiB Nicns 3aTBepOXEeHHSA

29.

BEH3OHAN
IC®

Tabnetku no 100 mr
no 10 TabneTtok y
Gnictepi; no 5
6nictepiB y nayui

Tosapuct
BO 3
[00aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M"

YkpaiHa

ToBapucTso 3
[,00aTKOBOIO
BiANOBIAANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneuungikauin Ta/abo JoNyCTUMUX MEX, BUSHAYEHUX Y
cneymgikauisx Ha A®l, abo BUXIOHWIA/MPOMIDKHUN
NpPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMPOGHMLTBa API (3BY)KEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneundikaLii) - 3By)xeHHs HOpMyBaHHs TecTy "CynpoBiaHi
aomiwkn" y cneundikauii Ta metogax KOHTPONIO Aito4voi
peyoBuHU (6eH306apbiTan, NopOLLOK) rOTOBOro MikapCbKoro
3acoby. [MponoHoBaHa 3miHa obymoBneHa NpuBeaeHHSIM
HOPMYBaHHS! TECTY Y BiAMNOBIAHICTb O HOPMYBaHHS,
3atBepakeHoro ans A®l BEH3OBAPBITAI, nopoLuok
(cybcTanuist) (MKA N3 go p/n NeUA/17597/01/01); 3aminm | Tuny -
3MiHK 3 skocTi. ADl. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa APl abo BuxigHoro matepiany/npomixxHoro
NpOoAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS Y NMPOLIEC]
BMpobHMUTBa A®PI (iHLWi 3MiHKM Yy MeTogax BUNPoByBaHHs
(Bkntovatoum 3amiHy abo gonosHeHHs1) A®l abo
BUXiQHOrO/MPOMIXKHOro NPOAYKTY) - 3MiHa METOAUKN TECTY
"CynposigHi gomiwkmn" (i3 3amiHotO MeToay) Yy MeToaax
KOHTPOIIO Ajt0Y0i PE4YOBUHM FOTOBOrO NikapCbKoro 3acoby
(3amina TLUX Ha BEPX). MNponoHoBaHi 3mMiHW 06yMOBEHO
npvBeaeHHAM METOAMKM A0 3aTBepaxeHoi ans Ad|
BEH3OBAPBITAI, nopowok (cybecTaHuis) (MKA N3 go p/n
NeUA/17597/01/01); 3amiHu | Tvny - 3miHN 3 AKocTi. FoToBUM
nikapcbkuin 3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby (iHwwi
3MiHmn)(B.11.r. (x),IA), CynyTHsa 3miHa: 3miHK 3 AkocTi. FoToBUIA
nikapcbkuit 3aci6. 3mMiHM y BUpo6HULTBI. 3MiHKU BUNpoByBaHb
abo fonycTMUX MeX, BCTaHOBIEHMX Y cneymndikauisx, nig vyac

BMPOOHMLTBA roTOBOro fikapcbkoro 3acoby (iHwi 3amiHun)(B.11.6.5.

(x),1A),

YTO4YHEHHs hopMynioBaHHSA HOPMyBaHHS TecTy "OAHOopIgHICTb
[,030BaHNX 0AnHMLB" (i3 BigMOBIAHO CYMYTHBLOIO 3MIHO Y
cneuundikauii Ta MeToguLi KOHTPOIO AKOCTI MPOMIXXHOTO
npogykty HeposdacosaHi TabneTku) Ta yTOYHEHHS
opmMyntoBaHHA HOPMYBaHHS TecTy "Po3unHeHHs" y MKA 13

3a
peuenmom

UA/9793/01/01

30.

BEH3O0HAN

Tabnetkm no 50 mr

Tosapuct

Ykpaina

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny -

3a

UA/9793/01/02




9
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Ne
n/

JliKapcbKo20

Hasea

3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

IC®

no 10 tabnetok y
6nictepi; no 3
6nictepwu y nayui

BO 3
[00aTKOBO
10
BignoBsiga
NbHICTIO
"IHTEPXI
M"

[,00aTKOBOKO
BiANOBIAANbHICTIO
"IHTEPXIM"

3MiHM 3 AkocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneumngikauin Ta/abo onyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisx Ha A®l, abo BUXIOHWIA/MPOMIDKHWN
NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpOBHMLUTBa API (3BY)KEHHS [ONYCTUMUX MEX, BUSHAYEHUX Y
cneundikaLii) - 3By)XeHH HOpMyBaHHs TecTy "CynpoBiaHi
Oomiwkn" y cneundikauii Ta MeTogax KOHTPOro Aitoyoil
pe4oBuHU (6eH306apbiTan, NOPOLLOK) FOTOBOrO NiKapCbKoro
3acoby. MponoHoBaHa 3miHa 06ymMOBreHa NpUBEAEHHAM
HOPMYBaHHS TECTY Y BiAMNOBIAHICTb O HOPMYBaHHS,
3atBepaxeHoro ans A®l BEH3OBAPBITAI, nopoluok
(cybeTaHuisa) (MKA N3 go p/n NeUA/17597/01/01); 3miHm | Tuny -
3MiHu 3 skocTi. A®l. KoHtponb A®I. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETHLCS Y MPOLIECI
BMpobHuUTBa A®PI (iHLWi 3MiHKM Y MeTofax BUNPOobyBaHHs
(Bkntoyatoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiAHOrO/MPOMIXKHOro NPOAYKTY) - 3MiHa METOAUKN TECTY
"CynposigHi gomiwkun" (i3 3amiHot0 MeToay) y MeToaax
KOHTPOJSO A1il04O0i peYOBMHM FOTOBOrO NikapCbKoro 3acoby
(3amina TLUX Ha BEPX). MNMponoHoBaHi 3mMiHWM 06ymoBneHo
npvBeaeHHAM MEeTOAMKN A0 3aTBepaxeHoi ana Ad|
BEH3OBAPBITAI, nopotuok (cybcTaHuis) (MKA N3 go p/n
NeUA/17597/01/01); 3MiHu | TUNy - 3MiHK 3 sikocTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiHn)(B.11.r. (x),IA), CynyTHs 3miHa: 3miHu 3 skocTi. FoToBMiIA
nikapcbkuii 3aci6. 3MiHu y BUpoBHULTBI. 3MiHK BUNpobyBaHb
abo [onycTUMUX MeX, BCTaHOBIEHMX Yy cneuundikauisx, nig vyac
BMPOBHMLITBA rOTOBOrO fikapcbkoro 3acoby (iHwi amiHun)(B.11.6.5.
(x)IA),

YTOUHEHHS! (hOpMYrtoBaHHsi HOPMYBaHHs TecTy "OaHopigHICTb
[030BaHMX oauHMLU" (i3 BigNOBIAHO CYNYTHBOK 3MiHOM Y
cneuundikauii Ta MeToauLi KOHTPOMNO AKOCTI MPOMIXXHOTO
npoaykty HepoadacoBaHi TabneTku) Ta yTOUHEHHS
opMyntoBaHHA HOpMYBaHHs TecTy "Po3ynHeHHs" y MKA 13

peuyerimom

31.

BETAOUH®

po3unH Ans
30BHILLUHBOro Ta
MicLeBoro
3actocysaHHsa 10%;
no 1000 mn y
cnakoHax 3
KpanesbHULeo; No
30 mn abo 120 mn y
cnakoHi 3
KpanenbHuueto; no 1
dnakoHy y
KaPTOHHIN navui

3AT
dapmaueB
TUYHUI
3aBopg
ErIC

YropwmHa

3AT
dapmaueBTUYHUI
3aBoa ElIC

YropwmHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekun/edekTBHOCTI Ta chapMakoHarnaay.
BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
hapmakoHarnagy (BBegeHHs! y3aranibHeHX AaHUX Npo CUCTEMY
hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol
3a 3[iliCHeHHs1 hapMakoHarnsay; KOHTakTHOi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cuctemy hapmakoHarnsgy) - 3miHa KOHTakTHOI 0cobu
yNOBHOBa)KeHOi 0CObM 3asiBHMKA, BiANOBIAANbHOI 3a
apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
€gsreHiBHa. [MponoHoBaHa peaakuis: €dimkiH AHapin
["eopriioBny.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0coby yNnoBHOBaXeHOiI

6e3
peuenma

UA/6807/03/01
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ocobu 3asBHVKa, BignoBiganeHoi 3a hapmakoHarnsg B YkpaiHi
32. | BICAKOOUN TabneTku, BKpUTI AT JatBis AT "lpiHaekc" JatBis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - be3 UA/3726/01/01
FPIHOEKC 000MnOoHKOH, "IpiHOekc" 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay (iHwi peuernma
KULLIKOBOPO34YMHHI MO 3MiHW) - BHECEHHS 3MiH [0 p. MapkyBaHHsa MKA 13
5 mr no 10 Tabnetok 3anponoHoBaHo: CornacHo yTBepXAEeHHOMY TEKCTY MapKUPOBKM.
y bnictepi, no 4 OHOBEHHSI TEKCTY MapKyBaHHS YNakoBKM NikapcbKoro 3acoby 3
Gnictepu B BHECEHHAM iHdopMaLii Woa0 3a3HaYeHHs! OOUHNLb
KapTOHHIM nayui BUMiptoBaHHs y cuctemi Sl. BBegeHHSA 3MiH npoTsrom 6-Tu
MicAuUiB nicns 3aTBepaXeHHS
33. | BIA3TEP® - H KOHLleHTpaT Ans FETEPO IHais letepo J1a63 IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/15833/01/01
pO34unHy onsa NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
iHoy3sini 4 mr/5 mn no JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWUX NPO CUCTEMY
5 Mn KOHLeHTpaTy y hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHUX MPo CUCTEMY
bnakoHi; no 1 (hbapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
cnakoHy B 3a 34iicHeHHs hapmakoHarnsifly; KOHTakTHoi ocobu 3
KapTOHHi KopobLi apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs hapMakoHarnsagy B
YKpaiHi, KLLO BOHa BiAMIHHA BiJ YNOBHOBaXeHOi ocobu,
BiANoBiAanNbHOI 3a 34iiCHeHHA hbapMakoHarnsay (BkoYaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiANoBiAanbHOI 3a 3AiCHeHHA bapmakoHarnagy B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHMKa, BianosigansHoi
3a 3[iMCHeHHa hapMmakoHarnsay B YKpaiHi
34. | BPIOHIT® Kpanni o4Hi, po3ynH AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHSA 3MiH 0 pPeECTpaLiHMX MaTepianiB: TEXHIYHa noMunka 3a UA/17935/01/01
no 5 mn y conakoi; "®dapmak” (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpaBneHHs peuernmom

no 1 abo 3 conakoHu
y nauvuij

TeXHIYHUX NOMUIOK, 3rigHo nn.4 n.2.4. po3ainy VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
Ykpainu Big 23.07.2015 p Ne 460) — nomunku nos'szaHi 3

nepeknagom abo nepeHeceHHsM iHcbopmalii, siki Bynu gonyLueHi
nia Yac npoBeAeHHs Npoueaypy peecTpadii nikapcbkoro 3acoby
(Haka3 Ne270 Big 06.02.2020p.). Y meToauLi BU3HAYEHHS
nokasHuka «lageHtudikauisi» 6yna nponyuieHa iHpopmauis woano
fianasoHy BUMIpIOBaHHSA CMEeKTpY GPUMOHIANHY «B Aiana3oHi
235-265 HM», cnekTpy Tumonony «B giana3oHi 280-310 HM» Ta
iHcbopmaList «4ac yTprMyBaHHS nika 6eH3ankoHito xrnopuay Mae
cniBnagaTtu 3 Yacom yTpuMYyBaHHS nika 6eH3ankoHito xnopuay Ha
Xpomartorpami po3YnHy NOPiBHAHHSA 3 TOYHICTIO £2%». Y
MeToaMLi BU3Ha4YeHHs nokasHvka «CynpoBigHi AOMiLLKM
GPVMOHIANHY TapTpaTy» NpUBEAEHO ONUC MeToay Y
BiAMNOBIAHICTb A0 OpUriHaNbHUX OKYMEHTIB, LWOAO 3a3Ha4YeHHs!
HoMepa cTaHgapTHoro 3paska «EP CRS kat. NeY0001634». Y
MeToaMLi BU3HaYeHHs nokasHvka «CynpoBigHi AOMiLLKM
TMMOSONY» NMPUBEAEHO ONUC METOAY Y BiANOBIAHICTb A0
opwuriHanbHNX 4OKYMEHTIB, LLLOAO 3a3HaYeHHsi HoMepa
ctaHgapTHoro 3pa3ska «EP CRS kat. NeY0001270». Y meToguui

BM3Ha4YeHHs nokasHuka «KinbkicHe BM3Ha4eHHs. BeHaankoHito

Xxrnopua» NpMBeAeHo Onuc MeToAy Y BiANOBIgHICTb 40
opwuriHanbHWX 4OKYMEHTIB, LLOAO 3a3Ha4Y€HHsi HoMepa




11 IIponoxenHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cTaHaapTHoro 3paska ««Sigma Aldrich» kar. Ne12063 abo LGC
kaT. MM0224.00 abo aHanoriyHoi sikocTi». 3a3HaveHe
BUMpPaBMeHHs BiANOBiAae Marepianam peecTpauiiHoro Jocbe
35. | BPOHXO Kpanni ans Op. Tancc HimeuwunH Op. Tancc HimeyunHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - be3 UA/9794/01/01
TANCC KPAMJI | nepopanbHoro Hatypsap a HartypapeH M'M6X BHECEHHs 3MiH A0 po3ainy MKA: MapkysaHHsA. HoBa pefakuis. peuernma
3acTocyBaHHs, No eH 'mbX MapkunpoBka. B cooTBeTCTBUM C YTBEPXAEHHBLIM TEKCTOM
30 mn y donakoHi- MapK1MpOBKW. 3MiHN BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
KpanenbHuui; no 1 BTOPWUHHOI YNakoBKM flikapcbKkoro 3acoby Loao 3a3HavyeHHst
brnakoHy- Mi>XXHapOOHWX MO3Ha4YeHb OAMHUL BUMIpIOBaHHA. BBeaeHHs
KpanenbHuLi B 3MiH NPOTAroM 6-TU MicALUiB NiCNs 3aTBEpPAXeHHS
KapTOHHI KopobLi
36. | BA3ENIH masb no 30 r y Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/8304/01/01
no 1 Ty6i B nayui 3 "Ximcpapm "Ximcbapm3aasop 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay (iHwi peuenma
KapTOHY 3asof "YepsoHa 3ipka" 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
"YepBoHa nikapcbKkoro 3acoby LoAo 3a3HavYeHHs MiXXHapoAHWX No3HaYeHb
3ipka" OAVHULb BUMIpIOBaHHA. BHeCceHHs 3MiH Ao po3ainy
“MapkyBaHHs” MKA N13”: 3anponoHoBaHo: MapkyBaHHs.
BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
3MiH NPOTArom 6-TU MicALIB NicNsa 3aTBepAXeHHS
37. | BANIEPIAHU HacTonka, no 25 mn MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/2119/02/01
HACTOWMKA y cbnakoHi; no 1 dapmaues dapmaueBTuyHa 3MmiHu 3 aikocTi. FoToBMI Nikapcbkuii 3acib. Cuctema peuernma
cbnakoHy B nauyui; no TUYHA (habpwuka "Biona" KOHTenHep/3akynoptoBarbHuiA 3acib. 3miHa po3mipy ynakoBku
25 mn y cdonakoHax cabpuka roTOBOro nikapcbkoro 3acoby (3miHa macu/ob'emy BMicTy
abo no 50 mny "Biona" KOHTenHepa 6araTogo30Boro fikapcbkoro 3acoby Ans
dnakoHax HenapeHTeparnbHOro 3actocyBaHHs (abo ogHOA030BOrO,
4YacTKOBOrO BUKOPWCTaHHS)) - BBEAEHHS A0AaTKOBOro po3mipy
ynakoBku no 50 mn y conakoHax cknsiHux (tuny ®B-50-20),
yKyrnopeHux npobkamu (tuny MA-2) i kpuwkamu (tTuny K-20), 6e3
3MiHM MEPBUHHOrO NaKyBanbHOro MaTepiany Ta 3 BiANoBiAHUMU
3MiHamu go Cneuudikauii/MeTogiB KOHTPOSO SKOCTI
nikapcbkoro 3acoby (n. O6’eM BMICTY ynakoBkM), p. «YnakoBkay,
p. «Cknag»
38. | BAJICAPTAH NOPOLLOK TOB YkpaiHa XKewnssaH Xyaxan Kutan BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/7624/01/01
(cybeTaHuis) y "®apma dapmacstoTikan Ko., AamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHs Ta/abo agpecu
naketax Crapt" nTto 3asiBHMKa (BracHVKa peecTpauiiHoro NocBig4YeHHs ) - amiHa
nonieTuneHoBnx agpecu 3asBHUKa; 3MiHKM | Tuny - 3MiHK 3 akocTi. CepTudikat
ons BignosigHocTi/lE-cepTudpikat BignosigHOCTI €Bponencokin
capmaueBTUYHOro hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro
3acTocyBaHHS cepTudikata BignosigHocTi abo BUNyYeHHsi cepTudikaTa

BiQNoOBIAHOCTI €Bponeincbki hapmakonei: ans A®l; ona
BMXiAHOrO Matepiany/peareHTy/MPOMIDKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHNUTBI ADI; AN AONOMIKHOT
pevyoBMHU (CepTudikaT BigNoBigHOCTI EBponenchkin
apmakonei) - OHOBMNEeHWI cepTudikaT Bif y)Ke 3aTBEepAXEeHOro
BMPOBHUKa - nogaHHsa oHoBneHoro CEP Ne R1-CEP 2010-072-
Rev 01 ana A®| BancapTtaHy Big 3aTBepAXXeHOro BUpobHmKa
Zhejiang Huahai Pharmaceutical Co., Ltd. Kutan; B pamax
npoueaypu Buny4veHo 3i cneumaikauii APl nokazHuka «Baxki
MeTanuy Ta BBeAeHi NokasHukn «Aauna», «N-
HiTpo3ogmmeTunamiiy» Ta «N-HiTposogueTunamiHy
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(3aTBepaxeHo: CEP Ne R1-CEP 2010-072-Rev 00); 3miHu | Tuny
- 3MiHu 3 skocTi. A®I. KoHTponb A®I (iHwwi 3miHW) -
3arBepaxeHHs MKA J13 ykpaiHcbKolo MOBOO
39. | BAMN 20 KOHLeHTpaT aAns CEM Kinp BEI Xeand Kep Himeuwunna/ BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 3a UA/11718/01/01
NPUroTyBaHHs dapmach M6X, HimeuunHa ABcTpis 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
pO34unHy onsa toTikanc (BMPOBHWMK 3MiHW) - 3amiHa po3gainy «lpadivyHe 3060paKeHHs ynakoBKU» Ha
iHdpysin, 20 mkr/mn Tlimiteq BiANoOBiganbHUIA 3a po3sain «MapkyBaHHa» MKA J13: 3anponoHoBaHo: MapkupoBka.
no 1 mn B amnynax, BMPOBHMLITBO CornacHo yTBepXaeHHOMY TEKCTY MapKUPOBKY.
no 5 a6o 10 amnyn B Hepo3gacoBaHoi OHOBEHHSI TEKCTY MapKyBaHHS yNakoBKM Nikapcbkoro 3acoby 3
KapTOHHIN ynakoBLi npoaykuii, BHECEHHSAM iHdopMaLlii Woa0 3a3HaYeHHs OOUHULb
nepBUHHOro Ta BUMiploBaHHs y cuctemi Sl
BTOPUHHOTO
nakyBaHHs); pem
®apma 'mM6X,
ABCTpist (BUPOBHMK
BiAnNoBiganbHW 3a
BUNYCK cepii)
40. | BAPUIPUKC™ |/ | niodpinisat ans nakcoCwmi Benuka nakcoCmiTKnsaiH Benbris BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu Il Tuny - 3a UA/15966/01/01
VARILRIX™ PO3YMHY ANS iH'EKLIN TKnsH BputaHis Bionogxikana C.A. 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy. 3MiHn | peyenmom
BAKUMHA ANA | no 1 gosi; 1 donakoH Ekcnopt Y KOPOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
MNPO®INAKTUK | 3 niodpinizatom Ta 1 Timiteq MapKyBaHHS Ta iIHCTPYKLT AN MeAUYHOro 3acTOCyBaHHS y
U BITPSAHOI amnyna 3 3B’s13KY i3 HOBUMW JaHUMMW 3 SKOCTI, AOKNIHIYHUMU, KMiHIYHUMMW
BICMU XXUBA pPO34YnHHKKOM (BOAa OaHuMK Ta faHumu 3 hapmakoHarnagy - 3MiHM BHECEHO A0
ATEHYAOBAH ans iH'ekuin) B IHCTPYKUIi NS MeguYHOro 3actTocyBaHHs Nikapcbkoro 3acoby Ao
A nnacTUKOBOMY po3sainy "®apmMakonorivyHi BnacTMBoCTi" (OHOBNEHHS AaHWX Ha
KOHTENHepi B niactasi 10-Tu piyHoro aHanidy epekTUBHOCTI (AOCNiOXEHHS
KapTOHHI kopoobLi; OKAH-182)).
1 conakoH 3 TepMiH BBeAEHHSA 3MiH: NpoTArom 6 micauis nicns
niocpinizatom Ta 1 3aTBEPOKEHHS!; 3MiHM Il TUNY - 3MiHK Woao
nonepenHb0 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. 3MiHM y KOpoTKi
HaNOBHEHUN WnpwuLy XapaKTepucTuui Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
3 PO34YMHHMKOM IHCTPYKUIT AN MeANYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMMU
(Boga ans iH'ekuin) y [aHUMU 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMU AaHUMUW Ta AaHUMKN
KOMMAEKTi 3 AgBOMa 3 papmakoHarnagy - 3amiHM BHeCeHO A0 IHCTpyKUii Ans
ronkamu B MEAMYHOro 3acTOCYBaHHs nikapcbkoro 3acoby o po3ainy
NNacTMKOBOMY "Cnoci6 3acTocyBaHHsi Ta 403U" (OHOBMNEHA IHCTPYKLIsi CTOCOBHO
KOHTENHepi B BMKOPUCTaHHS fnikapcbkoro 3acoby). TepMiH BBEAEHHS 3MiH:
KapTOHHI kopooLi; NpoTAroMm 6 MicsuiB Nicnsa 3aTBepaXXeHHS
100 chnakoHis 3
niocpinizatom ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iv'exuin) (s
YapyHKOBIW
ynakoBLi) B OKpemMnx
KapTOHHUX KOpobKax
41. | BAPUIPUKC™ |/ | niodpinizat ans "nakcoCwmi Benuka nakcoCmiTKnamH Benbris BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/15966/01/01
VARILRIX™ PO34MHY ANs iH'EKUin TKnamH BpuTaHia Bionogxikans C.A. oHoBneHHsi CepTuadikaTy BiaNnoBiAHOCTI €BpOnencbKoi peuyernmom
BAKUMHA ONA | no 1 posi; 1 donakoH Ekcnopt hapmakonei Wwopao rybyaroi eHuedanonarii Ha deTansHy
NMPO®IAKTUK | 3 niodinisatom Ta 1 Nimiteg buuavy cuposatky. OHOBMNEHHS Ha3BM Ta agpecu BUPOOHMKa
M BITPAHOI amnyna 3 BignosigHo Ao oHosneHoro CEP yepes npua6aHHs Hyclone
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

BICMW XXUBA
ATEHYWOBAH
A

PO34MHHMKOM (BOAA
anst iv'exuin) B
NnacTVKoBOMY
KOHTENHepi B
KapTOHHI kopobuli;

1 cpnakoH 3
niodpinisatom Ta 1
nonepeaHLo
HamnoBHEHWIA LLMpPUL,
3 PO3YNHHUKOM
(Bopa ans iH'ekuin) y
KOMMIEKTi 3 ABOMa
rornkamu B
nnacTVKoBOMY
KOHTENHepi B
KapTOHHI kopobLi;
100 chnakoHis 3
nioginisatom Ta 100
amnyn 3
PO34YnHHKKOM (BOAa
ans iH'ekuin) (8
YapyHKOBIN
ynakoBLii) B OKpemux
KapTOHHWUX KOpobkax

komnaHieto GE Healthcare LTD. 3anponorosaHo: R1-CEP 2000-
211-Rev 02 GE Healthcare LTD 433 Old Highway, RD8, 3180
Tauranga, New Zealand
PepnakuiviHi oHoBneHHs B po3ginu 3.2.A.2. Ta 3.2.R.4

42.

BAPUIPUKC™ /
VARILRIX™
BAKLUUHA ONA
MNPO®INAKTUK
W BITPSIHOI
BICINN XUBA
ATEHYWOBAH
A

niocpinisat ana
PO3UMHY NS iH'EKLin
no 1 gosi; 1 donakoH
3 nioginizatom Ta 1
amnyna 3
pPO34YnHHKKOM (BoAda
ans iH'ekuin) B
nnacTykoBOMY
KOHTENHepi B
KapTOHHI kKopooLi;

1 donakoH 3
niocpinizatom Ta 1
nornepeaHLo
HaMoOBHEHMWI LWNPULL
3 PO3YUHHUKOM
(Boga ans iH'ekuin) y
KOMMNMEKTi 3 ABOMa
rornkamu B
nnacTykoBOMY
KOHTENHepi B
KapTOHHIN Kopobui;
100 chnakoHiB 3
niocpinisatom ta 100
amnyn 3
PO34MHHMKOM (BOAA
ans iv'exuin) (8
YapyHKOBIW

"nakcoCmi
TKnamH
EkcnopTt
JlimiTeq

Benuka
BpuTaHia

"nakcoCmiTKnsaiH
Bionogxikana C.A.

Benebris

BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miuu Il Tuny -
3MmiHu 3 sikocTi. FoToBUMI Nikapcbkumit 3aci6. Onuc Ta cknag.
3MiHa y cknagi (BoNoMiXXHMX pe4oBUHAaX) roTOBOTO NikapCbKoro
3acoby (iHLi AonoMmixHI peqoBWHM) - 3MiHa y nikapcbkomy 3acobi
6ionoriYyHOro/iMyHoONOriYHOro NOXOMKEHHS . BunyyeHHs 3i
cknagy BakLUMHM JOMOMIXHOI pe4OBUHM CMPOBATKOBOMO
anbbymiHy noauHu (HSA).

TepMiH BBEEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBepaKeHHs. 3MiHum | Tuny - 3miHun wono
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3aMiHu). 3MiHu
BHECEHO B iHCTPYKLIit0 ANt MEAWYHOIO 3aCTOCYBaHHS Y p.
"Cknaa" 3 BignoBigHMMY 3MiHAMK1 Y TEKCTi MapKyBaHHS YNakoBK1
nikapcbkoro 3acoby. 3amiHa onucy rpadivyHoro 306paxeHHs
ynakoBku B MKA Ha nocunaHHs Ha 3aTBepaXeHWUN TeKCT
MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHs YNaKoBKu
nikapcbkoro 3acoby 3 BHECEHHsIM iH(opMaLlii oo 3a3Ha4YeHHs!
OOMHWUbB BUMIpIOBaHHS y cuctemi Sl. TepMiH BBEAEHHS 3MiH -
npotarom 6 micauis nicnsa 3ateepaxeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHW y MeToAax BUnNpobyBaHb
(Bkmovatoum 3amiHy abo gonosHeHHs)). MpuBegeHHs
cneuundikalii Ta MeToaiB KOHTPOSO 40 A0CHE BUPOBOHMKA.
CynyTHs 3MiHa - 3MiHK 3 AkocTi. [oToBMI Nnikapcbkuii 3acib.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyCTUMUX MEX roTOBOrO MikapCbKoro
3acoby (iHwi 3miHK). MNepe3aTBepoxeHHss AHaNITUYHOT

3a
peuernmom

UA/15966/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynakoBLii) B OKpeMnx HopMmaTuMBHOI AokyMmeHTauii (AH[) Ha MeToamn KOHTPOmMo AKOCTI
KapTOHHMX KOpobkax (MKA) 3 meToto npuBeaeHHs Ao Bumor Hakady MO3 Ykpainm
Ne460 Big 23.07.2015 p. MNMpuBeneHHs cneumdikauii Ta meToais
KOHTPOIIO 10 A0CbE BUPOOHMKA. 3MiHU | TMny - 3MiHM 3 SIKOCTI.
["oToBwWi nikapcbkuii 3acib. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHsS roTOBOrO NikapCbKOro
3acoby (BUNy4YeHHs MeToAy BUNPobyBaHHSA, SKLLO BXe
3aTBEepPAKEHWU anbTepHaTUBHUIA meToz). BunyyenHs
anbTepHaTMBHOrO NokasHuka «BTpaTta B Maci npu BUCYLLYBaHHI»
3i cneymaikauii 4nsi NpMBeAEHHS METOIB KOHTPOMIO SIKOCTI
BaKLMHW A0 MaTepianiB 4oCcbe BUPOOHUKA. 3MiHu | Tuny - 3MiHn
3 skocTi. [oTOBMI Nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3amiHu). [logaBaHHsa crnieymdikauii i
METOZIB KOHTPOMIO AN PO3YMHHUKA BOAA ANS iH'eKLIN.
43. | BEKTUBIKC KOHLleHTpaT Ans AmMpxeH Higpepnan AmaxeH €Bpona Higepnanaun BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/10806/01/01
pPO34MHY AN €spona an B.B., Hinepnanaun / CLLIA 3MiHM Wwopo 6e3nekn/edeKkTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
iHdpysin, 20 mr/mn; B.B. (MapkyBaHHs1, 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
no 5 mn y cnakoHi; BTOPVHHE nikapcbkoro 3acoby LoAO0 3a3Ha4YeHHS MiXXHapOAHMX NO3HaYeHb
no 1 conakoHy B nakyBaHHs Ta OAVHULb BUMIpIOBaHHA. BBeaeHHs 3MiH npoTarom 6 micauis
KapTOHHi KopobLi BUMYCK cepii); nicns 3aTBepAKeHHs
AMakeH
MaHydekuypiHr
Nimiten, CLLA
(BpOBHULTBO,
nepBuHHE
nakyBaHHs)
44. | BEHNA®AKCWU | tabnetku no 37,5 Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/13809/01/01
H-3H mr; no 10 TabneTok BO 3 oBMexeHot 3MiHM 3 siKkocTi. [oTOBMIA Nikapcbkuii 3acib. KoHTponb rotoBoro | peuenmom
y bnictepi, no 3 abo | obmexeHo BiANOBiAanNbHICTIO nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo
5 BnicTepiB y 10 "XapkiBCcbke OOMYCTUMUX MEX FOTOBOrO NiKapCcbKoro 3acoby (BUINyYeHHs
KOpoO6Li 3 KapTOHY signosiga hapmaLeBTuyHe He3HayHOro NokasHuka (Hanpuknag 3acTapinoro NokasHuKa,
NbHiCTIO nianpuemMcTBo TaKoro sk 3anax Ta cMak, abo igeHTudikalis 6GapBHMKIB M
"XapKiBCbK "3p0poB'a Hapoay" cMakoBux fo6aBok)) — BunyueHHsi nokasHunka «CTupaHicTb» 3
e METO/iB KOHTPOMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby.
capmaueB KoHTponb cTupaHocTi TabneTok 34iMCHIETLCS Y NPOLLEC
TUYHE BMPOBHMLTBA Ta KPUTEPI NPUIRHATHOCTI HaNiBNPoayKTy
nignpmemc (TabneTkv Hepo3dacoBaHi) 3a nokasHUKoM « CTUPaHICTb»
TBO iAeHTUYHUI BUMOram BCTaHoBMeHMM y Creundikauii Ha rotoBumn
"300poB's nikapcbkuin 3aci6
Hapoay"
45. | BEHNA®AKCHU | tabnetku no 75 wr; Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/13809/01/02
H-3H no 10 Tabnetok y BO 3 oBMeXeHo 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuin 3aci6. KoHTpornb rotoBoro | peuenmom
6nictepi, no 3 abo 5 obmexeHo BigNoBiAanbHiCTIO nikapcbkoro 3acoby. 3miHa napameTpis cneundikauii Ta/abo
6nictepis y kopobui 10 "XapkiBCcbke [0NYCTUMMUX MEX FOTOBOTO fiKapCbKOro 3acoby (BUNyYeHHs
3 KapTOHY Bignosiga apmaueBTUYHE HEe3Ha4yHOro NokasHuKa (Hanpuknag 3acTapinoro Nokas3HUKa,
NbHICTIO nianpuemMcTBo TaKoro sk 3anax ta cmak, abo igeHTudikauis 6apBHUKIB Yn
"XapkiBCbK "3pnopos'a Hapoay" CcMaKkoBux 4o6aBok)) — BunyyeHHsi nokasHunka «CTupaHicTb» 3
e METOAIB KOHTPOIO SKOCTi FOTOBOro NiKapCbKoro 3acoby.
cdapmaueB KoHTponb cTMpaHoCTi TabneTok 34iMCHI0ETLCS Y NpoLeci
TUYHE BMPOOHMLTBA Ta KPUTEPIN NPUAHATHOCTI HaNiBNPOAYKTY
nignpmvemc (TabneTkn Hepo3dpacoBaHi) 3a Noka3HMKOM « CTMpaHiCTb»




15 IIponoxenHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TBO iIEHTVYHUI BUMOram BCTaHoBreHM y Crneundikauii Ha rotoBumn
"3popoB's nikapcbkui 3aci6
Hapoay"
46. | BEHOTOH® HacTorka no 100 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 6e3 UA/11668/01/01
y BaHLUi cknsHin; no "Ximcpapm "Ximbapm3aasop 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay (iHwi peuenma
1 6aHui B nayui 3 3aBof "YepsoHa 3ipka" 3MiHW) - 3MiHW BHECEHi B TEKCT MapKyBaHHs NEPBUHHOI Ta
KapToHy; no 100 mn "YepBoHa BTOPWHHOI YNakoBKM flikapcbKoro 3acoby Loao 3asHavyeHHs
y nakoHi CKNsAHOMY 3ipka" MiXHapPOAHMX NO3HAaYeHb OAUHULL BUMIpIOBaHHS. BHeceHHs
abo nonimepHomy; 3MiH Ao po3giny “MapkysaHHa” MKA J13”: 3anponoHoBaHo:
no 1 conakoHy B MapkyBaHHs. BignoBigHO 40 3aTBEPAXEHOrO TEKCTY
nayui 3 KapToHy MapKyBaHHS. BBeeHHsA 3MiH NpoTaroM 6-tn micsauis nicns
3aTBEpPAKEHHS
47. | BI3AH Tabnetkv no 2 wr, Banep Al HimeyunH Banep Banmap HimeyunHa BHECEHHS 3MiH 40 peecTpaulinHux Matepianis: 3MmiHu | Tuny - 3a UA/11260/01/01
no 14 tabnertok y a 'mM6X i Ko. KI 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
6nictepi, no 2 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNMaKoBKW NiKapCbKOro
Gnictepu B 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HaYeHHs1 OaUHULb
KapTOHHIN nadui BMMiptoBaHHS y cuctemi Sl. BHeceHo 3miHu [o posginy
«MapkyBaHHsa» MKA J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAXXEHOro TEKCTY MapKyBaHHs. TepMiH BBEA,EHHS 3MiH:
NpoTAroM 6-TW MicALIB Nicna 3aTBepAXEHHS
48. | BITAMIH C 500 TabneTku xyBanbHi MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH O peecTpaLinHux maTtepianis: 3MiHu | Tuny - 6e3 UA/16251/01/01
ANENbCUHOB | no 500 mr; no 10 "Ximdpapm "Ximdpapmsasopg 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
un TabneTok y GnicTepi, 3aBog "YepsoHa 3ipka" 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
no 2 Gnictepun y "YepBoHa 3acoby 3 BHECEHHsIM iHdhopMaLii LLoao0 3a3HavYeHHs1 OaMHULb
nauyui 3 KapToHy; No 3ipka" BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTsirom 6-u
10 Tabnetok y MicAUiB Nicns 3aTBepPaKEHHS
Gnictepi, no 10
GnictepiB y nayui 3
KapTOHY; no 12
Tabnetok y bnicTepi,
no 2 6nictepu y
nayui 3 KapToHy
49. | BYIinns Tabnetkm no 0,25 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/9148/01/01
AKTUBOBAHE no 10 Tabnetok y "Ximdpapm "Ximcbapm3aasog 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peuernma
Gnictepax; no 10 3aBog "YepBoHa 3ipka" 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHsi NepBUHHOI Ta
Tabnetok y bnicTepi; "YepBoHa BTOPWHHOI YNakoBKM fikapcbkoro 3acoby Luoao 3asHavyeHHst
no?2 abono 10 3ipka" MiXXHapOAHMX NO3HaYeHb OANHMULL BUMIptoBaHHSA. [ns Byrinns
GnictepiB y nayui akTuBoBaHe, Tabnetku no 0,25 r, no 10 Tabnetok y Gnictepax no
2 BnicTepa y nayui 3 kapToHy, 3amiHa fo po3ainy MKA 13, a came
po3ain «[padivyHe oPOpMMAEHHsI yNakoBKM» 3aMiHEHO PO34inom
«MapkyBaHHs» (3rigHo i3 3aTBepAXXeHUM TEKCTOM MapKyBaHHS)
Onsa Byrinnsi aktuBoBaHe, Tabnetkv no 0,25 r, no 10 Tabnetok y
6nictepax no 10 6nicTepiB y nayui 3 KAPTOHY, BHECEHHS 3MiH A0
po3giny “MapkyBaHHs” MKA J13”: 3anponoHoBaHo: MapKyBaHHS.
3rigHo i3 3aTBEpAXEHUM TEKCTOM MapKyBaHHs. BBegeHHS 3MiH
npoTaroMm 6-Tu micsUiB nicns 3aTBEpAXEHHS
50. | TFANA30OJIIH® renb HasanbHun Baplascb MonbLia MegnaHa ®apma Monblia BHECEHHS 3MiH 40 peecTpauiiHnX Matepianis: 3MiHu | Tuny - be3 UA/0401/01/01
0,05% no10ry Knm AxkuioHepHe 3miHm 3 akocTi. CepTudikaT BignosigHocTi/E-cepTudikar peuernma
cnakoHi 3 Hacocom- | cdapmaueB ToBapucTeo BigNoBigHOCTI €Bponeincbki hapmakonei/moHorpadii. MogaHHs
gosatopom; no 1 TUMHUIA HOBOro abo oHoBreHoro cepTudikara BianoBigHOCTI abo
dnakoHy B nayuj 3aBog BUITyYEHHs cepTudikata BignoBigHOCTI €Bponencbkin




16

ITpooBxeHHs jojarka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

KapTOHHil

Monbda
AT

dapmakonei: ans A®l; ona BuxigHoro
matepiany/peareHTy/npoMiXKHOro NpoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMLUTBI API; AN 4ONOMKHOI
pevyoBMHU (CepTudikaT BignoBigHOCTi €Bponenchkin
dapmakonei) - HoBuii cepTudikar Bif BXe 3aTBEpAXXEHOro
BMpOBHUKa - [ogaHHs HoBOro cepTudikaTy BiAnoBiAHOCTI
€sponevicbkoi dapmakonei Ne RO-CEP 2017-054-Rev 00 Big
yXe 3aTBepaxeHoro BupobHuka A®I KcunometasoniHy
riapoxnopwuay BupobHuutea PIW IPOCHEM Sp.z.o.0., MNonbuwa.
KoHTponb sikocTi A®I 3aiiicHI0ETLCA BignoBigHO [0 MOHorpadii
1162 €Bp.Papm. Ha Xylometazoline hydrochloride

51.

FANA3ONIH®

renb HasanbHun 0,1
% no 10 r y donakoHi
3 HacocoM-
[03aTopom; no 1
cbnakoHy B nayui
KapTOHHiW

BapLluiascb
Kuia
thapmaueB
TUYHUI
3aBof
Monbda
AT

MonbLa

MepaHa ®apma
AkUioHepHe
ToBapucTteo

MonbLa

BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny -
3MiHun 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BiAnoBiAHOCTI €Bponevickbkin dapmakonei/MoHorpadii. MoaaHHs
HOBOro abo OHOBMeHoro cepTudikara BiANOBIAHOCTI a6o
BUITy4YEeHHs cepTudikata BignoBigHOCTI €BpoONenchbkin
dapmakonei: ans A®l; ona BuxigHoro
mMaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
peYoBMHU (CepTuikaT BignoBigHOCTI €Bponenchkiin
dapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpAXXEHOro
BMpoGHUKa - MogaHHsA HOBOro cepTudikaTy BiaNoBigHOCTI
€ponevicbkoi papmakonei Ne RO-CEP 2017-054-Rev 00 Big
yXke 3aTBepakeHoro BupobHuka APl KcunometasoniHy
rigpoxnopuay supobHuuTea PIW IPOCHEM Sp.z.o.0., MonbLua.
KoHTponb skocTi A®| 3giicHI0ETHCA BIANOBIAHO A0 MOHOorpadii
1162 €Bp.Papm. Ha Xylometazoline hydrochloride

be3
peuenma

UA/0401/01/02

52.

FEMTEPO

niodpinisat ans
po3unHy ans
iHysiino1,0ry
cnakoHi; no 1

dnakoHy y
KapPTOHHI kopobLi

FETEPO
NAB3
NIMITEQ

IHais

[eTepo J1a63
Iimiteq

IHaisa

BHECEHHS 3MiH 40 peecTpaLinHnX Matepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTBHOCTI Ta chapMakoHarnagy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cUCTeEMY
hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi
3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLO0 BOHa BigMiHHA Bifj ynoBHOBaxeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi macTep-daiina
cucTemMu hapMakoHarnsay) - 3MiHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiCHeHHA dpbapmakoHarnsagy B YKpaiHi.
[itoya pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosudy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHUKA, BignosiganbHoOi
3a 34iNcHeHHs pbapMakoHarnagy B YkpaiHi

3a
peuernnmom

UA/14626/01/01

53.

FEMTEPO

niocpinisat ans
po3unHy ansi
iHdy3ivi no 200 mr y
cnakoHi; no 1
dnakoHy y

FETEPO
NAB3
NIMITEQ

IHAis

[eTepo J1ab3
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpauiiHnX Marepianis: 3MiHu | Tuny -
3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy.
BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHX AaHUX Npo CUCTEMY
dapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu, BignosiganbHoi

3a
peuernmom

UA/14626/01/02
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHI kopobui 3a 3[iiCHeHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHS hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEHHA hapMakoHarnsay (Bko4aym
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLieHHi MacTep-daiina
cucTeMu papmakoHarnsgy) - 3miHa KOHTakTHOI 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHSA chapmakoHarnagy B YKpaiHi.
Litoya pepakuis — Jobpoeonbcbka Hatanig OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsgy B YkpaiHi
54. | TEMUUTABIH MOpOLLOK Ans Amakca Benuka AxkBiga M'm6X, HimevunHa/ BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/15059/01/01
AMAKCA pPO3UMHY AN nTa BpuTtaHisa HimeyunHa ITanisa 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
iHdysit no 1000 wr; (BTOPUHHE 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
1 conakoH 3 nakyBaHHs1); AkBiga 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OOMHULb
NOPOLLKOM B 'M6X, HimewunHa BUMiploBaHHs y cucteMi Sl. BHeceHHs 3MiH Ao po3ainy
KapTOHHi KopobLli 3 (cepTudpikauis Ta “MapkyBaHHs” MKA N13”: 3anponoHoBaHo: MapkyBaHHs.
MapKyBaHHAM BUMYCK cepii); BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHs BBefeHHs
YKpaiHCbKOIO Ta AxTasic ITanis 3MiH NPOTAroM 6-TK MicALiB NicNs 3aTBEPAXEHHS
aHrNincbkow C.n.A,, Itanis
MoBamu (BMPOBHMLTBO in
bulk, nepBuHHe
nakyBaHHs,
KOHTpOnb cepii);
Benyc ®apma 'mM6X,
HimeyunHa
(BTOPUHHE
nakyBaHHs1)
55. | FTEMUUTABIH NOPOLLOK AN Amakca Benuka AkBiga M'm6X, HimeyunHa/ BHECEHHSA 3MiH 0 peecTpauinHmux martepianis: 3aMiHu | Tuny - 3a UA/15059/01/02
AMAKCA PO34mnHY Ana nTa BputaHis HimeuunHa ITanis 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi | peyernmom
iHdysivi no 200 wmr; 1 (BTOPUHHE 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
bnakoH 3 NOPOLLKOM nakyBaHHs1); AkBiga 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
B KapTOHHIl kopobLi 'm6X, HimeuunHa BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3MiH o po3ainy
3 MapKyBaHHAM (cepTudpikauis Ta “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
YKpaiHCbKOIO Ta BUMYCK cepii); BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS BBeaeHHs
aHrnincbKo AkTasic ITanis 3MiH NPOTArom 6-TW MicAUIB NicNsa 3aTBepAXEHHS
MoBaMu C.n.A., lItania
(BMpPOBHULTBO in
bulk, nepsuHHe
nakyBaHHS,
KOHTpPOIb cepii);
BeHyc ®apma M'mbX,
HimevunHa
(BTOpPUHHE
nakyBaHHs1)
56. | TEHOTPOMIH® | nopoLuok NOANSEP CLWA NOBHU LYUKIT Benbrisa/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/11798/01/01
niocpinisoBaHun Ta IHK. BMPOGHMLTBA, Himeuyunna 3MiHuM Wwopno 6esnekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui peuyernmom
PO3YMHHWK Ans BUMYCK Cepii: 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro
PO34MHY ANs iH'eKUin Mdansep 3acoby 3 BHECEHHsIM iHopMaLlii LWoAOo 3a3HavYeHHs OAMHULb
no 16 MO (5,3 mr); 1 MeHtobekyypuHr BMMiptOBaHHS y cuctemi Sl. BBegeHHs 3miH npoTarom 6-tu
nonepegHbLo Benbrisa HBP,
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

HarnoBHEHa pyu4ka,
o MicTuTb 1
BOKamMepHuit
KapTpuax (nepenHs
Kamepa 3 NOPOLUKOM
Ta 3afHs Kamepa 3
PO3YMHHVKOM MO
1,14 mn (m-kpeson,
maHiT (E 421), BOOa
Ans iH'ekuin)), y
KapTOHHI kopobuli;
1 nonepegHLO
HarnoBHEeHa pyu4ka,
L0 MicTuTb 1
BOKamMepHui
KapTpuax (nepenHs
Kamepa 3 NOpPOLLKOM
Ta 3afHs kamepa 3
PO3YMHHMKOM MO
1,14 mn (M-kpeson,
maHiT (E 421), BOOa
ans iH'ekuin)), y
KapPTOHHI kopobui 3i
CTUKEPOM

Benbris;
BMPOBHMLTBO in
bulk, KoHTponb

SIKOCTi, NepBUHHE
nakyBaHHs: BeTep
®apma-PepTuryHr
m6X i Ko. KT,
HimeyunHa

MicsILiB nicns 3aTBepAXEHHS

57.

FEHOTPOMIH®

NOPOLLIOK
niocpinisosaHun Ta
PO3YMHHVKK ANS
po3unHy Ans

iH exui no 36 MO
(12 mr); 1 abo 5
nonepeaHLo
HarnoBHEHWUX PYYOK,
Lo MicTaATb 1
OBOKamepHuin
KapTpuax (nepenHs
Kamepa 3 NOpPOLLKOM
Ta 3afHsi kamepa 3
PO3YMHHKKOM MO
1,13 mn (M-kpeson,
MaHiIT (E 421), Boga
ONst iH’EKUiN)) KOXHa,
Y KapTOHHIl kopobuj;
1 abo 5 nonepeaHbo
HaroBHEHWUX PYYOK,
wo MictaTb 1
[BOKamepHuin
KapTpuax (nepegHs
Kamepa 3 NOopPOLLKOM
Ta 3afHsi kamepa 3
PO3YMHHMKOM MO
1,13 mn (M-Kkpeson,

MPOANSEP
IHK.

CWA

Mdpansep
MeHoek1ypuHr
Benbris HB

Benebris

BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3amiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - OHOBMEHHSsI TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
3acoby 3 BHECEHHsIM iHdhopMaLii LLoa0 3a3HavYeHHs1 OaMHULb

BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH npoTsirom 6-u
MicsaUiB nicnst 3aTBEPAKEHHS

3a
peuernmom

UA/11798/01/02
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
maHiT (E 421), BOga
Onst iH'eKUin)) KoXHa,
Y KapTOHHIl kopoOui
3i CTUKEpOM
58. | TENTABIP-150 TabneTku, BKpUTI FETEPO IHAis leTepo J1a63 IHgia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/1592/01/01
NnNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
obornoHkoto, no 150 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
mr, no 60 TabneTok (hapmakoHarnsigy (BBeAEeHHs y3aranbHEeHUX AaHUX MPO CUCTEMY
Yy KOHTelHepi; no 1 (hbapmakoHarnsigy, aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KOHTENHepy y 3a 3[iiCHEHHs1 (hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHi KopobLi hapmakoHarnsay 3asBHUKa AN 34iIMCHeHHs bapMakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (BkoYaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - 3amiHa KOHTakTHoOi 0cobu 3asBHUKa,
BiAnNoBiAanbHOI 3a 3AiCHeHHA pbapmakoHarnagy B YKpaiHi.
Litoya pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI ocobu 3asiBHMKA, BianoBigansHoi
3a 3[iicCHeHHs1 chbapMakoHarnagy B YKpaiHi
59. | FIHKFTOBA kancynu no 40 mr no Tosapuct Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLlinHux matepianis: 3MiHu | Tuny - 6e3 UA/15691/01/01
10 kancyn y BO 3 [,00aTKOBOIO 3MiHW BHECEHI B TEKCT MapKyBaHHsi NEPBUHHOI Ta BTOPUHHOI peuenma
Gnictepi; no 2 abo 6 | gomaTkoBo BiANOBiAanNbHICTIO yMNaKoBKW fikapcbKkoro 3acoby i3 3a3HavyeHHsAM MidKHapOAHUX
GnictepiB y nayui 3 10 "IHTEPXIM" no3Ha4yeHb OAMHULL BUMiptOBaHHA. BBeAeHHs 3MiH NpoTarom 6-
KapTOHY Bignosiga TV MicaUiB NicNga 3aTBepAXeHHS
NbHICTIO
"IHTEPXI
M
60. | FMTHKrOBA kancynu no 80 mr no Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/15691/01/02
10 kancyn y BO 3 [0[,aTKOBOIO 3MiHM BHECEHIi B TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI peuenma
Gnictepi; no 2 abo 6 | gomaTkoBo BiQNOBiAaNbHICTIO yNaKoBKW fikapcbKoro 3acoby i3 3a3HaYeHHAM MiXXHapOAHUX
Gnictepis y nayui 3 10 "IHTEPXIM" Nno3Ha4yeHb OAMHUL BUMIpHOBaHHA. BBeAeHHst 3MiH npoTsirom 6-
KapTOHY Bignosiga TV MicaUiB NicNsa 3aTBepAXEHHS
NbHICTIO
"IHTEPXI
M"
61. | MHKrOBA kancynu no 120 mr Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/15691/01/03
no 10 kancyny BO 3 [,00aTKOBOKO 3MiHM BHECEHI B TEKCT MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI peuyenma
Gnictepi; no 2 abo 6 | gomaTkoBo BiAnoBiganbHicTO YNaKoBKU fNikapcbKoro 3acoby i3 3a3HaYeHHAM MiXXHapOAHUX
Gnictepis y nauyui 3 10 "IHTEPXIM" No3Ha4YeHb OAMHULL BUMIpHOBaHHSA. BBeAEeHHst 3MiH npoTsirom 6-
KapTOHY Bignosiga TV MicsaUiB Nicnsa 3aTBepAXeHHS
NbHICTIO
"IHTEPXI
M"
62. | TINOTIAINO® Tabnetkm no 100 wmr, TOB YkpaiHa XIHOIH, 3aBog YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Matepianis: 3MiHu | Tuny - 3a UA/7593/01/02
no 20 TabneTtok y "CaHodi- dapmaueBTUYHMX Ta 3MiHK 3 sKoCTi. [0TOBMIA Nikapcbkui 3acid. KoHTponb rotoBoro | peuerimom
6nictepi; no 1 ABeHTIC XimivyHnx MNpoaykTis nikapcbkoro 3acoby. 3miHa napameTpis cneundikauii Ta/abo
6nictepy y YkpaiHa" Mpawsit Ko. I14. [0NYCTUMMNX MEX FOTOBOTO NiKapCbKOro 3acoby (iHwWi 3MiHuM) -

KapTOHHiIN kopobui

3MiHa B onuci napameTpy «BHelHni BUaA», a came YTOYHEHHs




20 IIponoxenHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NiHii po3nomy Ta NpvBeAeHHs y BiANOBIAHICTb [0 OpUriHaNbHOI
cneumikauii, 3amMiCTb «C OAHON AENUTENbHON NUHUENY
3a3HAYUTU «C KOCMETUYECKOWN AennTenbHOW NuHnen*y». [lonaHo
NpUMITKY «*MoXeT MoMoYb MpW rNOTaHWKM, HO He OXMAAEeTCs, YTO
TabneTtka OyneT pa3noMaHa Ha pOBHble YacTu»
63. | MIATUNIH PO3YMH ANs iH'eKUIn, ITAN®AP ITanisa Itandpapmacko C.n.A. ITanisa BHECEHHS 3MiH O peecTpaLinHnxX Marepianis: 3MiHu | Tuny - 3a UA/2196/01/01
1000 mr/4 mn; no 4 MAKO 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
Mn B amnyni; no 3 C.nA. 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
amnynu y 3acoby 3 BHECEHHAM iHdopMaLlii LWoAo 3a3HaveHHs oaNHULb
nnacTUKoBoMy BUMiptoBaHHs y cuctemi Sl. BBeaeHHSA 3MiH NpoTsirom 6-Tu
KOHTenHepi; no 1 MicAUiB nicns 3aTBepOXXeHHS
KOHTENHepy B
KOpOobLi 3 KAPTOHY
64. | MMIATUNIH Kancynu m'siki no ITAN®AP ITanisa ITandapmako ITanisa BHECEHHS 3MiH 40 peecTpauinHux Matepianis: 3MiHu | Tuny - 3a UA/2196/02/01
400 mr; no 14 MAKO C.n.A., Itanis 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
Kancyn y 6nictepi; C.nA. (ignoBiganbHWn 3a 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKU fikapCbKoro
no 1 Gnictepy B nepBuvHHE, BTOPUHHE 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HavYeHHs1 OaUHULb
Kopobui nakyBaHHs, BUMiploBaHHs y cuctemi Sl. BBegeHHS 3MiH npoTsrom 6-Tu
KOHTPOMb Ta BUMNYCK MicAUiB Nicns 3aTBEpPOXXEHHSA
cepii); KataneHt
Itani C.MN.A., Itania
(BignosigansHuii 3a
BMPOBHULITBO
Hepo3dacoBaHoi
npoayKuii)
65. | FMIBEK® TabneTku, BKpUTI HosapTic Llsenuapi HoBapTic ®apma HimeyunHa/ BHECEHHS 3MiH [0 peecTpauinHnx martepianis: 3MmiHu Il Tuny - 3a UA/9469/01/02
NNiBKOBOIO ®apma Al a MpogakwH M6X, LLisenuapisa 3MiHM Wwopo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 400 HimeuunHa; BHeceHHs1 abo 3miHa(u) Ao 3060B'A3aHb Ta yMoB BuAaui
mr; no 10 TabneTok HoBapTic ®apma peecTpauinHoro noceig4eHHs, BkNtoYvao4m MNnaH ynpaeniHHA
y 6nictepi; no 3 LWrenH AT, pv3vikamu (3acTocyBaHHsi 3MiH(1), siki(a) BUMararTb(€)
Gnictepu B kKOpobLUi Llisenuapis noganbLIoro obrpyHTyBaHHS HOBUMW JOAATKOBUM AaHUMMU, LLO
MaloTb HagaBaTUCH KOMNETEHTHUM OpPraHoOM, OCKIfbKu
BMMaraeTbCsl CyTTEBA OLiHKA KOMMNETEHTHUM OpraHoMm) -
oHoBneHo MnaH ynpasniHHA pu3avkamu Ao Bepcii 12.1. BHeceHi
3MiHK 4o YacTuH: “Cneundikanin 3 6eanekn”, “naH 3
apmakoHarnsagy”’, “3axoau 3 miHimisauii pusukis”, “Pestome
nnaHy ynpaeniHHS pusukamu’, “dogatkn” BiaNoBiAHO A0
pekoMmeHAaui Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems (Rev 2)
66. | MIBEK® TabneTku, BKpUTI HosapTic LLsenuapi HosapTic ®apma Himevunna/ BHECEHHS 3MiH 4O peecTpauiiH1x matepianis: 3miHu Il Tuny - 3a UA/9469/01/01
NniBKOBOO dapma Al a MpoaakwH M6X, LLisenuapis 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta hapmakoHarnsgy. peyernmom

o6GoroHkoto, no 100
mr; no 10 Tabnetok
y bnictepi; no 6

onictepiB B kOopobLii

HimevunHa;
HoeapTic ®apma
LTenH AT,
LLisenuapis

BHeceHHs1 abo 3miHa(u) Ao 3060B'A3aHb Ta yMoB BuAaui
peecTpauiiHOoro NocBig4eHHs1, BKNoYatouu MNMnaH ynpasniHHs
pv3uKamu (3aCTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
noganbLIoro obrpyHTyBaHHs HOBUMW JOAATKOBUM AaHUMMU, LLO
MaloTb HalaBaTUCSt KOMMETEHTHUM OpPraHoM, OCKiflbK1
BMMaraeTbCsl CyTTEBA OLiHKA KOMMNETEHTHUM OpraHoMm) -
oHoBneHo MnaH ynpaeniHHA puavkamu Ao Bepcii 12.1. BHeceHi
3MiHWM 80 YacTuH: “Cneuundikauis 3 6e3nekun”, “NnaH 3
dapmakoHarnsagy”, “3axoau 3 miHimisauii pusukis”, “Pestome

nnaHy ynpasniHHg pusvkamu’, “OogaTkn” BignosigHO Ao
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pekomeHngauin Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems (Rev 2)
67. | rMMENIPUA NOPOLLOK AT YkpaiHa YyHuin Cakcesen Kutan BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - - UA/11200/01/01
(cybeTaHuis) y "®apmak” dapmecstoTiken Ko., AZMiHiCTpaTVBHI 3MiHU. 3MiHa HariMeHyBaHHS Ta/abo agpecu
nakeTtax nogsinHux JTh. 3asBHVKa (BNacHWKa peecTpaLiiHoro noceigyeHHs) 3miHa Ha3Bu
nonieTureHoBmx Ta agpecy 3asBHUKa
ans
hapmaueBTUYHOro
3aCcTOCYBaHHs!
68. | rMIMENIPUA- Tabnetkv no 3 Mr no AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 1O peecTpauinH1X matepianis: 3aMmiHu Il Tuny - 3a UA/4410/01/02
KB 10 Tabnetok y "KNIBCbK BITAMIHHUI 3MiHu 3 gkocTi. A®l. BupobHuuteo. 3miHa BUPOGHMKa peuernmom
6nictepi; no 3 nn 3ABOO" BUXiAHOrO/MPOMIiXXHOro NPOAYKTYy/peareHTy, LWo
6nictepu B navui BITAMIHH BMKOPUCTOBYIOTbCS Y BUpoBbHMUYomy npoueci AP, abo 3miHa
N BMPOOHMKa (BKMOYaouu, e HeobxigHo, MicLie NpoBeaeHHS
3ABOAO" KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikarta
BiANoBiAHOCTI €Bponencbkil hapmakonei y 3aTBepaxeHoMy
[oCbe)(BBEAEHHS HOBOrO BUpobHuka A®| 3 HagaHHAM macTep-
davina Ha A®I) - BBeAeHHS anbTepHaTnBHOro BUpobHunka AdI
(rmimenipna), 3anponoHoBaHo:
Harman Finochem Ltd., India Glenmark Life Sciences Limited,
India
69. | TMMIMENIPUA- TabneTku no 4 mMr no AT YkpaiHa AT "KUIBCbKUIA YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu Il Tuny - 3a UA/4410/01/03
KB 10 Tabnetok y "KNIBCbK BITAMIHHUIA 3MiHK 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHUKa peuernmom
Gnictepi; no 3 717 3ABOO" BMXiZAHOrO/NMPOMIXKHOrO MPOAYKTY/peareHTy, Lo
Gnictepu B nayui BITAMIHH BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoueci AdI, abo 3miHa
nn BMPOGHUWKa (BKMoYaro4m, e HeobxigHo, MicLie NpoBedeHHs
3ABOLO" KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €BponeNcbkii hapmakonei y 3aTBepaxeHoMy
Oocbe)(BBeAEHHst HoBOro BUpobHuka A®| 3 HagaHHSM macTep-
avina Ha A®I) - BBeAEHHS anbTepHaTUBHOro BUpobHunka AdI
(rnimenipua), 3anponoHoBaHo:
Harman Finochem Ltd., India Glenmark Life Sciences Limited,
India
70. | rMMENIPUA- TabneTtkv no 2 Mr no AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpauinH1x matepianis: 3miHu Il Tuny - 3a UA/4410/01/01
KB 10 Tabnetok y "KNIBCbK BITAMIHHUIA 3MiHK 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHUKa peuernmom
Gnictepi; no 3 717 3ABOLO" BUXiQHOrO/MPOMIXKHOro NPOAYKTY/peareHTy, LWo
Gnictepu B nayui BITAMIHH BMKOPUCTOBYIOTbCS Y BUpoBHUYomy npoueci Adl, abo 3miHa
1% BMPOGHMKa (BKMOYa4u, e HeobXxigHo, MicLie NPoBeAEHHS
3ABOAO" KOHTponto skocTi) AP (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHOMyY
00Cbe)(BBEAEHHSI HOBOrO BUpobHUka A®| 3 HagaHHsSIM macTep-
haiina Ha A®I) - BBeAEHHS anbTepHaTUBHOro BUpobHuka AdI
(rmimenipna), 3anponoHoBaHo:
Harman Finochem Ltd., India Glenmark Life Sciences Limited,
India
71. | TAINPECUH NOPOLUOK AN ®eppiHr HimeuunH deppiHr TMOX, Himevunna/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/9315/01/01
PO34MHY ANs iH'eKUin moX a HimeuyunHa LLiBenuapis 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
no 1 mr; 1 conakoH 3 (BUPOBHMK rOTOBOrO BBegeHHsi abo 3MiHM A0 y3aranbHeHMX AaHWX NPO cucTemy
MOPOLLKOM Y NpoayKTY, hapmakoHarnagy (BBe4eHHs! y3aranbHeHX AaHUX Npo CUCTEMY
KOMMekTi 3 1 BianosiganbHUiA 3a hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu, BignosigansHoi
amnynow nepBuUHHE 3a 34ilcHeHHs1 hapMakoHarnagy; KOHTakTHoi ocobu 3
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
PO34MHHYMKA (HaTpito naxkyBaHHs, hapmakoHarnagy 3asBHuUKa ANs 34iMCHEHHS dapMakoHarnagy B
Xxnopwua, Kkucnora KOHTPOb AKOCTI Ta YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
xrnopucrtoBogHeBa 1 BUMYCK Cepii); BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnaay (BKMoYaym
M, Boga ans deppiHr KOHTaKTHi gaHi) Ta/abo 3miHM y po3milLleHHi MacTep-danna
iH'ekuin) no 5 mny IHTepHewHn CeHTep cucTemu chapMakoHarnsaay) - 3MiHa KOHTakTHOi ocobun
KapTOHHIN ynakoBLi CA, Wenyapis YNOBHOBaXKeHOi 0cobM 3asiBHYKA, BiANOBIAANbHOI 3a 3iNCHEHHS
(BipnoBiganbHun 3a dapmakoHarnagy B Ykpaini: [lirova pegakuia: 3anyyk CeitnaHa
BTOPUHHE MwukonaiBHa. MNponoHoBaHa peaakuis: Kyuma Bonoanmnp
nakyBaHHs1) OnekcaHapoBuy. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobu
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBiAaNbHOI 3@ 30iNCHEHHS
dapmakoHarnagy B YKpaiHi
72. | MMIUEPUH pianHa 85 % no 25r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - 6e3 UA/7463/01/01
abono50ry dapmaueB dapmaueBTUYHa 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernma
dnakoHax; no 25ry TUYHa dabpuka "Biona" 3MiHK) - 3aMiHa po3ainy «IpadiuyHe opOpMNEHHST ynakoBKu» Ha
dnakoHi; no 1 abpuka po3ain «MapkyBaHHa» B MKA 13: 3anponoHoBaHo: MapKyBaHHS
nakoHy B navui 3 "Biona" 3rigHo 3aTBepaXKeHOro TeKCTy MapkyBaHHS OHOBMEHHSI TEKCTY
KapTOHY MapKyBaHHS yNakoBKW fikapcbKoro 3acoly i3 3a3Ha4YeHHsAM
MiXXHapOAHUX NO3Ha4YeHb OAMHULE BUMIpIOBaHHS. BBeaeHHs
3MiH NPOTArom 6-TU MicALIB NicNsa 3aTBepAXeHHS
73. | TNILEPUHOBI cynosuTopii no 0,88 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 6e3 UA/14366/01/01
CYNO3UTOPII r; no 5 cynosutopiis "®APMEK reyn" 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
y cTpuni; no 1 abo creymn" 3MiHW) - BBEAEHHS [0AAaTKOBOrO TEKCTY MapKyBaHHSA BTOPUHHOI
no 2 CTpunu B nauui yrnakoBK1 A0AaTKOBO A0 3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
BBeaeHHs 3MiH NpoTsiroM 6-Tn MicsaUiB Nicnsa 3aTBepXKEeHHS
74. | TNILEPUHOBI cynosuTopii no 2,63 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 6e3 UA/14366/01/02
CYNO3UTOPII r; no 5 cynosutopiis "®APMEK reyn" 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peuenma
y cTpuni; no 1 abo creyn" 3MiHW) - BBEAEHHS [0AAaTKOBOrO TEKCTY MapKyBaHHsS! BTOPUHHOI
no 2 CTpunu B nauui ynakoBK1 A0AaTKOBO A0 3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
BBeaeHHs 3MiH NpoTsiroM 6-Tn MicsaUiB Nicnsa 3aTBepXKEHHS
75. | rNIUNH- TabneTtku Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHnX matepianis: 3MiHu | Tuny - 6e3 UA/15153/01/01
3A0POB’A cybniHrBanbHi no BO 3 obmexeHoto OHOBIEHHS TEKCTY MapKyBaHHs YaKoBKM Nikapcbkoro 3acoby 3 | peuenma
100 mrno 10 obmexeHo BiQNOBiAaNbHICTIO BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA OanHULb
Tabnetok y bnicTepi; 10 "®apmaueBTuyHa BMMIiptoBaHHSA y cuctemi Sl. BHeceHHst 3MiH o po3ainy
no 5 GnictepiB y Bignosiga KomMnaHis "3gopos'a” “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
KOpoO6Li 3 KapTOHY; NbHiCTIO BignosigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHS BBegeHHs
no 30 Tabnetok y "®apmaue 3MiH NPOTArom 6-Tu MicAUIB NicNsa 3aTBepAXEHHS
Gnictepi; no 1 BTUYHA
Gnictepy y kopobui 3 | KomnaHis
KapTOHY "3popos'a”
76. | TMIOKO3A- PO34MH ANs iHdY3iN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14001/01/01
OAPHULUA 50 mr/mn no 200 mn "®apmaue "®apmaueBTuyHa 3MiHM 3 siKkocTi. FoTOBMIA Nikapcbkuit 3aci6. KoHTpornb rotoBoro peyernmom
abo no 400 mn y BTUYHA ipma "OapHuus" nikapcbkoro 3acoby. 3miHa napameTpis cneuundikauin Ta/abo
dnakoHax dipma [0NYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHuM) -
"NapHnus" BHECEHHS 3MiH Ao Cneuundikauii I'M13 Ha TepmiH npuaaTHoOCTI 3a

nokasHukom "pH", 3okpema: 3miHa KpuTepiiB NPUAHATHOCTI 3 "4,0
0o 6,5" Ha "3,5 go 6,5". BBegeHHs 3MiH npoTsirom 6-Tu micauis
nicns 3aTBepaXXeHHs; 3MiHu | Tuny - 3MiHM 3 sAKocTi. FoToBUN
nikapcbkun 3aci6. 3MiHy y BUpobHULTBI. 3MiHK y npoueci
BMPOOHMLITBA rOTOBOrO flikapCcbKkoro 3acoby, BKMo4a4m
NPOMDKXHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby (He3HavHa 3miHa y npoueci
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BMPOBHMLITBA) - BHECEHHSA HE3HAYHMX 3MiH, peAakuiiHnX
NpaBoK, YTOYHEHHb 0 CXEMU Ta OMMCY TEXHOMONYHOro NpoLecy
Ao posgainy 3.2.P.3.3. Onuc BupobHNYOro npouecy Ta KOHTPOIo

npoLiecy, 30Kkpema: - KOHTPONb Hepo3dacoBaHOi NPoayKLil 3i
Cragii 5. KoHTponb repMeTuUyYHOCTI i BIACYTHOCTI MeXaHi4yHmX
BKIMIOYEHb NPOMNOHYETbCA NpoBoanTY Ha CTaaii 4. CTepunisauis
dnakoHiB: onepauis 4.2; - KOHTPOIb 3a NokasHukom "O6'em, Lo
BuTAryetbca" 3i Ctagii 2 PopMyBaHHS, HaNOBHEHHS,
repMeTu3auis donakoHiB MPONoHYyeTbCA NpoBoANTU Ha CTagii 3
KoHTponb dnakoHiB i npvBapka koBnadykis; - Ha Ctagii 6
MapkyBaHHs1, ynakoBka, BiiBaHTaKEHHS FOTOBOro NPOAYKTY
yNakoBKu (braKoHIB B rPyMoBY YNaKoBKy 3a3Ha4yeHHs nuiue
aBTOMaTUYHMM CrnocoboM; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
"oToBwMiA nikapcbkuii 3acib. KoHTponb rotoBoro nikapcbKoro
3acoby. 3miHa napameTpiB cneumdikauin Ta/abo LonycTUMmMX
MeX roToBOro nikapcbkoro 3acoby (iHLwi 3miHn). BBegeHHs 3MiH
NpoTAroM 6-Tn MicsAUiB Nicnsa 3aTBEPAXEHHS; CYNyTHS 3MiHa -
3MiHu 3 sikocTi. ToToBMIA Nikapcbkui 3acib. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHsS FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToaax BUnNpobyBaHb
(BkntoYatoum 3amiHy abo JONOBHEHHST))

BHECEHHS 3MiH Ao Cneuundikauii/MeTtognis BunpobysaHHs 113 3a
napameTpoMm "MexaHiyHi BKroYeHHs", 30Kpema: 3a3HavyeHo
KOHTPOJb 3a NoKasHMKOM "Buanmi yacTuHkn". BBeaeHHs 3MiH
NPOTAroM 6-TW MicALIB NiCNa 3aTBEPOXKEHHSA

77.

FPABAIH

necapii no 500 wr,
no 5 necapiiB y
CTpuni; No 2 cTpunu
y Nayui 3 KapToHy

CninbHe
YKpaiHCbK
0_
icnaHcbke
nignpuemc
TBO
"CMEPKO
YKPAIHA"

YkpaiHa

CninbHe ykpaiHCbKo-
icnaHcbke
nianpuemMcTBo
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
3anpornoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
YTBEPXKOAEHHBIM TEKCTOM MapKUPOBKM Ta OHOBIIEHHS TEKCTY
MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSM
iHpopmaLii LWoAo 3a3HaYEeHHST OANHULb BUMIPIOBaAHHS Yy CUCTEMI
Sl. BBeQEHHs1 3MiH NPOTArom 6-Tv MicsALiB NicNsa 3aTBepAXeEHHS

3a
peuernmom

UA/2166/01/01

78.

rPUNOMEO®

kancynu, no 10
Kancyn y 6nictepi;
no 2 6nictepu y
naJyui 3 KapToHy

MNAT
"Ximcapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MAT
"Ximcbapm3aasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS1 YNakoBKU NikapCbKoro
3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb

BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3miH o po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
BignosigHoO [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEpOXKEHHSA

6e3
peuenma

UA/6632/01/01

79.

rPUNOMEN®

kancynu, in bulk:
Ne3750 (10x3) (no
10 kancyn y
6nictepi; no 375
6nictepis y kopobui
3 KapTOHY)

MNAT
"Ximcapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MAT
"Ximcapm3aasop,
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM Wwopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHui
3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
3acoby 3 BHECEHHsIM iHdopMaLii Wo[o 3a3HavyeHHs OgMHULb
BMMIpIOBaHHS y CUCTEMI Sl. - OHOBMEHHS TEKCTY MapKyBaHHS,
BBEAEHHS HanucaHHs ognHuub Sl naTnHeueto (4O4ATKOBO A0
KMpWUnu1Li) y TeKCTi MapKyBaHHs1; 3anponoHoBaHo: MapkyBaHHs.
BignoBigHo [0 3aTBEpAXEHOro TEeKCTy MapKyBaHHs. BBeaeHHs

3MiH NpOTSIroM 6-TW MicALIB Nicns 3aTBEpAXEHHS

UA/13752/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
80. | T'YBKA cyxa pe4yoBuHa no TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 4O peecTpaLliHux Martepianis: 3miHu | Tuny - 3a UA/5711/01/01
FEMOCTATUM 0,8, 1 nnswka abo "BIO®AP MNA3MA", YkpaiHa 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnagy. peuernmom
HA® bnakoH B nayui 3 MA (BUPOBHMLTBO BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
KapTOHY MNA3MA" nepeBuHHe Ta dhapmakoHarnagy (BBeAeHHs ysaranbHeHWX AaHuX Npo cucTemy
BTOPUHHE bapmakoHarnsiay, amiHa ynoBHoBa)eHoi ocobu, BignosigansHoi
nakyBaHHS1, BUNYCK 3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
cepii; BTOPUHHE bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
nakyBaHHS1, BUNYCK YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
cepin) BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroYaym
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-daiina
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXKeHoi ocobu
3asBHVIKa, BiANOBiAanbHOI 3a 3AilCHeHHs hapmakoHarnsay:
Litova pepakuia — Qurac JiaHa OnekcaHgpiBHa. MNponoHoBaHa
pepakuis — LLlepbak MapuHa OnekciiBHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0cobM 3asBHUKA, BiANoBigansHoi 3a
3[iMCHEHHs dapmakoHarnsgy
81. | AAHABIP TabneTku, BKpUTI FETEPO IHais letepo J1a63 IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/17519/01/01
NNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnagy. peuernmom
obornoHkoto, no 400 NIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPO cUCTeMy
mr, Ne 60 y (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHMX MPO CUCTEMY
KOHTEnHepi; no 1 hapmakoHarnsigy, aMmiHa ynoBHoBa)eHoi ocobu, BignosigansHoi
KOHTENHepy y 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOI ocobu 3
KopoobLi hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BigMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnaay (BKnoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3milLeHHi macTep-daiina
cucTemu hapMakoHarnsagy) - 3MiHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANoBiAanbHOI 3a 30iMCHEHHS hapMmakoHarnaay B YKpaiHi.
[itova pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enaaxia Animosud. 3miHa
KOHTaKTHUX [JaHUX KOHTaKTHOI ocobu 3asiBHMKa, BianoBigansHoi
3a 3[iMCHeHHA dhapmakoHarnsay B YKpaiHi
82. | AAHABIP TabneTku, BKpUTI FETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17519/01/02
NNiBKOBOIO JIAB3 JlimiTeq 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay. peuernmom
obonoHkoto, no 600 TIMITER BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
mr Ne 60 y hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo CUCTEMY
KOHTENHepi; no 1 hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu, BianosigansHoi
KOHTENHepy y 3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOI ocobu 3
KopobLi hapmakoHarnsay 3asBHVKa AN 34iMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHu y po3mileHHi macTep-daiina
cuctemu hapmakoHarnsgy) - 3amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiANOBiAanNbHOI 3a 34iCHeHHA dpbapmakoHarnsgy B YKpaiHi.
Litova pepakuia — JobpoBonbcbka Hatanis OnekciisHa.
[MponoHoBaHa pepakuis — Hypies EngaHia Animosuy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOuM 3asiBHUKA, BignoBiganbHOI
3a 34ifcHeHHs pbapMakoHarnagy B YkpaiHi
83. | AEKCAITTIH® PO34MH ANs iH’eKUin, MeHapiHi ITokcemby A. MeHapiHi ITanis BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/3764/01/01
IH'EKT 50 mMr/2 mni; no 2 mn IHTepHeLw pr MaHydakTypiHr 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
B amnyni; no 1, abo oHan JloricTikc eHg 3MiHM) - BHECEHHS 3MiH A0 po3giny “MapkyBaHHs” MKA N13”:
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
5, abo 10 amnyn y Onepeii Cepsicec C.p.J1,, 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEpPAXKEHOro TEKCTY
KapTOHHI Kopobui OHC ITanis (BupobHMUTBO MapKyBaHHS. 3MiH/ BHECEHO Y TEKCT MapKyBaHHS NiKapCbKOro
Iokcemby in bulk, nepeuHHe Ta 3acoby. BBegeHHs 3MiH NnpoTarom 6-Tu Micauis nicns
pr C.A. BTOPWHHE 3aTBEPAKEHHS
naKkyBaHHS,
KOHTPOIb Ta BUMYCK
cepint); Anbdpacirma
C.n.A,, Itanis
(BMPOBHMLTBO in
bulk, nepeuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPOIb Ta BUMYCK
cepiv)
84. | AEMONEHEM® | nopoluok ans Abpun IHais OEMO C.A. peuis BHECEHHS 3MiH 0 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/14759/01/01
po3UMHY ANs iH'ekuin | dopmynen dapmacstoTikan BHECEHHS 3MiH Ao po3giny “MapkyBaHHa” MKA J13: peuernmom
no 1000 mr no 1 WH3 MMBT. IHgacTpi 3anponoHoBaHo: MAPKUPOBKA. CornacHo yTBepXaeHHOMY
drnakoHy 3 Nra. TEKCTY MapkupoBku. OHOBIMEHHS1 TEKCTY MapKyBaHHS YNaKoBKu
NOPOLLKOM Y nikapcbkoro 3acoby 3 BHECEHHsIM iHdopMaLlii LLoAo 3a3Ha4YeHHs
KapTOHHIN ynakosLi OOMHMUb BUMipIOBaHHSA y cuctemi Sl
85. | AEMOMNEHEM® | nopoLuok ans Abpun IHais OEMO C.A. Ipeuia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14759/01/02
po3UMHY ANs iH'ekuin | dopmynen dapmacstoTikan BHECEeHHS 3MiH Ao po3giny “MapkyBaHHa” MKA J13: peuernmom
no 500 mr no 1 WH3 MBT. IHaacTpi 3anponoHoBaHo: MAPKUPOBKA. CornacHo yTBepaeHHOMY
rnakoHy 3 Nra. TEKCTYy MapkupoBkn. OHOBMNEHHS TEKCTY MapKyBaHHS yNakoBKM
NOPOLLUKOM Y nikapcbkoro 3acoby 3 BHeceHHsIM iHdhopMaLlii LLoao 3a3HavyeHHs
KapTOHHIN ynakoBLi OOMHMUb BUMipIoBaHHA y cuctemi Sl
86. | AENO- cycneHsis ans NOANSEP CWA Mdpansep Benebris BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/11244/01/01
NMPOBEPA® iH’ekuin, 150 mr/mn; IHK. MeHoek1ypuHr aaMiHIiCTpaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOI AinbHUL peuernmom
no 1 mn cycneHsii y Benbrisa HB (Bkntoyaroum ainbHuui anst A®I, npomixxHoro npodykTy abo

cnakoHi abo
3anoBHEHOMY
wnpwuui, no 1
dnakoHy abo 1
LINPULY B KAPTOHHIN
KopobLi

roTOBOro Nikapcbkoro 3acoby, AinbHUL AN NpoBeAeHHst
nakyBaHHs, BUpOOHMKa, BiANoBiganbHOro 3a BUNyck cepin, micue
NpoBeAEHHS1 KOHTPOIto cepii) abo nocTavanbHMKa BUXIAHOrO
matepiany, peareHTy abo [OMOMiXXHOI PEYOBUHM (SKLLO
3a3Ha4yeHo Y A0CbE) - BUNYYEHHS OAHOrO i3 3aTBEPAXKEHNX
BMPOBHUKIB [1it040i PEYOBUHM MEAPOKCUNPOrecTEPOHy aleTaTy
Valdepharm, France, BianoBiganbHoOro 3a BUpOGHNYE OYMLLIEHHS
Kpok 5 npouecy b, nakyBaHHsi, cTepunisauito, KOHTPOnb Npu
BUMYCKY; 3MiHW | Tuny - AOMiHiCTpaTMBHI 3MiHK. 3MiHa
HallMeHyBaHHs1 Ta/abo agpecu Micusi NPOBadKEHHS AisiNbHOCTI
BMPOGHMKa (BKMOYa4m, 3a HeobxiaHOCTI, Micue NpoBeAeHHs!
KOHTponto sikocTi), abo BnacHuka mactep-caiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro matepiany/peareHTy/npoMixKHOro
NpoAYyKTY, L0 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (AKLWO
3a3HayvYeHo Y 4OCbE Ha nikapcbkui 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeicbkini hapmakonei y
3aTBEepAXEeHOMY [OCbE, abo BUPOBHMKA HOBOI AOMOMIXKHOI
PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHW Ha3BW Ta agpecu
3aTBEPAKEHOro BUPOOHUKA Ail040i peqoBUHM
MeapoKcunporecTepoHy auetaTty Sterigenics, Inc. USA,
BiANOBiAaNbLHOroO 3a CTepuni3aLito akTUBHOI CybCcTaHUil.
Pepakuivina npaBska: yHidikauis dyHKUIN 3aTBepAXeHOoro
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BMPOBHMKa Ail040i pe4OBMHM MEAPOKCUNPOrecTepoHy aueTary
Pharmacia and Upjohn Company LLC, USA; 3anponoHoBaHo:
®apmauis i AngxoH Komnani IJ1C (BMpOOHMLTBO, NakyBaHHS,
KOHTpOnb SiKocTi, Bunyck cepii) 7000 MopTteax Poya, Kanamasy,
Miuuran (MI) 49001, CLUA Crepigxenikc CLU., NNC
(cTepunisauis) 7775 Cays KeiHci, Binnoy6pyk, 1J1 60527 CLUA
87. | OENYNOKCA Kancynu FETEPO IHais leTepo J1a63 IHaia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17001/01/01
racTpope3ncTeHTHi NAB3 Tlimiteq 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hapMaKkoHarnaay. peuernmom
no30wmr,no7 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTEMY
kancyn y énictepi, (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX NPo CUCTeEMY
no 4 6nictepu B (hbapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KopobLi 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnsay 3asiBHuUKa AN 34iINCHeHHs bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asBHMKa,
BiANoBiAanbHOI 3a 3AiNCHeHHA papmakoHarnsgy B YKpaiHi.
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs hapmakoHarnsay B YKpaiHi
88. | AENYNOKCA Kancynu FETEPO IHais [eTepo J1a63 IHaia BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/17001/01/02
racTpope3nCTeHTHi NAB3 JlimiTeq 3MiHM Wwopno 6eanekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuernmom
no 60 mr, no 10 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHWX JaHUX NPO CUCTEMY
Kancyn y 6nictepi, hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHWX Npo cucTemy
no 3 Gnictepu B hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KopoobLi 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOi ocobu,
BiANoBiAanbHOI 3a 3aiMCHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cuctemu dhapmakoHarnsay) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hapmakoHarnagy B YKpaiHi.
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enaaxia Animosud. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asBHMKA, BianoBigansHoi
3a 34iicCHeHHs1 hapmakoHarnsagy B YkpaiHi
89. | MXKA3 MnoC TabneTku, BKpUTI Banep Al HimeuunH Bawvep Al', HimeuunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/12143/01/01
obornoHkoto, Ne 28: a HimeuunHa 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
no 24 tabnetku (nepBuHHa Ta 3MiHW) - BHECEHHS 3MiH 40 po3ainy «MapkysaHHs» MKA N3;
POXEBOro Konbopy i BTOPVHHA YNaKoBKa, 3anponoHoBaHo: 3rigHO 3aTBepaXKeHOro TekcTy MapkyBaHHs
no 4 tabnetku [03BiN Ha BUNYCK OHOBRNEHHSI TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby 3
CBITNO-OpaHXeBoro cepii); baviep BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsA OanHULb
Konbopy B GnicTepi; Bavmap MM6X i Ko. BMMiptoBaHHS y cuctemi Sl. BBegeHHs 3miH NpoTarom 6-tu
no 1 6nictepy B KI, HimeyunHa MicsUiB Nicnsi 3aTBEPOKEHHSA
KaPTOHHIN navui (BUPOBHMLTBO 3a
NMOBHUM LIMKIIOM)
90. | AUrOKCUH nopowok abo Tosapuct YkpaiHa HOBINYC EHT Monbwa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - - UA/17736/01/01
KpucTanm BO 3 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikar
(cybeTaHuis) y obmexeHo BignosigHOCTI €Bponencbkin papmakonei/MmoHorpadii. NogaHHsA
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nakeTax noaifiHuUx 10 HOBOro abo OHOBrEeHOro cepTudikara BianoBigHOCTI abo
nonieTuneHoBmx signosiga BUITyYEHHS cepTudikaTa BiANoBIAHOCTI €BPONEnCchkin
onsa NbHICTIO dapmakonei: ans A®l; ona BuxigHoro
hapmaueBTUYHOro "®apmaue mMaTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
3acTOCyBaHHs BTUYHA BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans AonoMibkHOT
KOMMaHis peyvoBUHM (cepTudikaT BiANOBIAHOCTI EBpONenchKin
"3popos's" dapmakonei) - OHoBNEHN cepTudikarT Bif yXXe 3aTBEepAXKEHOT0
BMPOBHMKa -
MoaaHHs oHoBneHoro cepTudikaTy BignoBigHOCTI €BponencbKol
dapmakonei Ne R1-CEP 2010-042-Rev 02 Big 3aTBepAXeHOro
BupobHuka A®| OurokcuHy BupobHuutea NOBILUS ENT,
MonbLa (3aTBEpAXeHUt cepTudikar BignoBigHOCTI
€sponevicbkoi papmakonei Ne R1-CEP 2010-042-Rev 01). Y
3B'I3Ky 3 BUNPaBNEHHSM NOMUIIKM y 3aTBEPAXEHIN BepCii
91. | AUKNAK® ID Tabnetku 3 CaHnpos CnoBeHis Cantotac ®apma HimeuunHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/9808/01/01
MoAaudikoBaHUM dapmacsb M6X 3MiHM 3 AAKOCTi. [0TOBMI Nikapcbkuii 3aci6. 3mMiHWM y BUpoBHULTBI. | peuenmom
BUBIfNIbHEHHAM NO 75 loTiKan3a 3MiHM y npoLieci BUpOGHMLTBA FOTOBOrO flikapcbkoro 3acoby,
mr, no 10 TabneTok o.ao. BKIHOYaAK4M NPOMIXXHUIA NPOAYKT, LLLO 3aCTOCOBYETLCS NpU
y bnictepi; no 2 abo BMPOBGHULITBI FOTOBOrO Nikapcbkoro 3acoby (He3Ha4yHa 3MiHa y
no 10 6nictepiB y npoLeci BUPOOHULTBA) - BHECEHHS HE3HAYHMX 3MiH Y MpoOLieC
KapTOHHi KopobLi BMPOBHULITBA, 30KpEMaA: BUKOPUCTAHHS rOTOBOI CYMIilLLILLIi OKCUAY
3anisa 3amicTb CyMiLli, BUrotoBneHoi BupobHukom M13. MNotosa
CYMiLLl CKMafaeTbes 3 TUX e JOMOMIXHUX PEYOBUH
(KyKYpyA3siHWIA KpOXMarb Ta OKCWA 3anisa YepBOHWI), SK i
cymiLu, o BupobrieHa 6esnocepeHbO Ha BNACHUX NMOTYXXHOCTSAX
92. | OAUKNAK® ID Tabnetku 3 CaHpo3 CnoseHis BMPOBGHMLTBO in HimeyunHa/ BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 3a UA/9808/01/02
MoaudikoBaHUM $apmacsb bulk, nakyBaHHs, Monbwa 3MiHM 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peuyernmom
BUBISIbHEHHAM NO loTikan3a BUMYCK Cepii: 3MiHM y npoueci BUpobHUL TBa rOTOBOrO MikapcbKoro 3acoby,
150 mrno 10 o.o. Cantotac ®apma BKIOYAKYM NMPOMIXKHUIA NPOJYKT, LLLO 3aCTOCOBYETLCS NpU
Tabnetok y bnicTepi; 'M6X, HimeuumHa; BMPOBHMLTBI roTOBOro fikapcbkoro 3acoby (He3HayHa 3miHa y
no 2 abo no 10 nakyBaHHS, BUNYCK npoueci BUpobHULTBA) - BHECEHHS HE3HAYHMX 3MiH Y npoLec
GnictepiB y cepii: NNek C.A,, BMPOBHULTBA, 30KpeMa: BUKOPUCTAHHS FOTOBOI CyMilLiLLi OKCUAY
KapPTOHHI kopobLi MonbLwa 3anisa 3aMicTb CyMiLLi, BUrotToBrneHoi BupobHunkom M3. NoToBa
CYMiLLl CKIMagaeTbes 3 TUX e JOMOMIKHUX PEYOBUH
(KyKypyA3siHWUIN KpoxXmarb Ta OKCuA 3arnida YepBOHUN), K i
cyMil, Lo BMpobreHa 6esnocepeaHbo Ha BNACHMX NOTY)XHOCTSAX
93. | AUKNOBEPI® PO34MH Ang iH'eKUin, BEPJIIH- HimeuunH A. MeHapiHi ITanis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/9701/01/01
N75 75 mr/3 mn no 3 mn XEMI AT a MaHydakTypiHr 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy. 3MmiHa | peyenmom

B amnyni; no 5
amnyn y KapTOHHIN
KopobLi

JoricTikc eHg
Cepsicec C.p.J1,,
ITanisi (BUpOGHMLUTBO
npenapary "in bulk",
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii); Anbdacirma
C.n.A,, ITanis (
BMPOOHULITBO
npenapary "in bulk",

Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iIHCTPYKLIT NS MeQU4YHOro 3acTocyBaHHS Ha
niacTasi perynsipHo OHOBIOBAHOrO 3BiTY 3 Ge3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCYBaHHS NiKapcbKoro
3acoby B nicnsapeecTpauinHuin nepiod, abo K peaynbTaT OUiHKK
3BiTY 3 AOCNiAXEHb, NPOBEAEHUX BigNoBIAHO A0 NNaHy
nepiatpnyHmx gocnigxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHNM OPraHoM) - 3MiHW BHECEHI A0
iHCTPYKUii AN MeQn4YHOro 3acTocyBaHHSA MikapcbKoro 3acoby y
po3ginu "OcobnueocTi 3actocyBaHHs", "MobiyHi peakuii”
BiAMNOBIAHO 4O OHOBNEHOI iHbopMaLii 3 6e3neku airo4oi
pPEeYOBMHU; 3MiHU | TMNY - 3MiHM 3 IKOCTIi. [0TOBMI NiKapcbkui
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

nepBuHHE
naKkyBaHHSA Ta
KOHTpOnb cepii)

3acib. Cuctema KoHTeliHep/3aKkynoptoBanbHui 3aci6. 3MiHa
6yab-AKOi YacTMHW MaTepiany NepBUHHOI YMaKoBKK, WO He
KOHTaKTY€E 3 rOTOBUM JlikapCbKUM 3acoboM (Hanpwuknag komip
KPULLIEYOK 3 KOHTPOMEM MePLLOro BiAKPUTTS, KOMip KOAOBUX
Kineub Ha amnynax, KOHTe/Hepa ANs ronok (pisHi Buan
nnactmacw) (3miHa, sika BNnvMBae Ha KOPOTKY XapaKTepuUCTUKY
nikapcbKoro 3acoby) - BHeceHHsi aMiH Ao p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acib, a came 3MmiHa cuctemu
BiAKPUTTS amnynu - Nepexia Big camoHaanaMHOI CUCTEMU 3
KONbOPOBUM KinbLieM, BUTpaBrieHum y Touui anamy (THE
COLOUR BREAK RING (CBR)) no camoHaanaMmHoi cuctemu,
Lo Mae eauHui 3pi3 y Touui 3namy (THE ONE POINT CUT
(OPC)), 6e3 3miHM nakyBanbHOro marepiany. 3MiH1 BHeCEHi A0
IHCTPYKUiT ANs MeanyHOro 3acTocyBaHHS fikapcbKkoro 3acoby y
po3ain "Cnocib 3acTocyBaHHs Ta 403K" LLOAO 3MiHU cUCTEMU
BiAKPUTTS amnynu; 3mMiHn | Tuny - 3miHu 3 akocTi. CepTudikat
BignosigHocTI/lE-cepTudpikat BignosigHocTi €Bponeiichbkin
hapmakonei/moHorpadii. lMogaHHA HOBOro abo oHOBNEHOro
cepTudikaTta BignosigHocTi abo BUNyYeHHs cepTudikara
BignoBiaHOCTI €Bponelicbkint hapmakonei: gns Adl; ans
BUXiQHOrO MaTepiany/peareHTy/MpoMiXKHOro NpoaykKTy, L0
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - OHoBREHNI cepTudiKaT Bif yXe 3aTBepaXeHOoro
BMPOGHMKa - OHOBMEHHA cepTudikaTa BianoBiaHOCTI
€Bponevicbkii thapmakonei ans A®l [uknodeHak HaTpito Big
yxe 3aTBepaxeHoro BupobHuka OLON S.P.A., Itanis. (Byno
[00aHo NPOMiXXHY BUPOBHMYY AiNbHULIO Ta OrnsA ynpaBniHHs
pV3VKamMmu HasiBHUX eneMeHTapHNX AOMIlIOK). 3aTBepaxeHo: R1-
CEP 2009-303-Rev 01; 3anponoHoBaHo: R1-CEP 2009-303-Rev
02; 3minu | TUny - 3MiHK Wopo 6esnekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY MapKyBaHHS
yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
3a3HavYeHHs OAMHULL BUMIpIOBaHHS y cucTemi SI. BBegeHHs
3MiH NPOTArom 6-Tu MicAUIB NicNsa 3aTBepAXeHHS

94.

OWKINO®EHAK

rens 10 mr/rno40r
y Ty6i Ne 1

MNAT
"Ximcbapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MNAT
"Ximcbapm3aasop
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiH1X Matepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
3acoby 3 BHECEHHSIM iHcbopMalLii o0 3a3HaYEHHS OQUHULb

BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3miH o po3sginy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOXKEHHSA

be3
peuenma

UA/0708/02/01

UA/7167/01/01

95.

OVKINO®EHAK-

BIONA

renb1%no40ry
Tybax; no40ry
Tybax; no 1 Ty6i B
naJyui 3 KapToHy

MpAT
dapmaueB
TUYHa
cabpuka

"Biona"

YkpaiHa

MpAT
dapmauyeBTMyHa
abpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHK 3 sKoCTi. [0TOBWMIA Nikapcbkui 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHsi FOTOBOMO

nikapcbkoro 3acoby (4ns npvBeaAeHHs y BiANoBigHicTb 3 AdY

abo €BponernicbKo hapMakoneeo Ta BUNy4eHHs NOCUMNaHHs Ha

be3
peuenma
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3acTapinuii BHYTPILLHIN MeToa BUNpobyBaHHs i oro Homep) -
BHECEHHS 3MiH Ao Cneundikauii/MeToaiB KOHTPOMIO SIKOCTI
nikapcbkoro 3acoby 3a nokasHukamu «pH», «OgHopigHICTbY,
«CynpoBigHi AoMiwkny, «KinbkicHe BUSHAYEHHS»,
«MikpobionoriyHa yicToTay, a came 3amiHa nocunate 3 AdY 1.0
Ha «aitouy pegakuito» OPY; 3amiHu | Tuny - 3miHu woao
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3MiHN) - 3MiHK
BHECEHi B TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YMaKoBK/
nikapcbKoro 3acoby Loao 3asHavyeHHs MiXkHapoAHWX NO3Ha4YeHb
oauvHWUb BUMiptoBaHHSA. 3MiHa go posginy MKA J13, a came
po3ain «[padivyHe oPopMMEeHHs» 3aMiHEHO PO3Ainom
«MapkyBaHHs» (BignosigHo [0 3aTBepAXEHOro TEKCTY
MapKyBaHHs1). BBegeHHs1 3MiH NpoTarom 6-Tu micauiB nicns
3aTBEPAKEHHS
96. | AUKNOD®EHAK- | cynosutopii TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/11697/01/01
®APMEKC pekTanbHi, 100 mr, "®APMEK reyn" 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
no 5 cynosuTtopiis y creymn" 3MiHW) - BBEAEHHS [0AAaTKOBOrO TEKCTY MapKyBaHHSA BTOPUHHOI
CTpuni; No 2 cTpUnM yNakoBKU [0AaTKOBO [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHSI.
y nayui 3 KapToHYy BBeaeHHs 3MiH NpoTaroM 6-T1 MicaUiB Nicnsa 3aTBepAXKEHHS
97. | BUKNO®EHAK- | cynosutopii TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/15335/01/01
®APMEKC pektanbHi, 100 mr, "®APMEK reyn" 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
in bulk Ne 1160 creyn" 3MiHW) - BBEAEHHS [0AAaTKOBOrO TEKCTY MapKyBaHHS BTOPUHHOI
(5x232): no 5 yNakoBKN [0OATKOBO A0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
CynosuTopiiB y BBeaeHHs 3MiH NpoTsarom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
cTpuni; no 232
cTpunie y kopobuyj; in
bulk Ne 2750
(5x550): no 5
CynosunTopiis y
cTpuni; no 550
cTpuniB y kopobui
98. | AUKNOPEHAK- | cynosuTopil TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/11697/01/01
DPAPMEKC pekTanbHi, 100 mr, "®APMEK reyn" 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
no 5 cynoauTtopiis y creymn" 3MiHW) - BHECEHHS! 3MiH 0 p. «MapKyBaHHsI»: 3anpornoHOBaHo:
CTpvni; No 2 cTpunu MapkyBaHHs1. BignosigHo 4o 3aTBEPOXXEHOro TEKCTY
y nayui 3 KapToHY MapkyBaHHs. [nsa ynakoku in bulk — TekcT MapkyBaHHs
popaeTtbes. OHOBEHHSA TEKCTY MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby 3 BHECEHHsIM iH(opMaLlii oo 3a3Ha4YeHHs!
OOMHMWUbB BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTarom
6-TV MicsLIB nicns 3aTBepaAXeHHs
99. | AUKNOPEHAK- | cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/15335/01/01
DAPMEKC pekTanbHi, 100 mr, "®APMEK reyn" 3MiHuM Wwopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHui
in bulk Ne 1160 creymn" 3MiHW) - BHECEHHS 3MiH 40 p. «MapKyBaHHS»: 3anponoOHOBaHO:

(5x232): no 5
CynosunTopiiB y
cTpvni; no 232
cTpunis y kopobuj; in
bulk Ne 2750
(5x550): no 5
CynosunTopiiB y

MapkyBaHHs. BignosigHo 4o 3aTBEpPOXKEHOro TEKCTY
MapkyBaHHs. [ns ynakosku in bulk — Tekct MapkyBaHHs
popaeTtbesl. OHOBMEHHS TEKCTY MapKyBaHHs YNaKoBKu
nikapcbkoro 3acoby 3 BHeceHHsIM iHopMmaLlii LWo[o 3a3HavyeHHs
OOMHMWUbB BUMIpIOBaHHS y cuctemi Sl. BBegeHHs 3miH npoTarom
6-TK MicsUiB Micns 3aTBEpPOXKEHHS
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cTpuni; no 550
CTpuUMNiB y kKOpobui
100., AULUMHOH PO34UH ANg iH'eKUin, CaHpos CnoBeHist Jlek CnoBeHist BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/8466/01/01
250 mr/2 mn, no 2 dapmach hbapmaLieBTM4Ha 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
Mn B amnyni; no 50 loTikan3 KOMMaHis g.4. BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
amnyn y KapTOHHIl a.a. hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
KopobLi hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34iNCHeHHs hapMakoHarnsay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXKeHoi ocobm
3asiBHMKA, BiANOBiAaNbHOI 3a hapmMakoHarnsia:
Litoya pepakuis: CebacTbaH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
[>xoH Jlesic, 6akanaBp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa KOHTaKTHOI 0co6U 3asiBHMKA, BiANoBiganbHOI 3a
3AiicHeHHs dhapMakoHarnagy B YkpaiHi. [litova pegakuis:
BauweHko Biktopis CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis: Opnos B’ayecnas BiktopoBuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMUX JaHWUX YNOBHOBaXXEHOI
ocobwu, BianoBiAanbHOI 3a 34ilicHeHHs hapmakoHarnsgy. 3MiHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 34iicHeHHs1 hapMakoHarnagy B YkpaiHi. 3miHa micus
3AiNCHEHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
HOMepY Ta MicLe3HaxoaXXeHHa macTep-canna
101.| AIAKAPB Tabnetkv no 250 mr; | ®apmaues MonbLwa MepaHa ®apma Monbwa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/1252/01/01
no 10 Tabnertok y TUYHUIA AKLioHepHe 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikar peuernmom
Gnictepi; no 3 3aBog ToBapucTso, BignosigHOCTI €Bponelicbkint hapmakonei/MoHorpadii. MogaHHs
Gnictepn y "TMOJNIb®A Monbwa (nepsuHHe, HOBOro abo OHOBMeHoro cepTudikara BiANoBigHOCTI abo
KapTOHHI kopobLi PMA" C.A. BTOPUHHE BUIYyYEeHHS cepTudikata BianoBiAHOCTI €BponencobKin
nakyBaHHs, dapmakonei: ans A®l; ona BuxigHoro
KOHTPOSb SKOCTi Ta matepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
BUNYCK cepii); BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; AN fONOMiKHOT
dapmaueBTU4HUI peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchbkin
3asog dapmakonei) - OHOBNEHWI cepTudikaT Bif y)Ke 3aTBEepAXEeHOro
"Monbdapma" C.A., BMPOGHMKa -
Monblua OHOBINEHHS cepTudikaTy BiANOBIAHOCTI €BpPONENnCchKin
(BMPOBHMLTBO dpapmakonei Ne R1-CEP 2010-371-Rev 01 ans gito4oi pe4oBmHN
rotToBOro auertasonamigy Bif BXe 3aTBEPAXEHOro BUPobHMKa
nikapcbkoro 3acoby, Pharmaceutical Works Polpharma S.A.
nepBuUHHE, BTOPUHHE
nakyBaHHS1,
KOHTPOJIb SKOCTI Ta
BUMYCK cepii)
102.| BIAKOPOUH® Tabnetkn no 60 wmr, TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/5731/01/01
60 Ne 50 (10x5), no 10 "CaHodi- Pecny6bnika 3MiHuM Wwopno 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
TabneTok y 6nicTepi; ABeHTIC 3MiHM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKW
no 5 6nictepis y YkpaiHa" nikapcbkoro 3acoby Wwoa0 3a3HavyeHHs MDKHapOAHUX MO3Ha4YeHb

KapTOHHIN Kopobui

0OVHWUb BUMipoBaHHs. BHeceHHs 3mMiH go posginy
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

«MapkyBaHHsA» MKA J13. 3anponoHosaHo: MAPKYBAHHA.
BignosiaHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH: NPOTAromM 6 MicsLiB NiCrA 3aTBepAKEHHS

103.

AOUAKCA®

kancynu no 200 mr
no 10 kancyn y
6nictepi; no 1, 2 abo
3 Bnictepu B
KapTOHHI KopobLi

KPKA,
n.a., Hoeo
MecTo

CnoBeHist

NOBHWI LINKN
BMPOOHULTBA;
KOHTpOIb cepil:
KPKA, o.a., Hoeo
MecTo

CnoBeHist

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny -
3MiHM 3 9KOCTi. [0TOBUIA NikapcbKuiA 3aci6. 3MiHN y BUPOBHULTBI.
3MiHM y npoueci BUpobHMLTBa rOTOBOro MikapcbKoro 3acoby,
BKI0HAK0YY NMPOMIDKHWUIA NPOJYKT, LLLO 3aCTOCOBYETLCS NPU
BMPOBHMLITBI rOTOBOrO flikapcbkoro 3acoby (iHLui 3mMiHu) -
BHECEHHS 3MiH 40 BUPOOHMYOro npoLecy, 3oKpema: 3miHa yMoB
36epiraHHs NpoMmixkHOI Npoaykuii. MponoHoBaHa pepakuis
TepMmiHn Ta ymoBu 36epiraHHs: - [paHynaT (nepeq
NpUroTyBaHHAM Kancymno4yoi cyMmilti): 1 Mmicsub B 3akpuTomMy
KOHTelHepi 3 HepXaBitoyoi cTani npu Temnepatypi < 25° C Ta
BiHOCHII BororocTi < 60%; - Kancyniotoua cymiw (nepen
npoLEecoM KancynoBaHHS): 1 Micslb B 3aKpUTOMY KOHTENHepi 3
HepxaBitoyoi cTani npu Temneparypi < 25° C Ta BigHOCHIN
BonorocTi < 60%,; - Kancynu, TBepai (nepen nakyBaHHSM y
nepBUHHY GnicTepHy ynakoBKy): 6 MicsiLli B 3aKpUTOMy
KOHTeNHepi 3 HepxaBitoyoi cTani abo B NoABiHNX NakeTax npu
Temnepatypi < 25° C Ta BigHOCcHI BonorocTi < 60%. BeeaeHHs
3MiH NPOTArom 6-TW MicALIB NicNsa 3aTBepAXeHHs

3a
peuernmom

UA/14780/01/02

104.

OINAKCA®

kancynu no 100 mr
no 10 kancyn y
Gnictepi; no 1, 2 abo
3 6nictepu B
KapTOHHI kopobLi

KPKA,
n.o., Hoso
MecTO

CnoBeHist

NOBHUI LINKN
BMPOBGHULTBA;
KOHTPOIb Cepii:
KPKA, a.4., Hoso
MecTO

CnoBeHist

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM 3 sIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHn y npoueci BUpobHUL TBa rOTOBOrO NikapcbKoro 3acoby,
BKIOHAK0YM NMPOMIXHUIA NPOJYKT, LLLO 3aCTOCOBYETLCS NpU
BMPOBHMLTBI roTOBOro fikapcbkoro 3acoby (iHLi 3miHu) -
BHECEHHS 3MiH 40 BUPOGHMYOro npoLecy, 3okpema: 3miHa yMoB
36epiraHHa NpoMmixxHOI Npoaykuii. MponoHoBaHa pefakLuis
TepMmiHu Ta ymoBM 36epiraHHs: - [paHynaT (nepeq
NpUroTyBaHHSAM Kancymno4oi cymildi): 1 Micaub B 3akpuToMy
KOHTEeNHepi 3 HepxaBitoyoi cTani npu Temnepatypi < 25° C Ta
BiAHOCHII BonorocTi £ 60%; - Kancyntotoua cymiw (nepeq
NpoLEecoM KancynoBaHHs): 1 Micsilb B 3aKpUTOMY KOHTEWHEpI 3
Hep>kasito4oi cTani npu Temnepatypi < 25° C Ta BiAHOCHIN
BonorocTi < 60%,; - Kancynu, TBepai (nepen nakyBaHHsM y
nepBUHHY GnicTepHy ynakoBKy): 6 MicsiLli B 3aKpUTOMy
KOHTeNHepi 3 HepxkaBitoyoi cTani abo B NOABIMHMX NakeTax npu
Temnepatypi £ 25° C Ta BigHocHin BonorocTi < 60%. BeeaeHHs
3MiH NpOTAroM 6-Ty MicaUiB Nicnsa 3aTBEPAXKEHHSA

3a
peuernmom

UA/14780/01/01

105.

OOKTOP
MOM®

cupon, no 100 mn y
nnswui 3i ckna; no 1
NNSAWLi B KAPTOHHIN
kopo6ui; no 100 mn
abono 150 mn y
nnawui 3
nonietunexy; no 1
nNNsAWLi pasom 3
MipHOI CKINSHKOK B
KapTOHHIN Kopobui

TOB
"[1>KOHCOH
i I>KOHCOH
Ykpaina"

YkpaiHa

HOHik
dapmacbioTuKan
JlabopaTopis
(BipaineHHs dipmu
Ox. B. Kemikan3a eHpg,
dapmacbioTvkana
nTa)

IHais

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta hapmakoHarnsay.
BeeneHHst abo 3MiHW o y3ararnbHeHUX faHuX NPo CUCTEMY
hapMmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHUX NPo CUCTEMY
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
3a 34ifCHeHHs hbapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asBHuUKa ANs 34iNCHeHHs bapMakoHarnsagy B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMo4aymn
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi MacTep-danna
cucteMmu hapmakoHarnsgy) - 3miHa ynoBHoBaXKeHoi 0cobum
3asiBHMKa, BignoBiganbHoI 3a dpapmakoHarnsg.

be3
peuenma

UA/2408/02/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Mitova pepakuis: Mapia Cnit / Maria Spyt. NponoHoBaHa
pepakuis: ApHaytosa HOnisi JleoHigiBHa. 3MiHa KOHTAKTHUX
OaHnX yrnoBHOBaXKeHoi ocobu, BignosiganbHoi 3a
papmakoHarnsg. 3miHa micusa 34iMCHEHHS OCHOBHOI AisiNbHOCTI
3 hapmakoHarnagy. 3miHa MicLe3Haxo4XeHHs macTep-darnina
106.| AonriT® PO3YMH HaLLKIPHUIA Op. Tancc | HimevunH p. Tancc HimeuyunHa BHECEHHS 3MiH 4O peecTpaLitHux Martepianis: 3miHu | Tuny - 100 mn — UA/10820/01/01
FPCbKA no 100 mn abo 250 Hatypsap a HartypapeH M'M6X BHECEeHHs 3MiH Ao po3ainy MKA: MapkysaHHsA. HoBa pefakuis. 6e3
COCHA mn abo 500 mn abo eH 'mbX MapkyBaHHs. BignosigHo [0 3aTBepAXeHOro TEKCTY peuenma;
1000 mny MapKyBaHHS. 3MiHV BHECEHi B TEKCT MapKyBaHHs nepBuHHOI Ta  [250 mr1, 500
nomnieTuneHoBmx BTOPWHHOI YNakoBKM fikapcbKoro 3acoby Loao 3asHavyeHHs mn, 1000
nnswkax B MiXXHapOAHUX NO3Ha4YeHb OAVHULE BUMIPOBaHHS. BBeaeHHs M- 3a
KapPTOHHIN kopobui 3MiH NPOTArom 6-TW MicsLIB NicNga 3aTBepAXeHHs peyenmom
107.| AONIIT® KPEM | kpem, 50 mr/r no 20 Honoprit HimeyunH BAB IHCTUTYT HimeyunHa BHECEHHS 3MiH 0 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/4117/01/01
rabo50r, abo 100r | MmbXi Ko. a ririeHn Ta OHOBJIEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI peuernma
y Ty6i, no 1 Ty6i B KIr 3abe3neyeHHs yNaKoBKW fikapcbKoro 3acoby i3 3a3HaYeHHAM MiXXHapOAHMX
KapTOHHI kopobLi akocTi F'm6X, nosHa4yeHb OAMHULL BUMiptOBaHHSA. BHeceHHs 3MiH o po3ainy
HimeyunHa “MapkyBaHHs” MKA J13” 3anponoHoBaHo: MapkyBaHHS.

(koHTpoOnb cepii
(mikpobionoriyHi
BUNPOGYBaHHS);
'BA ®apma 'mbX,
HimeuwunHa
(koHTpoOnb cepii);

Honoprit T'M6X i Ko.

K, HimewyuunHa
(BMPOBHMLTBO
Hepo3dacoBaHoi

npoaykuii, nepeuHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTPOIb cepii,
Bunyck cepii); Ap.
Tavicc HatypsapeH
M6X, HimewunHa
(BMPOBHMLTBO
Hepo3dacoBaHoi

npoaykuii, nepeuHHe

Ta BTOPUHHE
nakysaHHs); Op.
Tavicc HatypsapeH
6X, HimeuyunHa
(nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOIb cepii);
Mikpobionori
Kpemep MM6X,
HimevunHa
(koHTpOMb cepii
(mikpobionorivHi

BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
3MiH NPOTArom 6-TW MicALUIB NicNsa 3aTBepAXeHHS
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Ne Hasea 3asieHuK
n/ JNiKapcbK020

n 3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

KpaiHa
3asieHuUKa

Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu

eupobHuUKa sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BMNPOOYBaHHS)

108.| AOHOPMIN TabneTku wunyyi no YMNCA ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH 40 peecTpaLiHux Martepianis: 3mibu |l Tuny - Ne 10 — 6e3 UA/7213/01/01

15 mr; no 10
Tabnetok y Tybi; no
1 abo 2 Ty6u B
KapTOHHI KopobLi

CAC

3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta bapmakoHarnsaay. 3mMiHn
Y KOPOTKi/i XapaKTepucTumLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii ANs MeQUYHOro 3acTocyBaHHS y
3B'A13KY i3 HOBUMMW AaHUMK 3 SIKOCTi, JOKMiHIYHUMM, KIiHIYHUMK
[aHUMK Ta JaHuMu 3 papmakoHarnsgy - 3MiHM BHECeHOo 0
IHCTPYKUIii ANS MeguYHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao
posainis "lMoka3aHHsA" (pegaroBaHo hopmyrnoBaHHS
Ho3050oriYHOI hopmMu NokasaHb), "MpoTunokasaHHs", "Baaemogis
3 iHWKUMK nikapcbkumu 3acobamu Ta iHLWi Buan B3aemopin”,
"OcobnumBocTi 3acTocyBaHHS", "34aTHICTL BNNMBaTH Ha
LBMAKICTb peakuii Npu kepyBaHHi aBToTpaHcnopToM abo iHW1MK
mexaHisamamu", "MNepenosysaHHs", "MobiuHi peakuii”, Ta, sk
Hacnifok, A0 TEKCTY MapKyBaHHS yNakoBKM fikapcbKoro 3acoby
(BBeaeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicnsi 3aTBEpAXKEHHS);
3MiHu | TMny - 3MiHK Wopo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) - BHeceHHs 3miH Ao po3giny
“MapkyBaHHs” MKA J13”. OHOBMEHHSI TEKCTY MapKyBaHHS
yMaKkoBKU fikapcbkoro 3acoby 3 BHeCeHHsIM iHdopMaLlii woao
3a3Ha4yeHHs oAuHMLb BUMiptoBaHHS Y cuctemi S| (BBeaeHHs
3MiH MPOTArom 6-T1 MicsALiB Micns 3aTBepAXEHHS)

peuenma;
Ne 20 — 3a
peuenmom

109.

AONErT®

Tabnetku no 250 wr,
no 50 TabneTtok y
cnakoHi, no 1
cnakoHy B
KapTOHHI kopobLi

3AT
dapmaues
TUYHUI
3aBoj
ErIC

YropwmHa

3AT

dapmaueBTU4HUI

3aBop ElIC

YropwmHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny -
3MiHM wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHst abo 3miHM 4o y3aranbHeHUX faHux Npo CUCTeMy
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXeHOoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOi ocobu,
BiANoBiAanbHOI 3a 3aiMCHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHu y po3milLeHHi macTep-daiina
cucTeMn chapMakoHarnsiay) - 3MiHa KOHTaKkTHoT ocobu
yNoBHOBaXeHOi ocobu 3asiBHMKa, BiANOBiganbHoI 3a
hapmakoHarnsg B Ykpaii. [litova penakuisi: PegopyeHko OneHa
€sreHiBHa. [MponoHoBaHa peaakuia: €dimkiH AHapin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
ocobu 3asiBHMKA, BignosiganbHoi 3a papmakoHarnsg B YkpaiHi

3a
peuernmom

UA/9455/01/01

110.

OOLIETAKCEN
AKKOPO

KOHLieHTpaT Ans
PO34nHY Ans
iHdysin, 20 mr/mn no
1 mn (20 mr) abo 4
mn (80 mr) abo 8 mn

Akkopa
Xenckea
NimiTen

Benuka
BpuTaHia

Akkopa Xenckea
NimiTen, Benvka
BpuTtanisa (Bunyck
cepii; BTOPUHHE

nakyBaHHs1);

Benuka
BputaHisa/
YropwmHa/
IHgis/
MonbLua/
ManbTa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekun/edekTnBHOCTI Ta chapmakoHarnagy. 3miHu
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS! Ta iHCTPYKLIT AN MegUYHOro 3acToCyBaHHs
reHepu4Hux/ribpmgHux/6ionoaibHmx nikapcbkmnx 3acobis nicns

3a
peuenmom

UA/17408/01/01

(160 mr) y
cnakoHax, no 1
dnakoHy B
KaPTOHHIN navui

BeccniHr XaHrepi
Kdt., YropwuHa
(KOHTPOMb AKOCTI
cepii); IHTac
dapmacbtoTikanc
Nimiten, IHAis
(BUpOBHULTBO,

BHECEHHS TiEl camoi 3MiHN Ha pedepeHTHUI Npenapar (3MiHa He
notpebye HagaHHs XXOAHUX HOBMX A04ATKOBUX AAHUX) - 3MiHW
BHECEHi 40 iHCTPYKUii AN MeQnYHOro 3acToCyBaHHS MikapCbKoro
3acoby y posginu: "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs
y nepiog BariTHocTi abo rogyBaHHs rpyaarw”, "3aaTHicTb
BNAMBATK Ha LWIBUAKICTb peakuii Npu kepyBaHHi
aBTOTpPaHCNopToM abo iHWuMKn mexaHiamamu", "Cnocib




34 IIponoxenHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTPOIb AKOCTI, 3acTocyBaHHsl Ta fo3un", "lNobivHi peakuii" BignosigHo Ao
nepBuHHE Ta iHcbopmaLii WoAo0 MeANYHOro 3acTocyBaHHs ped)epeHTHOro
BTOPVHHE nikapcbkoro 3acoby (TakcoTep, KOHLeHTpaT AN NPUroTyBaHHSA
nakyBaHHS); po3unHy Ans iHdysin no 20 mr/mn). BBeaeHHs 3amiH npoTtarom 3-
CuHonTus X MiCALiB NicNs 3aTBEPOXEHHSA
IHpacTpian Cn.3
0.0., MNonbwa
(BTOPUHHE
nakyBaHHS);
dapmagokc
Xenckea J14.,
ManbTa (KOHTponb
SIKOCTI cepii)
111 EQUUUNH® niodpinisat ana CaHnpos CnoBeHis Jlek CnoBeHis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/6381/01/01
pPO34MHY Ans dapmach dapmaueBTUYHa 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnaay. peuenmom
iHy3inno 0,5, 1 loTikan3 KOMMaHis g.4a. BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO CUCTeEMY
bnakoH y KapTOHHIN a.a. (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
KopoobLi hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsiay 3asiBHuKa s 34iMCHeHHs: dhapmakoHarnsay B
YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 34iicHeHHs hapMakoHarnsay (BKYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsgy) - 3MiHa ynoBHoBaXKeHoi ocobu
3as8BHUWKa, BigNoBiganbHoI 3a hapmakoHarnsa:
[itoya pepakuis: CebactbaH XOpH, JOKTOP MEAUYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pegakuis: [asig
IxoH Jesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTakTHOI ocobu 3asiBHMKa, BiANOBiAanbHOI 3a
34iMcHeHHs hapMakoHarnagy B YkpaiHi. [litova pegakuis:
BawyeHnko Bikropia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa peaakuia: Opnos B’suecnas BiktopoBuu.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
ocobw, BianoBiganbHoI 3a 3AiCHEHHs dhapMakoHarnsgy. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 34icHeHHs hbapmakoHarnagy B YkpaiHi. 3MiHa micus
3AINCHEeHHS1 OCHOBHOI AisANbHOCTI 3 chapmakoHarnsay. 3MiHa
HOMepYy Ta MicL,e3HaxodXeHHst macTep-danina
112.| EQUUUNH® niodpinisat ans CaHpgos CnoseHist Jek CnoBeHisi BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/6381/01/02
PO34UnHY Ansa dapmacb dapmauyeBTMyHa 3MiHM Wwopo 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
iHdysiino1r, 1 loTikan3 KOMMaHis g.4a. BeeneHHst abo 3MiHM o y3ararnbHeHUX faHuX NPOo CUCTEMY
NakoH y KapTOHHIN o.o. hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo cUcTemy

KkopoOui

hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXkeHOoi ocobu, BignosigansHoi
3a 34ifCHeHHs hbapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHH:A hbapmakoHarnsay (Bkno4aym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3MilLeHHi MacTep-danna
cucteMmu hapmakoHarnsgy) - 3miHa ynoBHoBaXKeHoi 0cobum
3asiBHMKa, BignoBiganbHoI 3a dpapmakoHarnsa:
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

Litoua pepakuis: CebacTbsH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa peaakuis: asig
IxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTaKTHOI ocobu 3asiBHUMKa, BignoBiganbHoi 3a
3fificHeHHs dbapmakoHarnsaay B Ykpaini. [litoya pepakuis:
Bauerko Biktopia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuisi: Opnos B’suecnas BiktopoBuy.
Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT
ocobu, BiaNoBiAanbHOI 3a 34iNCHEHHA hapmakoHarnsay. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI ocobu 3asiBHMKA, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsay B YkpaiHi. 3miHa micus
30iICHEHHS OCHOBHOI AisAnbHOCTI 3 hapmakoHarnsay. 3MiHa
HOMepy Ta Micue3HaxoaXeHHa macTep-canna

113.

E3OMAIC

TabneTku
racTpopesnCTEHTHI,
no20mrno7
TabneTok y 6nicTepi;
no 2 Gnictepu y
KapTOHHi KopobLi

TETEPO
NAB3
NIMITEL

IHAaia

letepo J1a63
JlimiTeq

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO CUCTeEMY
(hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
(hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHOi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsiay 3asiBHuKa A5 34iMCHeHHs: dhapMakoHarnsay B
YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNCHeHHs dhapmakoHarnagy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu hapMakoHarnsagy) - 3MiHa KOHTakTHOT ocobu 3asiBHUKa,
BiANoBiAanbHOI 3a 3aiMCHEHHS hapmakoHarnaay B YkpaiHi
[itoya pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpanis AnimoBudy. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iicHeHHs bapmakoHarnagy B YKpaiHi

3a
peuenmom

UA/15735/01/01

114.

E3OMAINC

TabneTtku
racTpOpE3nNCTEHTHI,
no40 mrno7
Tabnetok y bnicTepi;
no 2 6nictepu y
KapTOHHI kopoOLi

FETEPO
NAB3
NIMITEQ

IHais

[etepo J1a63
Iimiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHWX aHux Npo CUCTeMyY
hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol
3a 3[iliCHeHHs1 hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy (Bknovar4um
KOHTaKTHi AaHi) Ta/abo 3MiHu y po3mileHHi MacTep-daiina
cucTemMu hapMakoHarnsay) - 3MiHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANoBiAanbHOI 3a 34iicHeHHs bapMakoHarnagy B YkpaiHi
Litova pepakuia — JobpoBonbcbka Hatanis OnekciisHa.
[MponoHoBaHa pepakuis — Hypies EngaHiz AnimoBudy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOuM 3asiBHUKA, BignoBiganbHOI
3a 34icHeHHs bapMakoHarnagy B YkpaiHi

3a
peuernnmom

UA/15735/01/02

115.

EK3OOEPUN®

PO3YMH HaLLKipHMI 1
% no 10 mn, 20 mn

CaHpos
dapmach

CnoBeHist

'no6ocapm
PapmauoviTiwe

ABcTpisi

BHECEHHS 3MiH 40 peecTpauiH1X Marepianis: 3MiHu | Tuny -
3MiHM Wwoao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnagy.

be3
peyenma

UA/3960/02/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
abo 30 mny toTikans3 MpoRyKubNOH3- yHA BeeneHHs abo 3miHM 4o y3aranbHeHUX faHuX MPo CMCTeMy
dnakoHi; no 1 Ao.ao. [aHpenbcresenblua hapmakoHarnagy (BBeAeHHs ysaranbHeHWX AaHWX Npo cucTemy
dnakoHy B T ME6X, ABCTpid dhapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHoi
KapTOHHI KopobLi (BMPOBHMK NpoAyKLii 3a 34iiCHeHHsA bapmakoHarnsay; KOHTakTHOI ocobu 3
in bulk, nakyBaHHs); bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs: dhapmakoHarnsgy B
CaHpos M'm6X - YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
TexOnc, ABcTpis BiANOBiAanNbHOI 3a 34iiCHEHHA hapMakoHarnsay (BKo4aym
(BignosiganbHuii 3a KOHTaKTHi AaHi) Ta/abo 3miHM y po3milLleHHi MacTep-danna
BUNYCK cepii) cucTemu chapMakoHarnsaay) - 3MiHa ynoBHOBaXKeHoi ocobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarns.
[itoya pepakuis: A.M.H. CebacTbsiH XopHu / Sebastian Horn,
M.D., Ph.D. MNMponoHoBaHa pepakuia: 6akanasp Hayk [asia
IxoH Nesic / David John Lewis, B.Sc (Hons), Ph.D. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnagy B YkpaiHi.
Litoua pepakuis: BaweHko Biktopis CepriisHa / Vashchenko
Viktoriia, M.D. MponoHoBaHa pepakuis: Opnos B’suecnas
BiktopoBuy / Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX JaHUX
yNoOBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
apmakoHarnsagy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu 3asiBHYIKa,
BiAnNoBiAanbHOI 3a 3AiCHeHHA pbapmakoHarnagy B YKpaiHi.
3MiHa Micus 3AiCHEHHS OCHOBHOI AisNbHOCTI 3
hapmakoHarnagy. 3miHa HoMepy Ta MiCLLe3HaXOXEHHS!
mMacTep-canna Ha npenapart
116.| ENEYTEPOKOK | ekcTpakT pigkuii no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx matepianis: 3miHu | Tuny - 6e3 UA/11560/01/01
Y EKCTPAKT 20 mn abo 25 mn dapmaues dapmauyeBTryHa 3MiHu 3 sikocTi. MoToBMI Nikapcbkuin 3acib. KOHTporb roToBOro peuernma
a6o 30 mn abo no TUYHa (habpwuka "Biona" nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS FOTOBOrO
50 mn y donakoHax; cabpuka nikapcbkoro 3acoby (ans npveedeHHs y BianosigHicTb 3 Y
no 30 mn abo no 50 "Biona"

Mn 'y drakoHi, no 1
dnakoHy B navui

abo €Bponencbko hapMaKkoneeo Ta BUNYYEHHSI TOCUMaHHs Ha
3acTapinuii BHYTPILLHIN MeToa BUNPobyBaHHs i 1oro Homep)
BHECEeHHs 3MiH 4o MeTopiB KOHTPOM SKOCTi fikapcbkoro 3acoby
a came 3aMiHa nocunaxb 3 A®Y 1.0 Ha «aitody pegakuito» OPY
3an. «<Onuc» Ta n. «MikpobionoriyHa unctotay. 3minu | Tuny -
3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW)

BHECEeHHs 3MiH o po3ainy MKA N3, a came po3ain «padiyHe
ocbopmneHHsi» 3amiHeHo po3ginom «MapkyBaHHs» (3rigHO
3aTBEpPAXEHOro TeKCTy MapKyBaHHs). OHOBIMEHHS BXxe
3aTBEPAXXEHOr0 TEKCTY MapKyBaHHs YNaKoBKM NiKapCbKoro
3acoby i3 3a3Ha4YeHHsIM MidKHapOAHUX NO3HaYeHb OAMHULb
BMMIiptOBaHHsi BBeaeHHsA 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPAXEHHSI
3MiHu | Tuny - 3MiHK 3 AkocTi. F0TOBMIA Nikapcbkni 3acib.
CwucTema KoHTeWHep/3akynoptoBanbHuii 3acib. 3miHa po3mipy
yMaKkoBKW FOTOBOrO Nikapcbkoro 3acoby (3miHa macu/o6'emy
BMICTYy KOHTeWHepa 6araTogo30BOro nikapcbkoro 3acoby ans
HenapeHTepanbHOro 3acTocyBaHHsi (abo 0AHOA030BOrO,
YaCTKOBOro BUKOPWUCTaHHS)) BBeaeHHst 4ogaTKoBUX po3Mipis
ynakoBku no 20 mn Ta no 25 mn y donakoHax 3 CKroMacu Mapku

OC tuny $B-30-20, ykynopeHi npobkaMmu NonieTuneHoBumu
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Tuny MNA-2 i kpuwkamu nnactmacosumn Tuny K-20, 6e3 3miHn
NepBUHHOrO NakyBanbHOro Marepiany, 3 BignoBigHUMN 3MiHaMM
no Cneuudikauii/MeToAiB KOHTPOMIO AKOCTI MikapcbKoro 3acoby
(n. OB6’'em BMICTY ynakoBku), p. «YnakoBka» Ta p. «Cknag».
117.| EMECETPOH- TabneTku, BKpUTI Tosapuct YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny - 3a UA/4118/02/01
300POB'A NnNiBKOBOIO BO 3 obmexeHoto 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
obonoHkoto, o 4 mr | obmexeHo BiANOBiAAnNbLHICTIO 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKW
no 10 Tabnetok y 10 "®apmaueBTuyHa nikapcbKoro 3acoby LoAo 3asHavyeHHs MiXkHapOoAHWX NO3Ha4YeHb
Gnictepi; no 1 Bignosiga KOMMaHist OAMHULb BUMIpIOBaHHA. BHeceHHs 3MiH Ao po3ainy
6nictepy B NbHICTIO "3popos's", YkpaiHa “MapkyBaHHsa” MKA N13: 3anponoHoBaHo: MAPKYBAHHA
KapTOHHI kopobuji "®dapmaue (Bci cTagii BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
BTUYHA BMPOOHMULTBA, 3MiH NPOTArom 6-Tu MicAUIB NicNga 3aTBepaAXeHHS
KOMMaHis KOHTPOSb SKOCTI,
"3popos's" BUMYCK cepii);
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC rPyn",
YkpaiHa (Bci cTagii
BMPOGHULTBA,
KOHTPOJS1b SIKOCTi)
118, EMECETPOH- TabneTku, BKpUTI Tosapuct Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLifnH1X MaTtepianis: 3MiHu | Tuny - 3a UA/4118/02/02
300POB'A NNiBKOBOIO BO 3 oBMexeHot 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
060moHKoW, N0 8 Mr | obmexeHo BiANOBiAanNbHICTIO 3MiHM) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
no 10 Tabnetok y 10 "®apmaueBTuyHa nikapcbkoro 3acoby LwoA0 3a3Ha4yeHHs MidKHapOAHUX No3Ha4YeHb
GnicTtepi; no 1 Bignosiga KoMnaHis OAMHULb BUMIpHOBaHHSA. BHeceHHs 3MiH Ao po3ainy
Gnictepy B NbHICTIO "3popos'a", YkpaiHa “MapkyBaHHs” MKA N13: 3anponoHoeaHo: MAPKYBAHHA
KapTOHHI kopobLi "®apmaue (Bci cTagii BignosigHo Ao 3aTBEPAKEHOrO TEKCTY MapKyBaHHs. BBegeHHs
BTUYHA BMPOGHMLTBA, 3MiH NPOTAroM 6-TW MicALUIB NicNsa 3aTBepAXeHHs
KOMMaHis KOHTPOSb SAKOCTI,
"3popos'a" BUNYCK cepii);
ToBapucTso 3
obmexeHoto
BiANOBIAAnNbHICTIO
"®APMEKC 'PYI",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOJSIb SKOCTI)
119, EMTPILUUTABI TabneTku, BKPUTI FETEPO IHAis FETEPO JIAB3 IHais BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/13858/01/01
H TEHO®OBIP obornoHkot, in bulk: JIAB3 NIMITEQ 3MiHM Wwopo 6e3nekun/edekTBHOCTI Ta chapMakoHarnaay.
no 1000 Tabnetok y NIMITEL BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY

KOHTENHepI

hapmakoHarnagy (BBe4eHHs! y3aranbHeHWX AaHUX Npo CUCTEMY
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
3a 34ifCHeHHs hbapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnsgy sasBHVKa AN 34iMCHeHHs dbapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AINCHEHHA hapmakoHarnsagy (Bknovar4um
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi MacTep-danna
cuctemn hapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asaBHMKa,
BiANOBiAanbHOI 3a 34iicCHeHHA pbapmakoHarnsgy B YKpaiHi.
[itova pepakuis — lobpoBonbcbka Hatanis OnekciiBHa.
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MponoHoBaHa pepakuis — Hypies Enaanis Animosuy. 3MiHa
KOHTaKTHUX AlaHNX KOHTaKTHOI ocobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHsa bapmakoHarnsay B YkpaiHi
120., EMTPILUTABI TabneTku, BKpUTI FETEPO IHAis FETEPO NAB3 IHgia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/13859/01/01
H TEHO®OBIP obonoHkoto, no 30 JIAB3 JIMITEQ 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnaay. peuernmom
TabneTtok y JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
KOHTelHepi; no 1 (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHMX JaHWX Npo cUcTemy
KOHTENHepy B hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
KapPTOHHI kopobuji 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHoOI 0cobu 3asBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHeHHs chapmakoHarnagy B YKpaiHi.
Litoya pepakuis — JobpoBonbcbka HaTtanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs cbapMakoHarnsagy B YKpaiHi
121 EHBPEN® PO3YMH ANS iH'eKUIn, Mdpansep CLUA MapKyBaHHs, Benuka BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16786/01/01
50 mr/mn, 4 Eny.Ci.Mi. nakyBaHHs, BUNYCK BpuraHis/ AAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpoBHUYOT AinbHULL peuernmom
nonepenHLo Kopnopen cepii rotoBoro Ipnaxgis/ (Bknovatoum ginbHuui anst A®I, npomixkHoro npogykty abo
HanoBHEHI Wnpuun LUH nikapcbkoro 3acoby: Benbrisi/ roTOBOrO fikapCbkoro 3acoby, AinbHULI AN NPOBEAEHHS
no 0,5 mn (25 mr) Baet HimeuunHa nakyBaHHs1, BUpOOHMKa, BignoBiAanbHOro 3a BUMNyCK cepiit, micue
abo no 1 mn (50 mr), dapmaceyTukanc, NpoBeAEHHs1 KOHTPOnto cepii) abo nocTavanbHMKa BUXIAHOrO

abo 4 nonepeaHbO
HarnoBHEHI Py4Ku No
1 mn (50 mr), 4
TaMnoHwu 3i CNMPTOM
y NNacTMKOBOMY
KOHTENHepI;
NnacTuKoBUMn
KOHTENHep y
KapPTOHHI kopobLi
abo B KapTOHHiI
KopobLi

Benuka bputaHis;
KOHTPOIb SIKOCTi
nikapcbkoro 3acoby
B nonepeaHbo
HanoBHEHWX
LnpuLax:
Mdansep lpneHs
dapmaceyTukanc,
IpnaHgis;
BMPOBHULITBO
nikapcbkoro 3acoby
B MonepeaHbo
HanoBHEHWX
LINpuLax, KOHTPOMb
SIKOCTi NiKapCbKOro
3acoby B
rornepegHbO
HanoBHEHWX
Lwnpuuax, Kpim
TecTy "bioaHani3
anonTtosy";
CcKnagaHHs i
TeCTyBaHHsI
nonepenHbO
HarnoBHEHNX PYYOK;
MapKyBaHHs1,

matepiany, peareHTy abo [OMOMiXXHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y A0CkE) - BUNYyYeHHs BUpobHuka MNdparisep IpneHs
dapmaceytukanc, Mpengx Kactn bisHec Mapk, KnoHaanki,
Ly6niH 22 Ipnangis sk BMpobHuMKa , BignosigansHoro 3a
KOHTPOIb SIKOCTi FOTOBOrO Nikapcbkoro 3acoby B nonepeaHbo
HaNoOBHEHWUX pyYKax, Ta YTOYHEHHsI dOYHKUIN Ansa nikapcbKoro
3acoby B nonepenHbO HaNnoBHEHMX LWnpuuax (BBeaeHHst amiH
npoTsiroM 6-Tu MicsLIB Nicns 3aTBEPAXEHHS); 3MiHu | Tuny -
3MiHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
crneymgikauisix Ha A®I, abo BUXIGHWIA/MPOMIDKHUI
npogyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BUpobHMUTBa A®PI (iHLWi 3MiHW) - y 3B’ A3KY 3i 3MiHOKO Y NpoLeci
BMpobHuuTBa APl Bigbynacsi 3MiHa 30BHiLLUHLOrO BUrMsAY (3MiHa
Konbopy) y cneumadikauii npy BUNYCKy Ta AOCHiAXEeHHS
ctabinbHocTi AP Ta 3. 3MiHn BHeceHo Ao iHCTpyKLUii ans
MEAMYHOrO 3aCTOCYBaHHS fikapcbkoro 3acoby Ao po3ainis
"Nikapcbka copma", "Cnocib 3actocyBaHHsA Ta go3n" (konip
po34nHy) BBeaeHHs 3MiH NpoTarom 6-Tu MicauiB nicns
3aTBepAXeHHS.; 3MiHn | Tuny - 3miHn 3 akocTi. FoToBMIN
nikapcbkun 3aci6. 3MiHu y BUpobHuUTBI. 3MiHK y npoueci
BMPOOHMLITBA rOTOBOrO flikapCcbKoro 3acoby, BkMo4a4m
NPOMDDKHWUIA NPOAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y npoLeci
BMPOOHMLTBA) - HE3HAYHi 3MiHM Y BUpoOHUUTBI [T13 Ha
HaCTynHWX eTanax: ynbTpadinbTpadii /giadineTpauii 1Y,
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naxkyBaHHS, BUNYCK pO3BEAEHHS, 3aMOPOXYBaHHS, CTaAii nepepobku NPoMixKHOro
cepii rotoBoro npoaykty 50 mr/mn ansa BupobHuuTea 13 B nonepeaHbo
nikapcbkoro 3acoby: HanoBHeHUX LWnpuuax no 25 mr ta 50 mMr y 3B°A3ky 3
Mdpansep yAOCKOHaneHHsM BupobHuvoro npouecy APl (BBegeHHs 3MiH
MeHtoek4ypuHr NpOTAroM 6-Tu MicALIB NiCNs 3aTBEPAXEHHS); 3MiHu | Tuny -
Benbris HB, 3MiHn 3 akocTi. A®l. BupobHuuTBo. 3miHa BUpobHuka
Benbris; BUXIiAHOrO/MPOMiXXHOro NPOAYKTY/peareHTy, LWo
BMPOOHULTBO i BMKOPUCTOBYIOTLCS Yy BUPOBHUYOMY npoieci ADI, abo 3miHa
KOHTPOIb SKOCTi BMPOGHMKa (BKMoYao4m, e HeobXigHo, MicLie MPoBeAEeHHS
nikapcbkoro 3acoby KOHTponto sikocTi) AP (3a BigcyTHOCTI cepTudikata
B roriepeHL0 BiANOBIAHOCTI €Bponenchkin hapmakonel y 3aTBepaXeHOMY
HanoOBHEHNX [0ChE)(3MiHM [0 3ax0giB, NOB'A3aHMX 3 koHTponem A®l, abo
LnpuLax: [o[aBaHHs AinbHULI, Ae NPOBOANTLCSA KOHTPOMb/BUNPOOYBaHHSA
Betep ®apma- cepii) - [lonaBaHHs BMpo6HuKa biopenaeHc JTa., Benuka
®epTuryHr F'm6X & BputaHis sk anbTepHaTMBHOI BUPOBHMYOI AiNbHULI ANsA
Ko. KI', Hime4uuuHa; npoBeAeHHs TECTYBaHHA Ha Mikonna3smy Ta iHTEHCUBHOMO
Bi3yanbHUi TecTyBaHHS Ha BipycH in vitro (BBegeHHs 3aMiH npoTarom 6-tu
KOHTPOMb MicsLiB nicnsi 3aTBepAXKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTI.
nonepeaHL0 A®I. Kontponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
HamnoBHEHWX BUXiQHOrO MaTepiany/npomi>XHOro NpoAyKTy/peareHTy, Lo
LUMPWLiB; KOHTPOIb BMKOPUCTOBYETBCS y npoueci BupobHuutea API (iHLwi 3miHM y
SIKOCTi fikapcbKoro MeTofax BUNpobyBaHHs (BKMOYayM 3amiHy abo JONOBHEHHS)
3acoby B A®| abo BuxigHoro/mpomixHoro NpoaykTy) - [loaaBaHHs meToay
nonepeaHbL0 Y®-ckaHyBaHHS 3MiHHOT JOBXWHM LUNAXY SK anbTepHaTUBHOI
HanoBHEHUX MeToankm Y®-cnekTpockonii 4o Aito4oro metony ¢ikcoBaHoi
wnpuuax: OOBXUHM LUNSXY ANt BUBHAYEHHNA KOHLEHTpaLii 6inka npu
Berep ®apma- BMMYCKY Ta AOCMiaXeHHs cTabirnbHOCTI ANs Aito4oi pe4oBUHM
depturyHr rm6X & eTaHepuenT Ta [J13 (BBegeHHs 3miH npoTsirom 6-Tu micauis
Ko. KI', HimewuuHa; nicns 3aTBepAXeHHst); 3aMiHu | Tuny - 3miHn 3 akocTi. ADI.
Bi3yanbHUi Bupo6HmuTBO. 3MiHM BUNpoGyBaHb abo AONYCTUMUX MEX Y
KOHTPONb npoueci BupobHuuTea A®l, o BCcTaHOBMEHI y cneundikauisx
nonepeaHbLo (nogaBaHHs HOBOro BUNpoByBaHHSA Ta AOMNYCTUMUX MEX) -
HanoBHEHUX [JopnaBaHHs BUNpobyBaHHSA AN BU3HAYEHHSI BMICTY
LUNPULLIB; KOHTPOMNb MiKpoopraHi3miB sik HOBOro BUNpobyBaHHs (eTan dinbTpaLii i3
SKOCTi NiKapCbKOro 3aTpVYMKOIO BipyCiB), L0 NPOBOAUTLCSA N Yac BUPOBHMLTBA
3acoby B nitoyoi pevoBuHu Ta N3 (BBeaeHHs 3MiH NpoTarom 6-Tu micsuis
nonepeaHbL0 nicns 3aTBepakeHHs); 3MiHm | Tuny - 3miHm 3 akocTi. ADI.
HanoBHEHWX Bupo6HmuTBO. 3MiHM BUNpoGyBaHb abo AONYCTUMUX MEX Y
Lwnpuuax: npoueci BupobHuuTea A®I, o BcTaHoBReHi y cneyundikauisx
Betep ®apma- (BogaBaHHsl HOBOro BUNpo6yBaHHS Ta AONYCTUMUX MEX) -
®epTuryHr F'm6X & [opnaBaHHa meTogy Y® ckaHyBaHHS 3MIHHOT JOBXWUHM SK
Ko. KT, Himeu4unHa; anbTepHaTMBHOrO BUNPoGyBaHHs (aHaniTuyHa metoauka Y P
Bi3yanbHuUi cnekTpocKoris), Wo NPoBOANUTLCSA Nif Yac BUPOGHMUTBA Aitoyol
KOHTPONb pe4oBMHU eTaHepuenT (BBegeHHs 3mMiH NpoTsirom 6-Tu micauis
nonepeaHbL0 nicns 3aTBepaXkeHHs); 3MiHun | Tuny - 3miHm 3 akocTi. ADI.
HanoBHEHUX BupobHuuTeo. 3miHn BUNpobysaHb abo 4ONYCTUMUX MEX Y
LUNPULIB; CKNagaHHsA npoueci BupobHuuytea A®I, Wwo BcTaHoBNeHi y cneundikauisax
i TECTYBaHHS (ooaaBaHHsA HOBOro BUNPobyBaHHA Ta AONYCTUMUX MEX) -
nonepeaHb0 [oaaBaHHa BUNPOGYBaHHSI HA «repMEeTUYHICTb» Ha eTani
HaMoBHEHUX PYYOK: 3aBepLuanbHoi GinbTpauii, LWo NpoBoAUTLCS Nig Yac
Betep ®apma- BMPOOHMUTBA Ail040i peYoBMHM eTaHepuenT (BeBegeHHs 3MmiH
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®epTuryHr M'moX &

Ko. KI', Hime4uuuHa;
Bi3yanbHUi
KOHTpOIb
nonepeaHLo
HanoBHEHUX
Lnpuuis:
Betep ®apma-
depTuryHr M'moX &
Ko. KI', HimeuuunHa

NpPOTAroM 6-Tu MicALIB MiCNsA 3aTBEPAXEHHS); 3MiHu | Tuny -
3MmiHu 3 akocTi. A®l. BupobHuuTBO. 3MiHNM BUNpobyBaHb abo
[onyCTUMMUX MeX Yy npoLieci BupobHuutea A®I, 1o BcTaHOBNEHI
y cneundikauisx (BUMy4eHHsI HeCYTTEBOro BUNMPobyBaHHS) -
BUITyYEHHS BUNPODYBaHHS, a came LLOTUXXHEBWIA KOHTPOSb
MIKpOOpraHi3miB y EMHOCTi 3 BUXiQHOI KynbTypoto micTkicTio 10 n,
LL|0 NPOBOANTLCSA Nif Yac BUPOBHMLITBA Ait040i pe4OBUHU
eTaHepuenT (BBeaeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBepAXKeHHs); 3MiHu | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6HuMuTBO. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX Y
npoteci BupobHuutea A®I, o BcTaHoBNEHI y cneundikauisx
(BUMYYEHHS HECYTTEBOrO BUNPODBYBaHHS) - BUNYYEHHS TeCT i
nimitn ana SE HPLC Ha ctagii Protein A Chromatography, wo
NPOBOAMUTLCS Mif, Yac BUPOOHMLTBA AiloY0i pe4OBUHM
etaHepuenT.) SE HPLC (BBeaeHHs 3miH npoTsirom 6-Tu micauis
nicnsa 3aTBepAXeHHs1); 3aMiHu | Tuny - 3miHn 3 akocTi. ADI.
Bupo6HuuTBO. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX Y
npoteci BupobHuytea AdI, Wwo BcTaHoBMNEHI y cneundikaLisx
(BMNYYEHHS1 HECYTTEBOIO BUMPOOYBaHHS) - BUIyYEHHS
BUMNpobyBaHHs Ta nimiTie Ans gomiwok PRI (U/mg) Ha cTagii
Protein A Chromatography, wo nposogutbcs nig vac
BMPOBHMLITBA Ailo4oi peyoBuHK eTaHepLuenT (BBeaeHHs 3MiH
npoTsiroM 6-Tu MicsLiB Nicns 3aTBEPAXEHHS); 3MiHu | Tuny -
3MiHu 3 sikocTi. A®l. BupobHuLTBO. 3MiHM BUNpoGyBaHb abo
[0oNyCTUMUX MeX Y npoLieci BUpobHuutBa A®I, Wwo BCTaHOBNEHI
y cneuudikauisx (BUNy4eHHs HeCYTTEBOro BUNpobyBaHHS) -
BUIy4YeHHs Ha cTagii Hydroxyapatite Chromatography nokasHuk
Ta nimitn ans Myny Protein A (BBegeHHs 3miH npoTsarom 6-tu
MicsILiB nicnsi 3aTBEpAXKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHnuTBo. 3MiHM BUNpobyBaHb abo JoNYyCTUMUX MEX Y
npoueci BupobHuuTea A®l, o BCcTaHOBMEHI y cneundikauisx
(BMNYYEHHS1 HECYTTEBOIO BUNPOGYBaHHS) - BUIyYEHHS
BUMNpoGyBaHHsi Ha bakTepianbHi eHOoToKCMHM Ans BydepHoro
PO34MHY, L0 MPOBOAMTLCS Mif Yac BUPOBHULTBA AjtoYoil
peyoBUHU eTaHepLenT (BBeaeHHs 3miH NpoTsrom 6-Tu micsuis
nicnsa 3aTBepaXeHHs1); 3MiHu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs APl abo
BMXiAHOrO Matepiany/npoMibkHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y npoueci BupobHuutea APl (HeaHauHi 3MiHK
y 3aTBEPAXXEHUX MeToaax BUNpobyBaHHS) - HE3HayHe
OHOBJIEHHS aHanITUYHOI METOAUKN BU3HAYeHHsa ans N
MoB's13aHMX onirocaxapugis (CTOCYETbCA 3aMiHW 4il040T KONOHKM
Ha eKBiBaneHTHy BignoBsigHo Ao sumor EP), wo
BMKOPUCTOBYETLCA Mif Yac BUPOOHMLTBA Ail040I peYOBUHMN
eTaHepuenT (BBeaeHHs 3MiH NpoTarom 6-Tu MicsuiB nicns
3aTBepAXeHHs); 3MiHu | Tuny - 3MiHn 3 sikocTi. A®I. KoHTponb
A®I|. 3miHa y meTogax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuuTea APl (He3HauHi 3MiHK
y 3aTBEPAXEHNX MeToAax BUNPOOYyBaHHSA) - HE3HaYHe

OHOBJIEHHS1 aHaNITUYHOI MeToAMKM ekckno3nBHoi BEPX (SE-
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HPLC) (cTocyeTbCs 3amiHM Ail040i KONOHKM Ha eKBiBaneHTHY
BignosiagHo po sumor EP, a came SEK 400-5 Ha YMC DIOL 300),
LL|O BUKOPUCTOBYETLCS Mif, Yac BUPOOHULTBA Ait040i PeYOBUHM
eTaHepuenT Ta [J13, pegakTopcbki NpaBkn 40 METOAMNKM
«bioaHanis anonTo3y» (BnaaneHHs iHdopmalii Woao Ha3su
nocTavanbHUKIB 3 Tabnuui, WO onncye peakTuBM AN aHanisy)
BBeneHHst 3MiH NpoTaroM 6-Tu MicsUiB Nicns 3aTBepAXEHHS;
3MiHuM | Tvny - 3miHm 3 AkocTi. FoToBWIA Nikapcbkuii 3acib. 3miHn y
BMPOOHUUTBI. 3aMiHa abo BBeeHHs1 4OAAaTKOBOI AiNbHULL
BMPOBHMLTBA AN YacTuHM abo BCbOro BUpOBHUYOro npotecy
roTOBOrO NikapcbKoro 3acoby (AiNbHULSA ANt BTOPUHHOTO
nakyBaHHs) - BBeeHHs BupobHuka Mdanzep MeHodhekyypuHr
Benbria HB, Penikeser 12, lMNMyypc, 2870, benbris sk
anbTepHaTMBHOrO BUPOOHMWKa, BiAMOBIAANbHOro 3a BTOPUHHE
nakyBaHHs 113 y nonepeAHb0 HanoBHEHMX LNpuuax no 25 mr
Ta 50 Mr Ta nonepeaHbLO HANOBHEHMX py4kax no 50 mr
(BBeaeHHs 3MiH NpoTArom 6-Tu MicsLiB Nicnsi 3aTBEPAXKEHHS);
3MiHM | Tuny - 3MiHK 3 sAkocTi. ToToBWI Nikapcbkui 3aci6. 3MiHK Y
BMPOBHMUTBI. 3MiHa iMNopTepa/aMiHu, L0 CTOCYTLCSA BUMYCKY
cepii Ta KOHTPOSO SKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa
abo gopaBaHHsA BUpOOHYMKa, WO BigMNoBiAac 3a BBE3eHHs Ta/abo
BUNYCK cepii) - He Bknoyaloum KOHTpornb/BunpobyBaHHS cepii -
BBeneHHsi BupobHuka MNdaiisep MeHiodekyypuHr Benbris HB,
Pewkeser 12, Myypc, 2870, Benbria sk anbTepHaTUBHOro
BUPOBHMKaA, BiAMNOBIAANbLHOMO 3a BUNYCK (He BKIOYaoyn
KOHTponb/BuNpobyBaHHsi cepii) M3 y nonepeaHb0 HanoBHEHUX
wnpuuax no 25 mr ta 50 Mr Ta nonepeaHbLO HAaNOBHEHNX py4vKax
no 50 Mr. 3mMiHN BHECEHO A0 iHCTPYKUIT ANnst MeauyHoro
3acToCyBaHHS NikapcbKoro 3acoby B po3ginu
"BnpobHUK"(BBEAEHHS anbTepHaTUBHOrO BUPOBHMKa,
BiANoBiganbHOro 3a Bunyck cepii) Ta "MicLe3HaxogKeHHs
BMPOGHMKa Ta Moro agpeca Micusi NPOBamKeHHs AisnbHOCTI" Ta
SIK HacNiAoK BiAMOBIAHI 3MiHM B TEKCTI MapKyBaHHS ynakoBKN
nikapcbkoro 3acoby (BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB
nicns 3aTBepAXeHHs1); 3MiHKM | Tuny - AOMiHiCTpaTMBHI 3MiHW.
BunyuyeHHsi BUpobHUYOI AinbHULI (BKNOYaouM AinbHWLI Anst
A®I, npomixkHoro npoaykTy abo roroBoro nikapcbkoro 3acoby,
AiNbHWLI ANS NPOBeAEHHS NaKkyBaHHs, BUPOBHWKa,
BiAMNOBiAaNbLHOroO 3a BUNYCK Cepili, MicLie MPOBEAEHHSI KOHTPOIO
cepii) abo nocTa4anbHWKa BUXiAHOro MaTepiany, peareHTy abo
[OMNOMIDKHOI PEYOBMHM (SIKLLO 3a3HAY€eHO Y A0CbE) - BunyyeHHs
BMPOGHMYOI AinbHULI BepuHrep IHrenbxanm dapma MoX &
Ko.KTI, BipkeHgopdep Ltpacce 65, 88397 bibepax aH aep Pic,
HimevunHa, wo Bignosigae 3a 36epiraHHa 6aHKy KNiTUH,
KyNbTUBYBAHHA KMIiTUH, 30MPaHHA Ta OYULLIEHHS KyNbTypu
KMiTUH, BUNPOOYyBaHHA Npy BUNYCKY i AOCAiIAXEHHS CTabinbHOCTI
[it040i PEYOBUHN eTaHepLenT, a TakoX SK OiNbHULS, WO
BigNoBiaae 3a BUPOOHMLUTBO i KOHTPOSb SKOCTi MPOMIXXHOIO
npogykty 50 mr/mn Ta J13 B nonepegHb0 HaMmOBHEHMX LNpuLax
(BBeaeHHs 3MiH NpoTAromM 6-Tu MicsILiB NiCNsi 3aTBEPAXKEHHS);
3MiHu Il Tuny - 3miHn 3 sikocTi. A®l. BupobHuuTBO. 3MiHK B
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Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

npoueci BupobHuytea A®| (3miHa cTocyeTbCA akTUBHOI
pe4voBUHM BionoriYHoro/iMyHOMNOriYHOro NOXoAXeHHst abo
BMKOPUCTaHHSA XiMiyHUX APl y BUpoBHMLTBI Nikapcbkoro 3acoby
6ionoriYyHOro/iMyHONOriYHOrO MNOXOMXKEHHSI, SIka MOXe MaTh
3HaYHWI BNUB Ha AKICTb, 6e3neky Ta epeKTUBHICTb NikapCbKoro
3acoby, i He CTOCYETbCSI MPOTOKONY) - BBEAEHHSI HOBOrO
yAoCKoHaneHoro BupobHuyoro npouecy (SFPHC)
(BMCOKOMPOAYKTUBHMI NpoLec BUPOOHMLITBa 6€3 CMPOBOTKM)
anst BUpobHMUTBA Ailo40i pe4oBUHM GiONOrYHOro NOXOAXKEHHS
eTaHepLenT (BBeaeHHs 3MiH NpoTsArom 6-Tu MicsuiB nicnsi
3atBepakeHHs); 3MiHu |l Tuny - 3miHn 3 akocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax crneumndikauin Ta/abo gonycTummux
MeX, BU3Ha4YeHuX y cneumadikauisx Ha Adl, abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuytea A®I (BunyyeHHa napamerpa
cneuunaikauii, KM Moxke MaTu CyTTEBUIN BNMB Ha akicTb ADI
Ta/abo roToBOro nikapcbkoro 3acoby) - Buny4yeHHsi cytteBoro
napameTpy «KifnbKicHe BU3HAYEHHS 3B i3yBanbHUX peLenTopisy
3i cneumdikauii npy BUNYCKy Ta AOCHiAXeHHs cTabinbHOCTI, Wo
BMKOPUCTOBYETLCA Y Aito4oi pevoBuHM Ta [T13; oHoBNeHHS
cneumagikauii M3 3 yTOYHEHHAM HalNMeHYBaHHSI MOKa3HUKIB
KOHTPOSIO Ta 3a3Ha4yeHHAM BCTAHOBMIEHNX NiMITIB MPU BUMYCKY
Ta npw KiHUi TepMiHy NpMaaTHOCTI; NepeHeceHHs iHdopmalii 3
po3ainy CtabinbHicTb Ao po3ainy Cneundikalis Ha TepmiH
npuAaaTHoOCTI.

BBeaeHHs 3MiH NpoTaromM 6-Tu MicAUiB Nicna 3aTBEPOKEHHS;
3MiHu Il Tuny - 3miHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneumgikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHuX y cneundikauisax Ha A®I, abo BUXigHUA/MPOMIXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLECI
BMpobHuUTBa API (3MiHa No3a Mexamu 3aTBEpPOKEHOrO
nianasoHy y cneuudikaudii Ha A®I) - amiHa nimiTiB y cneuudikauii
Lito4oi pevoBuHN eTaHepuenT ansa npodinto N-noB’sa3aHnx
onirocaxapuvais y 3B°A3Ky 3i 3MiHOK B npoLeci BupobHuutea API
(BBeaeHHs 3MiH NpoTsiromM 6-Tu MicsiLiB nicnsi 3aTBEPAXEHHs)

122.

EHBPEN® NIO

niodpinisat ans
PO34MHY ANS iH'EKUIN
no 25 mr; 2 donakoHu
3 nioginiatom, 2
nonepegHbLo
HanoBHEHI WNpuun 3
PO34YMHHMKOM (BOAA
ans iv’ekuin) no 1
MJ1, 2 OKpeMi rosku,
2 apantepu oo
cdnakoHa, 4
TaMMNoHM 3i CNNPTOM
y NNacTMKoBOMY
KOHTENHepi; 2
NNacTUKOBI
KOHTENHepU B

Mdpanzep

Eny.Ci.Mi.

Kopnopen
LLIH

CLIA

MapKyBaHHS,
nakyBaHHSl, BUMYCK
cepii rotoBoro

nikapcbkoro 3acoby:

Baet
dapmaceyTukanc,
Benuka bputaHis;

KOHTPOJIb SKOCTI
nioginisaty:
Mdansep lpnexHa
dapmaceyTukanc,
Ipnaxgis;
BMPOBHULTBO
nioginisary,
KOHTPOSb SIKOCTI
nioginisary, Kpim

Benuka
BputaHisa/
Ipnanaisi/

Benbria/
HimeuunHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHW. BunyyeHHs BUpoBHUYOI AinbHULI
(Bkntoyaroum ainbHuLi anst A®I, npomixHoro npoaykty abo
roTOBOrO NiKapcbkoro 3acoby, AinbHUL AN NPOBEAEHHSs!

nakyBaHHsl, BUpOOHMKa, BiANoBiganbHOro 3a BUNyck cepin, micue

NpPOBEAEHHS KOHTPOIto cepii) abo nocTavanbHMKa BUXIAHOrO

marepiany, peareHTy abo [OMNOMiXXHOI PEYOBMHM (SIKLLO
3a3Ha4eHo y Aocbe) BunyyeHHs BupobHu4oi ainbHuui bepuHrep
IHrenbxanm ®apma 'mM6X, Hime4yunHa, sika Bignosigae 3a
36epiraHHsa 6aHKy KNiTUH, KyNbTUBYBaHHSA KTiTUH, 36MpaHHA Ta
OYULLLEHHS KYNbTYPU KIiTUH, KOHTPOMb NPU BUNYCKY Ta MiJ Yyac
36epiraHHs 4il0Y40i PpevyoBUHN — eTaHepLUenTy, a TakoxX sK
BMPOBHMYOI AiNbHUL, WO BigNOBigae 3@ KOHTPOSb rOTOBOrO
npoagykTy. BBegeHHs 3miH npotarom 6-Tu micsAuis nicns
3arBepaxeHHs. 3MiHn | Tuny - 3MiHn 3 akocTi. A®l. KoHTponb

AQIl. 3miHa y napameTpax cneuudikauin Ta/abo gonyctummnx

3a
peuenmom

UA/16787/01/01
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KapTOHHI KopobLi

TecTy "bioaHani3
anonTosy";
BMPOOHULITBO
PO3YMHHMKA Y
Lwnpuyax;
Bi3yanbHUi
KOHTpOIb
PO3YMHHKKA;
KOHTPOJSb SKOCTI
PO3YMHHMKA NpU
BUMYCKY Ta
DOCTiaXeHHI
cTabinbHOCTI,
MapKyBaHHS,
nakyBaHHS1, BUMYCK
cepii rotoBoro
nikapcbkoro 3acoby:
Mdpanszep
MeHtobekyypuHr
Benbrisa HB,
Benbris;
CKnafaHHsa cucTemm
3aKyrnoproBaHHsi
PO3YMHHUKa;
Bi3yanbHUN
KOHTPOIb, KOHTPOIb
SIKOCTi NPW BUMYCKY
Ta AocniaXeHHs
cTabinbHoCTi
PO3YMHHMKa:
Berep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;
BMPOBHULITBO
PO3YMHHMKA Y
LnpuLax;
Bi3yanbHuUi
KOHTpOnb
PO3YMHHMKA;
KOHTPOJIb SKOCTI
PO34MHHMKa Npu
BUMYCKY Ta npu
[LOCNiAXKEHHI
cTabinbHoCTi:
Berep ®apma-
®Pepturynr rm6X &
Ko. KT, Himeuy4unHa;
Bi3yanbHuUi
KOHTpOIb Ta
LOCNIAXKEHHS
cTabinbHoCTI

MeX, BU3Ha4YeHuX y cneymndikauisx Ha Adl, abo
BUXIQHWA/MPOMIDKHUIA MPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuytea A®I (iHwi 3miHW) 3miHa nondrae y 3miHi
30BHILLHBLOrO BUMMSAY (3MiHa KOMNbOpY) BiAHOBIOBAHOIO PO34MHY
y cneundikauii Ha MOMEHT BUMYCKY/TEPMiHY NpMAATHOCTI
(roToBOro NPOAYKTY) Ta 30BHILUHLOrO BUrMAAY Lil04O0T PE4YOBUHM.
3MiHa po3rnaaaeTbes Ak HacniAoK 3MiH y NpoLieci BUpobHuLTBa
A®I|. 3MiHN BHECEHO [0 IHCTPYKLUIT ANst MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby ao posainy "Cnoci6 3actocyBaHHsa Ta o3un"
(komip po3yMHy nicnsi BifHOBIIEHHS).

BBeaeHHs1 3MiH MpoTAroM 6-Tu MicAUIB NiCnsa 3aTBepAXEHHS.
3MiHun | Tuny - 3MiHM 3 skocTi. FoToBMI Nikapcbkui 3aci6. 3MiHN
y BUPOGHMUTBI. 3MiHU y NpoLieci BUpOOHMLITBa rOTOBOro
nikapcbKoro 3acoby, BKIo4aoum NpOMiXKHUIA NPOAYKT, L0
3aCTOCOBYETHLCS NPU BUPOBHULITBI rOTOBOrO fikapcbKoro 3acoby
(HesHayHa 3MiHa y npoueci BUpobHMUTBa) 3MiHK nig Yac
BMPOBHWYOro NpoLecy, WO CTOCYIOTLCS 3MEHLLIEHHS Tanoro
06’eMy eTaHepcenTy 25 Mr/Mn Aito4oi peYOBUHU Ha BUPOBHWYIlA
AineHuui Mdpansep, MNyypc, Benbria Ans nposefeHHNA
noAasnbLLIoro NPoLecy BUroTOBMEHHS NiodinizoBaHOro MopoLUKy.
3MiHa € pe3ynbTaToM BBeAEeHHs 3amiHn Tuny |, B.l.a.2. 3miHu B
npoueci BupobHuuytea A®Il. BBegeHHs 3MiH NpoTsirom 6-Tu
MicauiB nicns 3aTBepaXeHHs. 3miHn | Tuny - 3MiHn 3 sikocTi. ADI.
BupobHuuTBo. 3MiHa BUpOBHMKA BMXiZHOMO/MPOMiXKHOro
NpOAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoGHMKa (BKItoYakouu, e HeobxigHo,
Micue npoBeAeHHst KOHTponto skocTi) A®I (3a BigcyTHoCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkili thapmakonei y
3aTBEPAXEHOMY [0CHE)(3MiHM 4O 3ax0fiB, MOB'A3aHMX 3
KoHTponem A®Il, abo nogaBaHHA AinNbHULI, Ae NPOBOANTLCSA
KOHTpOnb/BUNPOoGYBaHHs cepii) [JloaaHHst BUpobHMKa
BiopenaeHc I1T4, Benvka bpuTtaHis sk anbTepHaTMBHOro canty
npoBeAEeHHS TeCTyBaHHA Ha MiKOnnasmy Ta TeCTyBaHHSA Ha
Bipycw in vitro. BBegeHHs1 3MiH npoTarom 6-Tu micauis nicns
3arBepaxeHHs. 3MiHu | Tuny - 3MiHn 3 akocTi. A®I. KoHTponb
A®I. BmiHa y meTogax BunpobysaHHa APl abo BuxigHoro
mMaTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y npoLeci BUpobHuuTea API (iHWi 3miHn y
MeToAax BUNpobyBaHHA (BKMOYayM 3amiHy abo JONOBHEHHS)
A®I abo BuxigHoro/npomixHoro npoaykty) JogaHHs metogy Y-
CKaHYBaHHS 3MiHHOI JOBXWHW XBUIi SIK anbTepHaTUBHOMO
BMNPOGYBaHHsi 40 Aitovoro Metoay Y®- BunpobyBaHHsi
(hikcoBaHOI JOBXMHM XBUIi ANS BUSHAYEHHST KOHLeHTpauii Ginky
SIK y AiloYin pevyoBuHi, Tak 1 y rotoBomy npogykTi (EH6pen nio,
25 mr). 3MiHa € pesynbTaToM BBeAeHHs 3miHn Tuny |l B.l.a.2.
3MmiHn B npoueci BupobHuutea APl. BBegeHHs 3MiH npoTarom 6-
TV MicsUiB Nicns 3aTBEpPAXEHHS
3MiHu | Tuny - 3miHu 3 skocTi. APl BupobHuuteo. 3miHn
BMNpoByBaHb abo JOMYCTUMUX MEX Y NpoLeci BUpobHULTBA
AQI, Wwo BCTaHOBNEHI y cneundikauisx (3ogaBaHHS HOBOrO
BMNPOBYBaHHA Ta gonycTumnx Mmex) [logaHHs BunpobyBaHHS
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PO3YMHHMKA: BMICTY MiKpPOOPraHu3miB ik HOBOro BMMpobyBaHHS (eTan

Betep ®apma-
®epTuryHr M'moX &
Ko. KI', Hime4uuunHa;

Bi3yanbHUi
KOHTpOInb
PO3YMHHMKA:

Betep ®apma-
depTuryHr M'moX &
Ko. KI', Hime4uuuHa;

Bi3yanbHUi
KOHTpOIb
PO3YMHHMKa:

Betep ®apma-
depTurynr M'moX &
Ko. KI', HimeuuunHa

dinbTpaLii i3 3aTpyMKoto BipyCiB), O NPOBOAUTLCA Mif Yac
BMPOBHMLITBA Ail04O0I peYOBMHM eTaHepLenTy. Ak Hacniaok 3mMiHn
y npotieci BMpobHuuTBa. BBEeAEHHS 3MiH npoTsarom 6-T micauis
nicns 3aTBepAXEHHS.
3MiHn | Tuny - 3MiHn 3 skocTi. A®I. BupobHuuTBo. 3MiHM
BMNpobyBaHb abo AonycTMMMUX MEX Y npoLeci BUpobHMLTBA
ADI, w0 BCTaHOBNEHI y cneundikauisix (AogaBaHHs HOBOrO
BMNPOGYBaHHS Ta AonycTUMKX Mex) [loaaHHs metoay Y-
CKaHyBaHHS! 3MiHHOI [OBXWHW XBWNi K anbTepHaTUBHOIO
BMNpobyBaHHS A0 Aitovoro metoay Y& - BunpobyBaHHs
(hikCOBaHOI OBXMHW XBUNi ANsi BUSHAYEHHST KOHLLeHTpauii 6inky
y AitoYin peyvoBwmHi Mig vac it BupobHuuTBa (in process control).
3MiHa € pesynbTaToM BBeAEHHs 3amiHn Tuny |, B.1.a.2. 3miHu B
npoueci BupobHuutea A®l. BBeaeHHs 3miH npoTarom 6-tu
micsuiB nicnsi 3atBepakeHHs 3MiHn | Tuny - 3MiHu 3 sikocTi. API.
Bupo6HumuTBO. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX Y
npoteci BupobHuytea AdI, Wwo BcTaHoBMNEHI y cneundikaLisx
(BopaBaHHSA HOBOro BUNPOOYBaHHSA Ta AOMYCTUMUX MeX)
JopnaHHsa BUNpobyBaHHS LinocTHOCTI (inbTpy nicns
BMKOPUCTaAHHA Ha eTani piHanbHOi dinbTpauii sk HoBOro
BMNPOGYBaHHS, WO NPOBOAUTLCS Y NpoLeci BUpobHULTBa Aito4oi
peyvoBUHU - eTaHepLenT. 3MiHa € pe3ynbTaToM BBEAEHHS 3MiHM
Tuny I, B.l.a.2. 3MiHK B npoueci BupobHuuTBa A®|. BBeaeHHs
3MiH NPOTAroM 6-Tu MicauiB nicnsa 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. BupobHuLTBO. 3MiHNM BUNpoGyBaHb abo
[0onyCTUMUX MeX Yy npoLieci BUpobHuutBa A®I, Wwo BcTaHOBNEHI
y cneuudikauisx (BUNy4eHHsl HeCyTTEBOrO BUMpobyBaHHS)
Buny4eHHs WOTUMXHEBOrO KOHTPOSIO BMICTY MiKPOOPraHu3miB y
€MHOCTi (NpomixHa) 3 BUXigHOW KynbTypoto obemom 10 n, wo
npoBoANTbLCSA Nif, Yac BUPOBHULTBA Ait04Ol PEYOBUHM -
eTaHepuenT (in process control). 3miHa € pe3ynbTaTom
BBeAeHHs 3miHu Tuny |l, B.l.a.2. 3miHn B npoueci BUpobHuUTBa
ADI.

BBeaeHHs 3MiH NpoTaromM 6-Tu MicAUiB NicnNa 3aTBEPOKEHHS.
3MiHun | TUny - 3MiHn 3 sikocTi. A®I. BupobHuuTBo. 3MiHK
BMNpoGyBaHb abo AonycTUMUX MeX Yy npoueci BUpoGHULTBa
AQI, wo BCcTaHOBMEHI ¥ cneuudikauisx (BUITyYeHHS HECYTTEBOIO
BMNPOGYBaHHS)

BunyuyeHHsi BU3Ha4eHHs1 npoTeiHy A o6’egHaHoro 3paska
(KOHTPOMbHWIN TeCT/KpUTEpii NPUAHATHOCTI NpoTeiHy A) MeToaoM
ekcknto3iiHoi BEPX), Wwo npoBogmnTbest nig Yac BUpoGHULTBA
nitoyoi pevoBuHK - eTaHepuenT (in process control). 3miHa €
pe3ynbTaTom BBeAeHHs 3miHu Tuny ll, B.1.a.2. 3miHn B npoueci
BMpo6HULUTBa APl. BBEAeHHs1 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEepAXEHHS.
3MiHu | Tuny - 3miHn 3 skocTi. APl BupobHuutso. 3miHn
BMNpoByBaHb abo JOMYCTUMUX MEX Y NpoLeci BUpobHULTBA
AQI, wo BCTaHOBMEHI y cneundikauisx (BUNy4eHHS HECYTTEBOrO
BMNPOBYBaHHS) BunyveHHs BU3Ha4YeHHs npoTeiHy A
06’egHaHOro 3paska Ta NpoLec-CynyTHiX JOMILLIOK (KOHTPObHUI
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TeCT/KpUTEpIi NPUAHSATHOCTI), L0 NPOBOAUTLCS Nig Yac
BMPOBHMLITBA Ail040i peYOBWHYM - eTaHepuenT (in process
control). 3MiHa € pe3ynbTatom BBeAEHHsI 3mMiHu Tuny |l, B.l.a.2.
3MiHn B npoueci BupobHuuytea API.

BBefeHHst 3MiH NpoTArom 6-Tu MicAUiB MicNs 3aTBepAXeHHS.
3MiHn | Tuny - 3MiHn 3 skocTi. A®I. BupobHuuTBo. 3MiHK
BMNpobyBaHb abo AonycTMMMUX MEX Y npoLeci BUpobHMLTBA
A®I, 1o BcTaHoBNEHi y cneundikauisx (BUNy4eHHsS HECYTTEBOrO
BMNPOOYBaHHS)

BunyyeHHst BUNpobyBaHHS (KOHTPONbHUIA TeCT/KpUTepii
NPUAHATHOCTI NPU BU3HAYEHHS Ha eTani xpoMartorpadyBaHHs Ha
rigpokcuanaruTi), Lo NPOBOANTLCA Nif Yac BUpobHMLTBA
BMPOBHMLTBA Ail040i peYoBWHY - eTaHepLenT (in process
control). 3MiHa € pe3ynbTatoM BBeAeHHs 3aMiHn Tuny |l, B.l.a.2.
3miHu B npoueci BupobHuuTea APl. BBeeHHst 3MiH NpoTsirom 6-
TV MicALIB Micns 3aTBepAXeHHs1. * 3MiHu | Tuny - 3MiHN 3 AKOCTI.
A®|. BupobHuuTBO. 3MiHM BUNpobyBaHb abo [ONYCTUMKUX MEX Y
npoteci BupobHuytea A®I, Lo BcTaHOBNEHI y cneundikaLisx
(BMNYYEHHS1 HECYTTEBOrO BUNPOOYBaHHSA) BunyyeHHs
BMNPOGYBaHHSI Ha BMICT €HAOTOKCUHIB Ha cTagii hopMyBaHHS
cepii, o NpoBOoANTLCS Mg Yac BUPOGHULTBA BUPOOHULTBA
niloyoi pevoBUHU - eTaHepuenT (in process control). 3miHa €
pe3ynbTaTom BBeAeHHs 3miHu Tuny |l, B.1.a.2. 3miHn B npoueci
BMpo6HMUTBa A®l. BBEAEHHS 3MiH NpOTSrom 6-Tu MicsiLiB nicnsi
3arBepaxeHHs. 3MiHn | Tuny - 3MiHn 3 akocTi. A®l. KoHTponb
AdIl. 3miHa y MeTogax BunpobyBaHHst APl abo BuxigHoro
maTepiany/npomixxHoro NpPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHayHi 3aMiHK
y 3aTBepAXeHUx metogax BunpobysaHHs) MNepernsg
aHaniTM4YHOI MeToaMKM BU3HavYeHHsa N-3B’ss3aHUX onirocaxapuais
(3amiHa icHyto4Ooi xpomaTorpadivHOT KOMOHKN Ha iHLLY,
eKBiBaneHTHy), Lo MPOBOAMTLCS MiA Yac BUpobHULTBA
BMPOBHMLTBA Ailo40i peyoBUHY - eTaHepuenT (in process
control). 3miHa € pe3ynbTaTtom BBeeHHS 3MiHm Tuny I, B.l.a.2.
3MmiHu B npoueci BupobHuuTBa APl. BBEeAeHHs 3MiH NpoTArom 6-
TV MicsUiB nicnsA 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTopax BunpobysaHHs APl abo
BMXiAHOrO Matepiany/npoMibkHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y npoueci BupobHuutea APl (HeaHauHi 3MiHK
y 3aTBepAXXeHUX MeTtoaax BunpobysaHHs) MNepernsg
aHaniTM4YHOI MEeTOAMKN BU3HAYEHHs ekckniosinHoi BEPX (3amiHa
iCHyt04Oi XpomaTorpadivyHOi KOMOHKM Ha iHLY, eKBIBaneHTHY),
Lo MpoBOAUTLCS Nig Yac BUPOGHULTBA BUPOBHMLTBA Aitoyoi
pevyoBMHU - eTaHepuenT (in process control). Kpim Toro,
BHECEHHS pefakUinHWUX BUNPOBMEHb 00 TEKCTY METOANKN
«bioaHania anonTo3y» (BMAanNeHHs AaHuX LWOAO nocTadanbHUKIB
peakTuBiB). BBegeHHs 3miH npoTsarom 6-Tv micsiuis nicns
3arBepaxeHHs. 3miHn | Tuny - 3MiHn 3 sikocTi. [oToBMIN
nikapcbkun 3aci6. 3MiHu y BUpobHuyTBi. 3amiHa abo BBeAEHHSs
[04aTKOBOI AinbHULI BUPOBHULTBA A4S YacTUHU abo BCbOro
BMPOOHMYOro Npouecy roToBoro Nnikapcbkoro 3acoby (AinbHuus
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Ans BTOPVMHHOrO NakyBaHHs) BBeaeHHs BupobHuka Mdansep
MeHtobekdypiHr Benbris, sik anbTepHaTUBHOrO BUPOBHWMKA, KW

BiAnoBiAae 3a BTOpuHHe nakysaHHA 113 EH6pen nio no 25 wr.
BBefeHHs 3MiH MpoTArom 6-Tu MicAUIB NiCnsA 3aTBEpAXEHHS
3MiHun | Tuny - 3MiHM 3 sakocTi. [oToBMI Nikapcbkui 3aci6. 3MiHN
y BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LLLO CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOSO SAKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHA BUpOOHYMKa, WO BiAMNoBiAac 3a BBe3eHHs Ta/abo
BUMYCK cepii) - He Bknoyaoum KOHTponb/BunpobyBaHHS cepii
BeeneHHs BupobHuka Mdpansep MeHodekuypiHr benbris, sk
anbTepHaTMBHOrO BUPOGHWKa, AKUiA BiaNoBigae 3a BUMycK cepii
(6e3 koHTponto skocTi cepint) MN3 EHBpen nio no 25 mr. 3MiHn
BHECEHO [0 iHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby B po3ainu "BupobHuk" (BBegeHHs
anbTepHaTMBHOro BUPOGHMWKa, BiAMNOBIAANbLHOro 3a BUMYCK cepii)
Ta "MicLe3HaxodeHHs1 BUpobHKKa Ta oro agpeca micus
NPOBaXEHHSA OiANbHOCTI" Ta AK HacnigoK BiANOBIAHI 3MiHW B
TEKCTi MapKyBaHHs YakoBKM NikapCcbKoro 3acoby.
BBeaeHHs1 3MiH NpoTAroM 6-Tu MicAUiB NiCnsa 3aTBepAXeHHS
3MiHun | Tuny - 3MiHM 3 sikocTi. FoToBMI Nikapcbkui 3acib.
Cwuctema KoHTeHep/3akynoptoBanbHuii 3aci6. 3miHa
nocTavanbHuKa nakyBanbHMX MaTepianis abo KOMNMEKTYUNX
(sIKLLIO 3a3HaYeHO B AOCHE) (BUNMYYEHHS mocTavarnbHuKa)
BunyyeHHs noctavansHuKa ronok Ans komnnektauii M3
EH6pen nio no 25 mr (Tyco Healthcare). 3anuwaeTtbes
aKTyanbHWM BUPOBHWUK, 3a3HadeHuii y gocke (Terumo Europe
N.V). BBegeHHs1 3MiH npoTsirom 6-Tu micsuis nicnsi
3atBepakeHHsl. 3MiHu Il Tuny - 3miHm 3 akocTi. ADI.
Bupo6HumuTBo. 3MiHM B npoueci BupobHuutea APl (3miHa
CTOCYETbCS aKTUBHOI pe4OBMHYM GionoriyHoro/iMmyHonoriyHoro
NMOXOAKEHHS ab0 BMKOPUCTaHHA XiMiYHUX ADP| y BUPOBHULTBI
nikapcbkoro 3acoby 6ionoriyHoro/iMmyHoMNoriYHOro MOXOAXEHHS,
SIka MOXKe MaTh 3HaYHWIA BNNUB Ha SiKiCTb, Besneky Ta
edeKTMBHICTb NMikapcbKoro 3acoby, i He CTOCYETbCS NPOTOKONY)
BBeaeHHs HOBOro y40CKOHaNeHoro BUpO6HMYOro npoLecy
(BCOKOMPOAYKTUBHMI Be3cMpoBaTOYHMIN NpoLEeC BUPOBHMLTBA),
KU [ae MOXIUBICTb 36iNbLUMTY BUXi4 Ail04HOI pe4oBUHY,
BUIOTOBJIEHOI B MeXax OAHIEI cepii, LWNSXOM Y4O0CKOHaMNeHHs
NPOAYKTUBHOCTI BUPOBHMLITBA Ta NoganbLUUX CTaAil O4ULLEHHS,
BMKOPWCTOBYHOUM OOWH 1 TOW e GaHK KMiTWH, Wo iy
nonepeaHbOi Bepcii BUpobHuyoro npouecy. BeegeHHs 3miH
npoTarom 6-Tu micsAuis nicns 3aTeepaxeHHs. 3MiHun |l Tuny -
3MmiHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneumadikauin Ta/abo gonyCTUMUX MEX, BUSHAYEHNX Y
cneuunadikauisix Ha A®l, abo BUXIGHUA/NPOMIXHMWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeCi
BMpobHuUTBa A®I (BMNy4eHHs napameTpa cneundikauii, skui
MOXe MaTu CYyTTEBMI BNUB Ha AkicTb APl Ta/abo rotoBoro
nikapcbkoro 3acoby) BunyyeHHsi cyTTEBOro nokasHvka

«KinbHicHe BU3Ha4YeHHs 3BA3yBanbHUX peuenTopisy 3i

cneumaikauii Ha MOMEHT BUMYCKy/Nig Yac BUNpobyBaHHs
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CTabinbHOCTI, WO BUKOPUCTOBYETHLCS Nif, Yac BUPOOHMLITBA
LitoY0i PevoBMHN Ta Mae CYTTEBUIA BNIMB Ha 3ararnbHy siKOCTi SIK
nitoyoi pevoBuHK, Tak 1 M3, 3miHa € pe3ynbTaTtom BBEAEHHA
3miHm Tuny Il, B.l.a.2. 3miHun B npoueci BupobHuuTea AdI.
BBefeHHst 3MiH NpoTArom 6-Tu MicALIB MiCNsa 3aTBepAXEHHS.
3MiHu Il Tuny - 3minun 3 skocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax cneumdgikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHuX y cneundikauisax Ha A®I, abo BUXigHUA/MPOMIXKHNIA
NpPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHMUTBa AP (3MiHa No3a mexamu 3aTBepAXKEHOro
nianasoHy y cneumdikauii Ha A®l) 3miHa KpiTepiiB NPURHATHOCTI
cneundikauii aitovoi peyoBuHM — npodinb N-3B’s3aHNX
onirocaxapuvais. 3miHa € pe3ynbTaTom BBeAEHHS 3MiHU Tuny I,
B.l.a.2. 3miHu B npoueci BupobHuuTBa A®l. BBeaeHHs 3miH
NPOTAroM 6-TU MicALIB NiCNsa 3aTBEPKEHHS.
123.| EPAKCUC NOpoLUOK ANs Mdpansep CLUA ®apmauisa i AngxkoH CLUA BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHun | Tuny - 3a UA/12190/01/01
pPO34MHY AN IHK. Komnani JINC 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
iHdy3in no 100 mr, 1 3MiHM) - OHOBEHHS TEKCTY MapKyBaHHS YNakoBKM MiKkapCbKOro
bnakoH 3 NOPOLLKOM 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HaYeHHs1 OaUHULb
B KapTOHHIN BUMiptoBaHHs y cuctemi S| (BBeneHHst 3aMiH npoTarom 6-Tu
ynakoBLi MicsiLiB nicnsi 3aTBepAXKEHHS)
124.| ECTIBA 600 TabneTku, BKpUTI FETEPO IHAis letepo J1a63 IHais BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/1590/02/01
obonoHkoto, no 600 NAB3 JlimiTeq 3MiHM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
mr, no 30 TabneTok JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX aHUX NPO CUCTEMY
y KOHTeWHepi; no 1 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
KOHTENHepyY B hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KapTOHHI kopobLi 3a 3[iiCHEHHs1 hapMakoHarnsiay; KOHTaKTHOI ocobu 3
hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cuctemn chapmakoHarnsay) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHYMKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hapmakoHarnsagy B YKpaiHi.
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosud. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu 3asiBHUMKa, BignoBiganbHoi
3a 34icHeHHs bapmakoHarnagy B YkpaiHi
125, ECUNTAM® TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15764/01/02
ACIHO NniBKOBOO "ACIHO 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
o06oroHkoto, no 20 YKPATHA" 3MiHM) - BHECEHHS 3MiH 40 p. MapKyBaHHS; 3anponoHOBaHO:
mr, no 10 TabneTok Posgin MapkyBaHHs 3rigHO 3aTBEpAXXEHOro TEKCTY MapKyBaHHS.
y bnictepi; no 1, 3 OHOBRNEHHSI TEKCTY MapKyBaHHS YNakoBKM NikapcbKoro 3acoby 3
abo 6 6nictepiB y BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsA OanHULb
KapPTOHHIN navui BMMiptoBaHHS y cuctemi Sl. BBegeHHs 3miH NpoTarom 6-tu
MicALiB nicns 3aTBepAXeHHS
126., ECUATAM® TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/15764/01/01
ACIHO NniBKOBOO "ACIHO 3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui peuyernmom
obonoHkoto, no 10 YKPAIHA" 3MiHM) - BHECEHHS 3MiH 40 p. MapKyBaHHS; 3anponoHOBaHO:

mr, no 10 TabneTtok
y bnictepi; no 1, 3

Po3gin MapkyBaHHs 3rigHO 3aTBEpPOXXEHOrO TEKCTY MapKyBaHHS.
OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby 3
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
abo 6 6nictepiB y BHECEHHSM iHdopMaLii Woa0 3a3HaYeHHs! OAUHNLb
KapTOHHIM nayui BUMiptoBaHHs y cuctemi Sl. BBegeHHSA 3MiH npoTsrom 6-Tu
MicAUiB Nicng 3aTBepAXEHHS
127 3ABEAOC® niodinisat Ans NOANSEP CLUA AxTasic ITanis ITanisa BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 3a UA/9322/01/01
PO3YnNHY Ans IHK. C.n.A. 3MiHu 3 gkocTi. APl. BupobHuuTBo. 3MiHM B NpoLEeCi peuyernmom

iHdpysin no 5 mr; 1
nakoH 3
nioginisatom B
KapTOHHi KopobLi

BupobHuuTBa APl (HesHayHa 3miHa y npoueci BUpobHMLTBA
ADI) -
yAOCKOHaneHHs npouecy BupobHuutea APl Ha cTagii 9b, a came
nonaHe baratopasoBe pe-CycneHAyBaHHs HEOUNLLLEHOTO
inapybiLuHy rigpoxnopuay B CyMilli MeTaHON/MeTUNeHXnopua
[ONs NOKPALLeHHs1 AKOCTi Nikapcbkoi peyoBuHU. LLNax cuHTesy He
3MIHIOETLCS, MPOMIKHI MPOAYKTU 3anuLlaloTbCs HE3MIHHUMW, | He
BMKOPUCTOBYHOTLCS HOBI peareHTn. BBegeHHs 3amiH npotsarom 9-
TW MicsiLiB nicns 3aTBepAXeHHs; 3MiHuM | Tuny - 3MiHK 3 sKOCTi.
A®I. KonTponb A®I. 3miHa y napameTpax cneumndikauin Ta/abo
OONYCTUMUX MEX, BU3Ha4YeHuX y cneuudikauisgx Ha Adl, abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS Y
npoueci BupobHuytea A®I (iHLwi 3mMiHW) - 3MiHK Y cneymdikaLiio
po3unHHKKa — TeTparigpodypaHy (THF), a came rigpoxiHoH
3amMiHeHu Ha Bygunrigpokcutonyonom (BHT), wo
BMKOPUCTOBYETBCS Y AKOCTI cTabinisytouoi fobaBku. BBeaeHHs
3MiH NpoTAromM 9-Tu MicAuiB NicnNsA 3aTBEPAXKEHHS; 3MiHU | Tuny -
3miHu 3 sikocTi. A®I. KoHTponb AdI. 3miHa y meTogax
BMNpobyBaHHa APl abo BuxigHOro martepiany/npomixHoro
NpoAYKTYy/peareHTy, Lo BUKOPUCTOBYETHLCS Y NMPOLIEC]
BMpobHUMUTBa A®PI (iHLWi 3MiHKM Y MeTogax BUNPobyBaHHs
(Bkntoyatoum 3amiHy abo gonosHeHHs1) A®l abo
BUXiQHOrO/MPOMIXKHOro NPOAYKTY) - 3aMiHa 3aTBEepAXKEHOro
metoay BEPX MA4234XX Ha po3pobneHnnii HoBuii metog BEPX.
3anponoHoBaHun metog BEPX 3gatHun BigokpemnioBatu aBa
paHille cninbHo-entotoYi Niku, Taki ik C-15 enimep inapybiuuHy
BiA inapy6iuuHy. 3a gonomoroto HoBoro metody BEPX nomiwika
C-15 enimep yiTKO BUABNSETLCA Ta 4OAAETLCA A0 cneundikauii
3 HOpPMYBaHHsAM «He binbwe 0,5 %». BBeaeHHs 3MiH npoTsrom
9-Tn MicsAUiB Nicns 3aTBepAXXEHHS; 3MiHN | Tuny - 3MiHK 3 AKOCTI.
A®I. KonTtponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OOMNYCTUMUX MEX, BU3HAYeHuX y cneuudikauisx Ha AdDl, abo
BMXiAHUA/NPOMIKHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (3BYy)XEHHSI ONYCTUMUX MEX,
BM3Ha4YeHuX y cneundikauii) - 3By>XeHHS AONYCTUMUX MEX Y
cneuundikauii A®I 3a nokasHnkom «Boga» 3 6,0 % 8o 5,0%.
BBeaeHHs 3MiH NpoTaroM 9-Tu MicAUIB NicNa 3aTBEPOKEHHS;
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneumadikauin Ta/abo 4ONyCTUMUX MEX,
BM3Ha4yeHuX y cneundikauiax Ha A®I, abo BUXiGHUA/MPOMIXHWUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BMpobHuuTBa APl (gonoBHeHHS cneundikauii HoBUM
NMOKa3HWKOM SIKOCTi Ta BiAgMNoBigHNMM METOAOM BUNPODYBaHHS) -
[0NOBHEHHA cneumndikauii APl HOBMM NOKa3HUKOM SIKOCTi Ha
BM3Ha4eHHs goMiwok «Impurity at RRT 0.8 (PNU 731949E)» 3
KpUTEpIiEM NPUNHATHOCTI «He Binbwe 0,2 %». BBegeHHs 3MiH
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

npoTsarom 9-Tm micAUIB MICNSA 3aTBEPAXEHHS; 3MiHM | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneumngikauin Ta/abo goNyCTUMUX MEX, BUSHAYEHNUX Y
cneuungikauisx Ha A®l, abo BUXIOHWIA/MPOMIKHUN
NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHMUTBa APl (qonoBHEHHS cneuudikalii HoBUM
NoKa3HWKOM SIKOCTi Ta BigMnoBigHNUM METOAOM BUNPODOYBaHHS) -
[OOMNOBHEHHSA cneuundikauii AQl HOBUM NOKa3HMKOM Ha
BU3Ha4YeHHS AoMilLok «Any unspecified impurity» 3 kputepiem
NPURHATHOCTI «He Ginble 0,10 %». BBegeHHs 3MiH npoTsirom 9-
TW MicsILiB Nicns 3aTBepAXeHHS; 3MiHM | Tuny - 3MiHKU 3 sAKOCTi.
A®I. KonTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BUXiQHOrO MaTepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea A®| (iHwwi 3miHn y
mMeToaax BunpobyBaHHs (Bknoyakym 3aMmiHy abo JONOBHEHHS)
A®| abo BMXiQHOrO/MPOMIXHOIO NPOAYKTY) - AOAAHHS
anbTepHaTMBHOrO MeToAy BUNpobyBaHHA aTOMHO-EMICIAHOI
crnekTpomeTpii 3 iHAYKTUBHO-3B’A3aHO0 Na3Moto 40 BXe
3aTBepAXeHOoro Metoay aToMHo abcopbuiiHOi cnekTpomeTpil
Ons BU3Ha4eHHs cpibna. 3anponoHoBaHwWii meTo 6asyeTbes Ha
3aranbHin ctaTtTi 2.2.57 Ep Ta USP. [logaTkoBO BHOCSATHLCS
peaakTopchbki npaeku o po3gainie 3.2.S.4.1. Cneundikauis ta
3.2.8.4.2. AHaniTuyHi MeToauku (BUAaneHi HoMepy BHYTPILLHIX
HoMepiB BUNpobyBaHHA MAO134XX ons opraHiyHmx
po3unHHuKiB Ta MAOO16AB anga Bu3Ha4YyeHHs BMICTY BoAM,
OCKiNbK/ LIl HOMEHKNaTypa 3actapina; Ao NokasHuka
BM3Ha4YeHHs BOAW A04aHO nocunaHHsA Ha MoHorpadito CLUA, ska
rapMoHi3oBaHa 3 MoHorpadgieto EP. BBegeHHs 3miH npotarom 9-
TV MicaUiB NicNsa 3aTBepAXeHHS

128.

3APCIO®

PO34UNH AN iH'eKuin
abo iHdysin, 30 MAH
0[A/0,5 mn; no 0,5
MI PO34MHY B
nonepeaHLo
3anoBHEHOMY
wnpuui,
OCHalLeHoro
nopLuHemMm,
iH'€KLiHOLO TOfKoto,
KOBMaykoMm Ta
3aXUCHUM
NpUCTPOEM Ansi
3anobiraHHs
MOLLKOAKEHHS
ronkowo nicnsa
3aCTOCyBaHHs, y
6nicTepHin ynakosui;
no1 abo5
onicTtepHux
yNaKoBOK B
KapTOHHiIN kopobui

CaHpos
m6X

ABCTpia

An [i Ti Bionorika
'm6X, HimeuunHa
(BignoBiganbHWn 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTpOIb cepii);
CaHpos 'm6X —
BisHec nigposain
TEXHOOorivYHa
po3spobka Ta
BMPOBHULITBO
GionoriyHmnx
nikapcbknx 3acobis
Wadtenay (6TOM
Onc), Aectpis
(BignosiganbHuii 3a
BMPOBGHULTBO,
nakyBaHHs,
KOHTPOJb cepii Ta
BUMYCK cepii)

HimeyunHa/
ABcTpis

BHECEHHS 3MiH 40 peecTpauiHux matepianis: 3miHu Il Tuny -
3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnagy.
BHeceHHs1 abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB Buaaui
peecTpauinHoro Noceig4YeHHs, Bkoyatouu MNMnaH ynpasniHHS
pv3vikamu (3acTocyBaHHsi 3MiH(1), siki(a) BUMararTb(€)
noganbLIoro obrpyHTyBaHHS HOBUMW JOAATKOBUM AaHUMMU, LLO
MaloTb HalaBaTUCSt KOMMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLiHKA KOMMNETEHTHUM OpraHoMm) -
AeTtanbHUi onuc cMCTeMM ynpasniHHA pu3nkaMuy y BUrNsai
nnaHy ynpasniHHSA pUsmMkamu, Wo HagaHWin 3asBHUKOM, MICTUTb
pU3MK NPONOPLINHI 3axoan 3 MiHiMi3aLii pu3unKiB Ta 34iINCHEHHS
hapmakoHarnagy. IHdbopmauis 3 6e3neku, Lo npeacTaBrneHa B
iIHCTPYKLii AN MeanYHOro 3acTocyBaHHs! NikapCcbKoro 3acoby
3apcio®, po3unH Ans iH'ekuin abo iHdysin, 30 mnH OJ/0,5 mn;
no 0,5 mn po34nHy B nonepegHL0 3anoBHEHOMY LUMNPUL,
OCHALLLEHOro MOpLUHEM, iH'EKLIHOI FOfIKO, KOBNAYKOM Ta
3aXVCHWUM MPUCTPOEM A1 3anobiraHHs NMOLLUKOAXKEHHS! FONKOH
nicns 3acTocyBaHHs, y 6nictepHin ynakosui; no 1 abo 5
BnicTepHMX yNakoBOK B KAPTOHHIN KOPOOL|i; PO34MH ANs iH'eKuin
abo iHdysin, 48 mnx O/0,5 mn; no 0,5 mn po3yunHy B
rornepeaHbO 3aMOBHEHOMY LUMPULLi, OCHALLEHOrO NOPLUHEM,
iH'€KLiIHOIO roMnKo, KOBMAa4YkoM Ta 3aXMCHUM NPUCTPOEM Ans

3a
peuerimom

UA/12447/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3anobiraHHs NOLLKOLKEHHS FONKO0 NICNs 3aCTOCYBaHHS, y
6nicTepHin ynakoBui; no 1 abo 5 GnicTepHMX ynakoBoK B
KapTOHHI Kopobui Binobpaxae 3axoam 3 MiHiMisauii pusukis,
BiAnoBiAae iHpopmalii, BUKNaaeHin y nnaHi ynpaeniHHsS
pV3ViKamK, HafaHOoro 3asiBHUKOM
129.| 3APCIO® PO34MH ANst iH'eKUin CaHpos AscTpiga An [i Ti Bionorika Himeyunna/ BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu Il Tuny - 3a UA/12447/01/02
abo iHdysin, 48 MiH m6X 'M6X, HimeuunHa ABcTpis 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
0[A/0,5 mn; no 0,5 (BignosiganbHuii 3a BHeceHHs1 abo 3miHa(1) no 3000B'A3aHb Ta yMOB BuAaadi
M1 PO34MHY B BMPOOHULTBO, peecTpauiiHOro NocBigYeHHs1, BKIoYatouu MnaH ynpaeniHHs
nonepegHLo naxkyBaHHs, pv3viKamu (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
3anoBHEHOMY KOHTpOnb cepii); noaanbLUoro o6rpyHTYBaHHS HOBUMW A0AATKOBMM AaHUMU, LLO
wnpwuui, CaHnpo3 'm6X — MaloTb HaJaBaTUCS KOMNETEHTHUM OpPraHoOM, OCKINbKU
OCHalLieHoro BisHec nigposain BMMAaraeTbCs CyTTEBA OLliHKA KOMMNETEHTHUM OpPraHoMm) -
nopLuHeMm, TEeXHoMoriyHa neTanbHUiA onmc cMCTEMM YNpaBniHHA pu3vkaMuy y BUrNsSAi
iH'EKLIINHOIO ronKoto, po3pobka Ta nnaHy yrnpasniHHSA pusmMkamu, LWo HagaHWin 3assBHUKOM, MiCTUTb
KOBMaykoMm Ta BMPOBHULITBO pU3MK NPONOPLINHI 3axoan 3 MiHiMi3auii pu3uKiB Ta 30INCHEHHS
3axvUCHUM GionorivyHmx dapmakoHarnagy. IHdbopmauis 3 6e3neku, LWo npeacTaBneHa B
NpUCTpoeEmM Ans nikapcbknx 3acobis IHCTPYKUiT ANs MeanyHOro 3acTocyBaHHS fikapcbkoro 3acoby
3anobiraHHs WadTenay (6TOAM 3apcio®, po3umH ans iH’ekuinn abo iHdyain, 30 mnH O/0,5 mn;
NOLLKOOXKEHHA ArncC), Aectpis no 0,5 Mn po3ynHy B nonepeaHL0 3anoBHEHOMY LUMPUL,
ronkoo nicns (BignosigansHuii 3a OCHAaLL,eHOro MopLUHEM, iH'EKLIHOI FOfIKOK0, KOBNAYKOM Ta
3acToCyBaHHs, y BMPOBHMLTBO, 3aXVICHUM MPUCTPOEM Ans 3anobiraHHs NOLLKOOXKEHHS rOMKo
GnicTepHin ynakosui; nakyBaHHs, nicns 3acTocyBaHHs, y 6nicTepHin ynakosui; no 1 abo 5
no 1 abo 5 KOHTPOSb Ccepii Ta GnicTepHMX yNakoBOK B KAPTOHHIN KOPOOLLi; PO34MH Ans iH'eKUin
GnicTepHuMx BUNYCK cepii) abo iHgysin, 48 mnH O/0,5 mn; no 0,5 Mn po3ynHy B
yrnakoBOK B ronepegHbLO 3aNOBHEHOMY LUMPULi, OCHALLEHOro MOPLUHEM,
KapTOHHI kopobLi iH'EKLIHOO FOMKO0, KOBMAYKOM Ta 3aXMCHUM NPUCTPOEM Ans
3anobiraHHs MOLLKOOXKEHHS rONKoto MNiCnsi 3aCTOCYBaHHS, Y
GnicTepHin ynakoBui; no 1 a6o 5 GnicTepHMX ynakoBoK B
KapTOHHI kopobui BinoGpaxae 3axoam 3 MiHimisauii pusmkis,
Bignosigae iHdopmalii, BUknageHin y nnaHi ynpasniHHS
pv3nKamu, HagaHoro 3asiBHMKOM
130.| 30110T® TabneTku, BKpUTI Mdpansep CLWA BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/7475/01/01
NNiBKOBOIO IHK. nepsuHHe Ta HimeyunHa 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peuenmom
obonoHkoto, no 50 BTOPVHHE 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
Mr, no 14 tabnetok nakyBaHHs, 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEHHS OQNHULb
y 6nictepi; no 2 KOHTPOJSb SKOCTI, BMMIiptoBaHHSA y cuctemi Sl (BBegeHHs 3mMiH npoTarom 6-1m
Gnictepu y BUMYCK Cepii: MiCALiB Nicns 3aTBepAXeHHS)
KapTOHHIN yrnakoBLi Xaynt ®apma
JNatina C.p.n.,
ITanis;
BMPOGHMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHS1,
KOHTPOJSb SIKOCTI,
BUMYCK Cepii:
Mdansep
MeHtobekyypuHr

LOonuneng Mm6X,
HimeyynHa
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
131, 30NTA KOHLeHTpaT ans Amakca Benuka INabopatopioc Icnanis BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/15207/01/01
pO3uunHy onsa nTa BputaHis Hopmon C.A. 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
iHdpysin, 4 mr/5 mn 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
no 5 mn y cnakoHi; ynakoBku [T13. BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA
no 1 ¢onakoHy B J13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
KapTOHHI Kopobui 3aTBEPAXKEHOro TEKCTY MapKyBaHHs. TakoX OHOBMEHHS TEKCTY
MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWo40 3a3HaYeHHs1 OQUHULB BUMIPIOBaHHS Y CUCTEMI
Sl. BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicns 3aTBepAEeHHS
132.| 30NTEPO KOHLleHTpaT Ans FETEPO IHais letepo J1a63 IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14961/01/01
pO34unHy onsa NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
iHoysin, 4 mr/5 mn; JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTeEMY
no5 mn hapmakoHarnagy (BBeAeHHs ysaranbHeHWX AaHWX Npo cucTemy
KOHLleHTpaTy y (hbapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
bnakoHi; no 1 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHoi ocobu 3
dnakoHy y apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsay B
KapTOHHI kopobui YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiAnoBiAanbHOI 3a 34iicCHeHHA hbapMakoHarnsay (Bko4Yaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiAnNoBiAanbHOI 3a 3AiNCHeHHA pbapmakoHarnsagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iMCHeHHsa hapMmakoHarnsay B YKpaiHi
133.| IBYHOPM BEBI | cycneHsis opanbHa, Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 6e3 UA/11513/01/01
100 mr/5 mn no 50 BO 3 oBMexeHot 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
mn, 100 mn abo no obmexeHo BiANOBIAAnNbHICTIO 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA 13:
200 mMn y donakoHi; 10 "®apmaueBTuyHa 3anpornoHoBaHo: MAPKYBAHHA BignosigHo 0o 3aTBEpAXEHOro
no 1 dnakoHy signosiga komnaHisa "3gopos'a” TEKCTY MapKyBaHHS. 3MiHN BHECEHi B TEKCT MapKyBaHHS
pasom 3 403y4UM NbHiCTIO NMepBVHHOI Ta BTOPMHHOI YNakoBKu Nikapcbkoro 3acoby woao
NPUCTPOEM Y "®apmaue 3a3Ha4YeHHs1 Mi>XKHAPOA4HUX NO3HaYeHb OANHULb BUMIPIOBAHHS.
KOpoO6Li 3 KapTOHY BTUYHA BBeaeHHs 3MiH NpoTaroM 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
KOMMaHis
"3gopos'a”
134, 130-MIK® cnpen TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/2621/01/01
cy6niHreanbHuUi "MIKPOXI "MIKPOXIM" 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
pososaHui, 1,25 M" 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
mr/gosy, no 15 mn 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
(300 po3) y donakoHi BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3MiH Jo posginy
3 PO3nunBaYem; no “MapkyBaHHa” MKA J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
1 donakoHy y nauui 3 3aTBEPAXEHOro TeKCTY MapKyBaHHs. TepMiH BBE4EHHS 3MiH -
KapTOHY npoTAroMm 6 MicsLiB Nicnsa 3aTBepaXEHHS
135.| I3OHIA3UAO Tabnetkn no 100 wmr, Makneoac IHAis Makneoac IHais BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/15099/01/01
no 10 Tabnetok y ®apmach dapmacbioTuKanc 3MiHK 3 sKoCTi. [0TOBMIA Nikapcbkui 3acid. KoHTponb rotoBoro | peuerimom
6nictepi, no 3, 9 abo toTVKanc Iimiteq nikapcbkoro 3acoby. 3miHa y meTogax BUunpobyBaHHS rOTOBOro
10 6nicTepiB y Nimiteq nikapcbkoro 3acoby (BMny4YeHHst MeToay BUNpPoOyBaHHS, SKLLLO

KapTOHHIM ynakoBLi;
no 28 tabneTtok y
bnictepi, no 3 abo

BXE 3aTBEPAXEHWUI anbTepHaTUBHUIN MeToa) — BunyyeHHs
METOAMKM BU3HAYEHHS NokasHuka «KinbkicHe BU3HAYEHHS »
mMeTogoM TUTpUMeETpIi, OCKiNbKN BU3HAYeHHS AyOnoeTbest
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24 6nictepn y metogom BEPX, gonyctumi mexi 3anvianTbCa HE3MiHHUMMY;
KapTOHHiI# ynaxoBsLy; 3MiHM | TMNy - 3MiHK 3 AKOCTI. [OTOBUI NikapCbkuin 3aci6.
no 1000 Tabnetok y KoHTponb rotosoro nikapcbkoro 3acoby. 3miHa y meTopax
nonieTuneHoBomy BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLWi 3MiHW y
nakerti, no 1 nakeTy mMeTofax BUNpobyBaHb (BKMOYaoun 3amiHy abo [JONOBHEHHS)) —
y NNacTMKoBOMY 3MiHM y meToauLi BU3HaYeHHs nokasHuka «KinbkicHe
KOHTENHepi BU3Ha4YeHHsA» MeTogom BEPX. [lonOBHEHHS METOAMKN
NoABINHWUM BUrOTOBIEHHAM CTAHAAPTHOrO PO34MHY, 0OYNCIEHHS
koedpilieHTa nogibHOCTI AN KpaLLoro KOHTPOro Ta
BUMNPaBIEHHS MOXNOKM CTaHAAPTHOrO PO34mMHY; 3MiHu | Tuny -
3MiHM 3 gKocTi. [oToBUIA Nnikapcbkuid 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BunpobyBaHHsi FOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHM y meTopax BunpobyBaHb
(Bkntoyaroum 3amiHy abo fonoBHEHHS)) — 3MiHM y MeToauLi
BM3HAYeHHS nokasHuka « CynyTHi gomiwkn» metogom BEPX.
[onaBaHHA NpUroTyBaHHA pyxoMoi casu, nnauebo, wo
[03BONUTb BiNbLU TOYHILLE BU3HAYUTU JOMILLKY, fOAaBaHHS
NPUMITKM NPO 3MiHy CTabinNnbHOCTi CTaHAAPTHOIO PO34YUHY, 3MiHY
Yyacy i TemnepaTypu 0b6pobku ynbTpasBykoM BUNpobyBaHOro
pO34unHy, 3MiHa y MapameTpax xpomarorpadiyHoi cuctemm
136.| I3OHIA3NAO Tabnetku no 300 wmr, Makneoac IHais Makneoac IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/15099/01/02
no 10 Tabnertok y $apmach dapmacbioTuKanc 3MiHM 3 siKkocTi. [oTOBMIA Nikapcbkuii 3acib. KoHTponb rotoBoro | peuernmom
GnicTtepi, no 3, 9 abo loTUKanc JlimiTeq nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS FOTOBOrO
10 GnicTepiB y JlimiTeq nikapcbkoro 3acoby (BUNy4YeHHs MeToay BUNPOOYBaHHS, SIKLLO
KapTOHHIN ynakoBLi; BXXE 3aTBEPAXEHWU anbTepHaTUBHUIA MeToa) — BunyyeHHs
no 28 tabnetok y METOAMNKN BU3HAYEHHS nokasHuka «KinbkiCHe BU3Ha4YeHHs»
GnicTtepi, no 3 abo mMeToaoM TUTpUMETPIT, OCKINbKN BU3HaAYEHHS! Ay6noeTbest
24 6nictepun y meTtogom BEPX, ponyctumi mexi 3anmiwarnTbCa HE3MiHHUMU;
KapTOHHIN ynakoBsLi; 3MiHM | TNy - 3MiHK 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
no 1000 Tabnetok y KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTopax
nonieTurieHoBomy BMNPOGYBaHHSI rOTOBOrO fikapcbKoro 3acoby (iHLWi 3MiHW y
nakerti, no 1 nakeTy mMeToAax BunNpobyBaHb (BKMYaoun 3aMiHy abo [JONOBHEHHS)) —
y NNacTUKOBOMY 3MiHM y MmeToauLi BU3Ha4YeHHs nokasHuka «KinbkicHe
KOHTENHepI BU3Ha4YeHHsA» meTogom BEPX. [JonoBHEHHs MeToauKun
NoABIiHUM BUrOTOBIIEHHAM CTaHAAPTHOIO PO34MHY, 0BYUCIIEHHS
KoedpilieHTa nogibHOCTI AN KpaLLoro KOHTPOo Ta
BUNPaBIIEHHS NOXMOKM CTaHAAPTHOrO PO34nHy; 3miHu | Tuny -
3MiHM 3 siKkocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporb roToBOro
nikapcbkoro 3acoby. 3miHa y MeTofax BUNpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (iHwi 3mMiHW y MeTogax BunpobyBaHb
(BkntoyarouM 3aMiHy abo ONOBHEHHS)) — 3MiHM y MeToauui
BM3Ha4YeHHs nokasHuka «CynyTHi gomilkm» meTogom BEPX.
[oaaBaHHA NpUroTyBaHHS pyxomoi ¢asu, nnauebo, Wwo
[03BOMUTb BiNbLU TOYHILLE BU3HAYUTU AOMILLKY, AOAABAHHS
NPUMITKM MPO 3MiHY CTabinbHOCTi CTaH4APTHOrO PO34YUHY, 3MiHY
Yyacy i Temnepartypu 06pobku ynbTpa3BykoMm BUNpobyBaHOro
pO34uMHy, 3MiHa y mapameTpax xpomarorpadiyHoi cuctemm
137, INAPIC NOpOLLUOK ANst HoBapTic LLisenuapi Oendapm XioHiHr PpaHuis/ BHECEHHS 3MiH O peecTpauiiHuX Marepianis: 3MiHu | Tuny - 3a UA/14525/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
PO3UMHY ANnst ®apma Al A CAC, ®paHuis Lsevuapis 3MiHM Wwoao 6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy. peuernmom
iH ekuirt no 150 mr; 1 (KOHTPOMb SIKOCTI); BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTEMY
brakoH 3 NOPOLLKOM HosapTic ®apma AT, hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX JaHWUX NPO CUCTEMY
(3 mapkyBaHHAM LLisenuapis dhapmakoHarnagy, 3miHa ynoBHoBa)KeHoi ocobw, BignosigansHoi
YKpaiHCbKOO (bioananis); 3a 34iiCHeHHs bapmakoHarnsay; KOHTakTHOI ocobu 3
MOBOI0) Y kKopobui 3 HoapTic ®apma hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
MapKyBaHHAM LWrenH AT, YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
yKpaiHCbKoW Ta LLisenuapis BiANOBiAanNbHOI 3a 3AiNCHeHHS hapMakoHarnagy (BKmoyar4m
pocincbKoro (BpOBHULTBO, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
MoBamu; 1 cpnakoH 3 KOHTPOIb SIKOCTI, cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXKeHoi ocobm
NOPOLLKOM (3 nepBuHHE Ta 3asiBHMKA, BiANOBIAaNbHOI 3a 34iNCHEHH hbapmakoHarnagy.
MapKyBaHHAM BTOPUHHE Ritoua pepakuis: Philippe Close, M.D. NponoHoBaHa pepakuis:
YKpaiHCbKOO nakyBaHHS, BUNYCK David J Lewis, B.Sc (Hons), Ph. D. 3miHa KoHTakTHOi 0cobu
MOBOI0) Y KOpobLii; cepii) yNOBHOBaXKeHOi 0cobu 3asiBHYKA, BiANOBIAANbHOI 3a 34iNCHEHHS
no 4 kopobku B dapmakoHarnagy B YkpaiHi. [litova penakuis: Cepepa tOnis.
nayui 3 MponoHoBaHa pepakuis: Opnos B’suecnas. 3miHa KOHTaKTHUX
MapKyBaHHAM OaHUX ynoBHOBaXKeHoi ocobu, BignoBigansHoi 3a
YKpaiHCbKOIO Ta dapmakoHarnsg.
POCiNCbKOI0 MoBaMu 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBU YNOBHOBaXEHOI
ocobu 3asiBHMKa, BiANOBiAanbHOI 3a 34iNCHEeHHS
hapmakoHarnsay B YkpaiHi. 3miHa Micus 3iliCHEHHs1 OCHOBHOT
nisinbHOCTI 3 hapmakoHarnagy. 3miHa micue3HaxoaeHHs
MacTep-canna
138.| IMATEPO® TabneTku, BKpUTI FETEPO IHais [eTepo J1a63 IHaisa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/15837/01/01
NNiBKOBOIO NAB3 JlimiTeq 3MiHM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
o6onoHkoto, no 100 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHuX NPo cUCTeMyY
mr no 10 TabneTok y hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cUcTemy
Gnictepi; no 1 abo hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
10 GnicTepiB y 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHoOi ocobu 3
KOpoO6Li 3 KapTOHY apmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOoi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MileHHi MacTep-daiina
cuctemu dhapmakoHarnsay) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHYMKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hbapmakoHarnsagy B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnpaHia Animosudy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu 3asBHMKa, BianoBigansHoi
3a 34iCHEeHHs1 hapmakoHarnagy B YkpaiHi
139.| IMATEPO® TabneTku, BKpUTI ETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH [0 peecTpauifH1X Marepianis: 3MiHu | Tuny - 3a UA/15837/01/02
NniBKOBOO JIAB3 NimiTeq 3MiHM Wwopo 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
obornoHkoto, no 400 NIMITEL BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY

mr no 10 TabneTok y
6nictepi; no 1 abo
10 6nicTepiB y
KopobLi 3 KapTOHY

hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHUX NPo CUCTEMY
dapmakoHarnsay, amiHa ynoBHoBaXeHoi ocobu, BignosigansHoi
3a 34ifCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHVKa AN 34iIMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHa Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi macTep-danna
cuctemu hapmakoHarnsgy) - 3miHa KOHTakTHOI 0cobu 3asBHMKa,
BigNoBiganbHOI 3a 34iicHeHHa papMakoHarnsgy B YKpaiHi:
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[itoua pepakuis — [JobpoBonbcbka HaTtanisi OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaniz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHsa cbapmakoHarnsgy B YkpaiHi
140.| IMYHOIMNOBYIN | po3uvH Ans iH'ekuin, TOB YkpaiHa TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny - 3a UA/13033/01/01
IH AHTUPE3YC | 1500 MO (300 m«kr "BIO®AP MNA3MA" 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
RHO(D) iMyHOrnoGyniHy) no MA BeeneHHs abo 3MiHM 40 y3aranbHeHUX faHuX MpPo CUCTEMY
noguHun 1 Mn B amnynax MNA3MA" hapmakoHarnsigy (BBeAEHHs y3aranbHeHUX JaHUX MPO CUCTEMY
Ne1, Ne3 a6o Ne5 (hbapmakoHarnsigy, aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnsay (BKMovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXeHoi ocobu
3asBHMKa, BiANOBIgaNbHOI 3a 34iNCHEHHA hapMakoHarnagy:
[itova pepakuia — Qurac JiaHa OnekcaHgpiBHa. MNponoHoBaHa
pepakuis — LLlep6ak MapuHa OnekciiBHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXEHOT 0cobu 3asiBHUKA, BifgnoBigansHoi 3a
3[iMCHEHHs dapmakoHarnsay
141, IMYHOIMNOBYN | po3uvH Ans iH'ekuin, TOB Ykpaina TOB "BIOPAPMA Ykpaina BHECEHHS 3MiH 0 peecTpaLlinHux matepianis: 3MiHu | Tuny - 3a UA/13033/01/02
IH AHTUPE3YC | 1500 MO (300 m«kr "BIO®AP MNA3MA" 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay. peuernmom
RHO(D) iMyHornoGyniHy) no MA BBeneHHst abo 3MiHM [0 y3aranbHeHWX JaHUX NPO CUCTEMY
oaguHn 2 Mn B amnynax MNA3MA" hapmakoHarnagy (BBegeHHs y3aranbHeHVX AaHux npo cuctemy
Ne1, Ne3 a6o Ne5 hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BigMiHHa Bif yNOBHOBaXXeHOi ocobu,
BiANoBiAanbHOI 3a 3AiNCHeHHs hapmakoHarnaay (BKnYarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MmileHHi MacTep-daiina
cuctemu papmakoHarnsay) - 3MiHa ynoBHoBaxeHoi 0cobu
3asiBHMKa, BiANOBIAANbHOI 3@ 34iNCHEHHS dhapMakoHarnsaay:
Litova pepakuia — Ourac HiaHa OnekcangpisHa. [NponoHoBaHa
penakuin — LLlep6ak MapuHa OnekciiBHa. 3MiHa KOHTaKTHUX
OaHnX YroBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBifanbHoi 3a
34iNCHEHHS chapmakoHarnagy
142 IMYHOINIOBYJ1 | po3uyuH ans iH’ekuin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15902/01/01
IH NIOAUHU 10% no 1,5 mn abo "BIO®AP MIIASMA" 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
HOPMANbHUN | 3,0 vmn B amnyni; no MA BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
- BIOPAPMA 10 amnyn B navui MNA3SMA"

hapmakoHarnagy (BBegeHHs! y3aranbHeHX AaHUX Npo CUCTEMY
hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol
3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOi ocobu 3
dapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dbapmakoHarnsagy B
YKpaiHi, AKL0 BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLleHHi MacTep-danna
cucteMmu hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobum
3asiBHWVKa, BiANOBi4aNbHOI 3a 34iNCHEHHs hapMakoHarnsaay:
Litoua pegakuia — Ourac HiaHa OnekcangpieHa. NponoHoBaHa
pepakuis — Lep6ak MapuHa OnekciiBHa. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOI 0CO0M 3asiBHUKA, BiANoBiganbHoi 3a




55

ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3AiCHEHHS hapmakoHarnsgy
143.| IHOOMETAUMWH | TabneTkun, BKpUTI AT YkpaiHa AT "Codpapma” Bonrapis BHECEHHS 3MiH 0 peecTpaLlinHux matepianis: 3mMiHu | Tuny - - UA/12654/01/01
CODAPMA o6onoHkoto, "BITAMIH 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta chapmakoHarnagy (iHLwi
KULLKOBOPO34MHHI NO n" 3MiHW) - OHOBMEHHS BXe 3aTBEPAXXEHOro TEKCTY MapKyBaHHS
25 wr, in bulk Ne Aansa ynakosky in bulk Ne5280 y 6nictepax 3 BHeCEHHAM
5280: no 30 no3HavyeHb OAMHULIL BUMIpOBaHHS 3a cuctemoto Sl, 3rigHo
Tabnetok y bnictepi; BuMor Haka3sy MiHicTepcTBa eKOHOMIYHOro pO3BUTKY i TOPriBni
no 176 GnictepiB y YkpaiHu Ne914 Big 04.08.2015. BHeceHHs 3miH A0 po3ainy
noninponineHosin «MAPKYBAHHA» B 3aTBepaxerHnx MKA N3 ans ynakosku Ne30
Kopobui (30x1) (BBeaeHHs 3MmiH npoTarom 6-Tu micauis nicns
3aTBEPOKEHHS); 3MiHM | TUNY - 3MiHK WwWoao
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy. BeeaeHHs abo
3MiHM A0 y3aranbHEeHNX AaHUX NPo cucTeMy dapMmakoHarnsgy
(BBEAEHHS y3aranbHeHUX faHux Npo cuctemy dapmakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BignosigansHoi 3a 30iACHEHHSs!
hapmakoHarnsay; KOHTakTHOi ocobu 3 hapmakoHarnsgy
3asiBHMKA ANA 3AINCHEeHHs bapMakoHarnagy B YKpaiHi, AKLo
BOHa BigMiHHA Bi yNnOBHOBa)KeHOI ocobu, BignosigansHoi 3a
3AiNCHeHHs hapMmakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi MacTep-daina cuctemu
hapmakoHarnsigy) - 3MmiHa KOHTaKTHUX AaHWX YNOBHOBaXXeHO!
ocobu 3asiBHMKa, BiANoBiAanbHOI 3a 34iNCHEeHHS
hapmakoHarnsgy. 3MiHa Micus 34inCHEHHS1 OCHOBHOI AisiNbHOCTI
3 (hapmakoHarnsay. 3MiHa agpecu mactep-danina cuctemm
hapmakoHarnsgy; amMiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHUKa (BnacHuka
peecTpauiiHoro NocBiAYEHHs1) - 3MiHa HalMeHyBaHHS! Ta agpecu
3asBHMKa (BBeaeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS)
144, IHOOMETAUWH | TabneTku, BKpUTI AT YkpaiHa BupobHunuTBO Bonrapis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/2304/03/01
COPAPMA o6onoHkoto, "BITAMIH Hepo3dacoBaHoi YkpaiHa 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peuenmom
KULLKOBOPO34YMHHI NO n" npoaykuii, nepeBuHHa 3MiHN) - OHOBMNEHHS BXe 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS
25 wr, no 30 ynakoBka abo

Tabnetok y bnicTepi;
no 1 6nictepy B
KapTOHHIN nadui

BMPOGHULTBO 3a

MOBHVM LIMKITOM:

AT "Codhapma”,
Bonrapis;

BTopuHHa ynakoBka,
[03BiN Ha BUNYCK
cepii:

AT "BITAMIHW",

YkpaiHa

Aans ynakoky in bulk Ne5280 y 6nictepax 3 BHECEHHAM
no3Ha4yeHb OAMHULL BUMipHOBaHHA 3a cuctemoto Sl, 3rigHo
BuMor Hakasy MiHicTepcTBa €KOHOMIYHOro PO3BUTKY i TOPriBAi
Ykpainm Ne914 Big 04.08.2015. BHeceHHs 3miH Ao po3ainy
«MAPKYBAHHA» B 3atBepaxeHnx MKA N3 gna ynakoskn Ne30
(30x1) (BBeaeHHs1 3MiH NnpoTsArom 6-Tu MicsiLiB nicns
3aTBepAXeHHs); 3MiHu | Tuny - 3miHn wono
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsay
(BBEAEHHS y3ararnbHeHUX faHuX Npo cucTemy apMmakoHarnsay,
3MiHa yNOBHOBaXeHOi ocobu, BignosiganbHoi 3a 34iMCHEHHS!
hapmakoHarnsigy; KOHTaKTHOI ocobu 3 hapmakoHarnsay
3asiBHVKa ANA 34iNCHeHHs bapMakoHarnagy B YKpaiHi, aKkwo
BOHa BigMiHHA Big ynoBHOBaXeHOi ocobw, BignosigansHoi 3a
3AiMCHEHHs hapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi macTep-carina cuctemm
dapmakoHarnsigy) - 3MmiHa KOHTaKTHUX AaHWUX YNOBHOBaXXeHOI
ocobu 3asBHMKA, BiANOBiganbHOI 3a 30iNCHEeHHS
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ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
papmakoHarnsigy. 3miHa Micusa 3A4iNCHEHHS1 OCHOBHOI AisiNbHOCTI
3 chapmakoHarnsay. 3MiHa agpecu mactep-daiina cuctemu
dapmakoHarnagy; aminu | Tuny - AgmiHictpaTuHi 3MiHn. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micusi NPOBaKEHHS AiSNbHOCTI
BMpOBHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BKIMIOYao4M AinbHULI BUNYCKy cepii abo MicLie npoBeAeHHs
KOHTPOIIO AIKOCTI. (ZisiNbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMNOpTEp, BKMOYA4M BUMYCK Cepilt) - 3MiHa
HalMeHyBaHHS Ta agpecu BupobHuka 13 BignosigansHoro 3a
BTOPVHHY YNakKoBKY, [O3BIN Ha BUMNYyCK cepii, 6e3 3aMiHu micus
BMPOBHMLTBA. 3MiHN BHECEHI Yy po3Ainu "BupobHukn" Ta
"MicuesHaxomxeHHs1 BUPOOHWKIB Ta aapech Micub NPOBa[KEHHS!
X AianbHOCTI" B iIHCTPYKLilO ANS MeAWYHOro 3acTOCYBaHHs Ta sk
HacnigokK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHSA yNakoBKU
nikapcbkoro 3acoby (BBeageHHst 3MiH MpoTSrom 6-Tu Micauis
nicns 3aTBepAXeHHs1); 3MiHKM | Tuny - AOMiHICTpaTWBHI 3MiHW.
3MiHa HallMeHyBaHHs Ta/abo agpecu 3asiBHMKA (BracHMUKa
peecTpauiiHoro NocBiAYEHHs1) - 3MiHa HalMeHyBaHHS Ta agpecu
3asiBHMKa (BBeAeHHs 3MiH NpoTArom 6-Tu MicsiiB nicnsi
3aTBEPAXKEHHS)

145, IHGAHPUKC cycneHsis (DTPa- nakcoCwmi Benuka nakcoCmiTKnsaiH Benbris BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) ans TKnsH BputaHis Bionogxikana C.A. 3MiHu 3 gkocTi. A®l. BupobHuuTBo. 3MiHM B NpoLieci peuernmom
NRIX HEXA™ iH’ekuii no 0,5 mn (1 EkcnopTt BMpobHuuTBa APl (He3HayHa 3miHa y npoueci BUpobHuULTBa
KOMBIHOBAH no3a) Ta niodinisar NimiTeq AdI) -

A BAKUUHA (Hib) 1 nonepeaHb0 3MiHW y CTpOKaxX eKcnnyarauii Ta oYmLLeHHSA

ansa HanoBHEHWN ynbTpadinbTpauinHoi MembpaHu (YP), o BUKOPUCTOBYETHCS Y
NMPO®UIAKTUK | ogHopasoswuii npoLeci KoHLeHTpauii Ta giadinbTpauii ans BupobHuUTBa

U OUDTEPII, wnpwuy (no 0,5 mn (1 ouuLLeHoro akTmoBaHoro 6anky Haemophilus influenzae tuny b
NMPABLA, [03a)) y KOMNIEeKTi 3 (PSAH) — 3 11 0o 24 BUKOPUCTaHb.

KALLUJTIOKY [BOMa ronkamu ta 3MiHM | Tuny - 3miHn 3 sikocTi. AP BupobHuuteo. 3miHn B
(ALENONAPH nakoH 3 npoueci BupobHuuytea APl (HeaHayHa 3miHa y npoueci

un niodpinizatom (Hib) BMpobHuuTBa AdI) -

KOMMNOHEHT), onsa 1 gosu, wo 3MiHM Y CTPOKax ekcnnyarauii Ta ovmLLeHHs XxpomaTorpadiyHoi
FENATUTY B, 3MilWwyoTbCs nepen renb konoHkn Sephacryl HR500, Lo BMKOpUCTOBYETLCA Mif Yac
MONIOMIENITY | BMKOPUCTAHHAM eTany O4YULLEHHS BUPOGHMLITBA KOH'IOrOBaHOr0 NMPOMiXXHOIo
TA (wnpwy 3 ronkamu npoaykty Haemophilus influenzae Tuny b (PRP-TT) — 3 10 go 16
3AXBOPIKOBAH | 3akputi rymosmMmu BMKOPUCTaHb

b, KoBnavkamu); ABi

36YOHUKOM ronku (ogHoro

AKUX € po3mipy), Wwnpuu Ta

HAEMOPHILUS | dnakoH repMeTu4Ho

INFLUENZAE 3anakoBaHi y

TNy B NNacTuKoBUM

KOHTenHep; no 1 abo
no 10 nnacTukoBux
KOHTENHepIiB y
KapTOHHIN Kopobui;

1 nonepegHbO
HanoBHEHWI
ofHopasoBui
wnpwy (no 0,5 mn (1




57
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
[[033a)) y KOMMIeKTi 3
ABOMa ronkamu Ta
nakoH 3
niodpinisatom (Hib)
ons 1 gosu, Wwo
3MiLy0TbCA nepen
BMKOPUCTaHHSIM
(wnpwy 3 ronkamm
3aKpuTi ryMOB/MM
KoBMavkamm); ABi
ronku (ogHoro
po3mipy), LWnpuL, Ta
nakoH repMeTu4HO
3arnakoBaHi y
nnacTUKoBUN
KOHTeWHep; no 1 abo
no 10 nnacTukoBux
KOHTENHepiB y
KapTOHHI KopobLi
146.| IHPAHPUKC cycneHsis (DTPa- nakcoCwmi Benuka nakcoCmiTKnsaiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu Il Tuny - 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) ans TKnsH BputaHis Bionogxikana C.A. 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. 3MiHu peuyenmo
NRIX HEXA™ iH’exuii no 0,5 mn (1 Ekcnopt Y KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TEKCTi M
KOMBIHOBAH no3a) Ta niodinisar JlimiTeq MapKyBaHHs Ta iIHCTPYKLUIT 4NnS MeaU4HOro 3aCTOCYyBaHHS y
A BAKUUHA (Hib); 1 nonepenHb0 3B’A13KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKNIHIYHUMU, KIiHIYHUMMN
ansa HanoBHEHWN [aHUMK Ta JaHUMK 3 hapmakoHarnsay - 3MiHU BHeceHi Ao
NMPO®UIAKTUK | ogHopasoswuii IHCTPYKUiT ANs MeguyHoro 3acTocyBaHHS fikapcbkoro 3acoby Ao
U OUDTEPII, wnpwuy (no 0,5 mn (1 po3ainis "IMyHonoriyHi Ta GionoriyHi BnacTMBoCTI" Nigpo3ainy
NMPABLA, [03a)) y KOMNIEeKTi 3 "dapmakogmHamika", CTOCOBHO HasiBHOCTi CEPONPOTEKTUBHUX
KALLUJTIOKY [BoMa ronkamm Ta aHTuUTIN renatuTy B, "TepmiH npuaatHocTi" (peaaryBaHHs
(ALENONAPH dnakoH 3 TekcTy). TepMiH BBeAEHHS 3MiH - NpoTArom 6 micsuis nicnsi
17 niodpinizatom (Hib) 3atBepmkeHHs. 3MiHu Il Tuny - 3miHu Wwoao
KOMMOHEHT), onsa 1 gosu, Wwo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. 3MiHM y KOpoTKi
FENATUTY B, 3MilWwyTbCs nepen XapaKTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
NONIOMIENITY | BUKOPUCTaHHAM IHCTPYKUIT AN MeQNYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMM
TA (wnpwy 3 ronkamu OaHUMU 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMU AaHUMKW Ta AaHUMKN
3AXBOPIOBAH | 3akputi rymosmMmu 3 papmakoHarnagy - 3MiHW BHECEeHi A0 iIHCTPYKUii Ans
b, KoBnavkamu); ABi MELMYHOro 3acTOCYBaHHs Nnikapcbkoro 3acoby o po3giny
36YOHUKOM ronku (ogHoro "B3aemMogijst 3 iHWMMK nikapcbkuMmmn 3acoGamu Ta iHWi BUaAK
AKUX € po3mipy), Wwnpuu Ta B3aeMOgin" LWOo40 OAHOYACHOro 3aCTOCYBaHHS 3 BaKLMHOK
HAEMOPHILUS | cnakoH repmeTuyHo npoTK MeHiHrokoky B (MenB) Ta 7-BaneHTHOK NMHEBMOKOKOBOIO
INFLUENZAE 3anakoBaHi y KOH'IOroBaHOK BaKUMHOKW. TepMiH BBEAEHHS 3MiH - 6 MicauiB
TUNY B nnacTuUKoBui nicnsa 3aTBepaXKEHHS.

KOHTelHep; no 1 abo
no 10 nnacTukoBux
KOHTENHepiB y
KapTOHHIN kopobui 3
MapKyBaHHSIM
YKPaiHCbKOI MOBOIO;
1 nonepegHbO
HanoBHEHWI
ofHopasoBui
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
wnpwuy (no 0,5 mn (1
[033a)) y KOMMIeKTi 3
ABOMa ronkamu Ta
nakoH 3
niodpinisatom (Hib)
ons 1 gosu, Wwo
3MiLy0TbCA nepen
BMKOPVCTaHHAM
(wnpwy 3 ronkamu
3aKpWTi FyMOBUMU
KoBnaykamu); ABi
ronku (ogHoro
po3mipy), LWnput, Ta
nakoH repMeTU4HO
3arnakoBaHi y
nnacTuKoBUm
KOHTeWHep; no 1 abo
no 10 nnacTukoBux
KOHTENHepiB y
KapTOHHi KopobLii 3
MapKyBaHHSAM
aHrMiNCbKOI0 MOBOIO
3i CTprKepom
YKpaiHCbKOH MOBOH
147.| IHGAHPUKC™ cycnensis (DTPa- "makcoCwmi Benuka "nakcoCmiTKnsaiH Benebris BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/15832/01/01
INB XIB / IPV) ans iv’ekuin no TKnsH BputaHis Bionogxikana C.A. 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
INFANRIX™ 0,5 mn (1 posa) Ta Ekcnopt 3MiHW)- 3MiHa KiNIbKOCTi NPaBLEBOro aHaTOKCKHY, L0 KOBaNeHTHO
IPV HIB niodpinisar (Hib); JlimiTeq 3B’A3yeTbCs 3 KancynbHUM nonicaxapugom (PRP) Haemophilus
KOMBIHOBAH cycnensis (DTPa- influenzae Tuny b ons npvBeaeHH cknagy BakUMHW 40 po3ainy
A BAKUUHA IPV) ans iH’ekuin no nocbe 3.2.P.1 Onuc Ta cknag nikapcbkoro 3acoby (TepmiH
anda 0,5 mn (1 gosa) y BBeEHHS 3MiH NPOTSromM 6 MicauiB Nicns 3aTBEPAXEHHST); 3MiHM
MPO®ITAKTUK | nonepenHbo | TMny - 3miHK 3 skocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
U OUOTEPI, HanoBHEHOMY roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHS
NPABLA, OfHOPa3oBOMY roTOBOro Nikapcbkoro 3acoby (iHLi 3aMiHW y meTogax
KALLNOKY wnpuui Ne 1y BMNpoGyBaHb (BKMOYa4n 3aMiHy abo JOMNOBHEHHS)) -
(ALENONAPH KOMMAEKTi 3 AgBOMa MepesaTBepaxeHHA AHaNITUYHOI HOPMAaTUBHOI AOKyMeHTaL i
17 ronkamun Ta (AHL) Ha MeToau koHTponito AkocTi (MKA) 3 meToto npvBeaeHHs
KOMMNOHEHT), nioginisat (Hib) y 0o sumor Hakasy MO3 Ykpainu Ne460 Big 23.07.2015 p.
MONIOMIENITY | dnakoHi Ne 1, wo MpuBeaeHHs cneumdikalii Ta METOAIB KOHTPOMO 40 AOCHE
TA 3MilWwyTbCs nepeq BMPOGHMKa.
3AXBOPIKOBAH | BukopuCTaHHSIM; NO CynyTHs 3miHa
b, 1 nonepegHbO - 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acit. KOHTporb roToBoro
36YOAHUKOM HaroBHEHOMY nikapcbkoro 3acoby. 3miHa napameTpis cneuundikauin Ta/abo
AKUX € OfHOpa3oBOMY [O0NYCTUMMNX MEX FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW);
HAEMOPHILUS | wnpuuy y KOMAMeKTi - 3MiHK | TNy - 3miHn Wopao 6e3nekn/edekTUBHOCTI Ta
INFLUENZAE 3 ABOMA ronkamu Ta apmakoHarnsgy (iHwi 3miHKW) -3amiHa onucy rpadivyHoro
TANY B 1 cdonakoHom 3 300paKeHHs yNaKoBKN Ha MOCUMNAHHSA Ha 3aTBEPAXKEHWIN TEKCT
MepeBipuTH nioginizatom (Hib) y MapKyBaHHs B po3aini «MapkyBaHHa» MKA. 3miHn BHeceHi B
3MiHK go BaKyyMHiW iHCTPYKUitO ANs MeanyHoro 3actocyBaHHA y p. "Ckrag” 3
iHCTpyKUit0 CTEepUnbHIi BiAMNOBIAHMMW 3MiHaMU y TEKCTi MapKyBaHHs1 yNakoBKu

ynakosui; no 1

nikapcbkoro 3acoby. OHOBIEHHS TEKCTY MapKyBaHHS1 yNaKoBKU




59 [TpooBkeHHs noaaTka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BaKyyMHil nikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii LoAo 3a3Ha4YeHHs
CTEepUnbHI ynakoBsLi OAVHWLB BMMIipIOBaHHSA y cuctemi Sl
Y KapTOHHIl kopobui
148.| IHPAHPUKC™ cycnensis (DTPa- "makcoCwmi Benuka "makcoCmiTKnsiH Benbris BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 3a UA/15832/01/01
INB XIB / IPV) ans iH’ekuin no TKnanH BputaHnia Bionogyxikans C.A. 3MiHu 3 gkocTi. APl. BupobHuuTBo. 3MiHM B NpoLEeCi peuernmom
INFANRIX™ 0,5 mn (1 gosa) Ta Ekcnopt BMpoOHMUTBa APl (He3HayHa 3miHa y npoueci BUpobHMUTBa
IPV HIB niodpinisar (Hib), Tlimiteq AdI) -
KOMBIHOBAH cycnensis (DTPa- 3MiHM y CTpoKax ekcnnyaTtauii Ta O4MLLEeHHS
A BAKUMHA IPV) ans iH'ekuin no ynbTpadinbTpauiHoi Membpanu (Y®P), o BUKOPUCTOBYETLCS Y
anAa 0,5 mn (1 gosa) y npoLieci KoHLeHTpauii Ta giacdinbTpauii ans BupobHMUTBa
NMPO®UIAKTUK | nonepenHbo ouuLeHoro akTuoBaHoro 6anky Haemophilus influenzae tuny b
U OUOTEPI, HarnoBHeHoOMY (PSAH) — 3 11 go 24 BMKOpPUCTaHb;
NMPABLA, OfiHOpa3oBOMY 3miHu | Tvny - 3miHm 3 akocTi. A®l. BupobHuyteo. 3MiHN B
KALLUJIOKY wnpuyi Ne1 'y npoueci BupobHuuytea A®I (HesHavyHa 3MiHa y npoLeci
(ALENONAPH KOMMNeKTi 3 ABOMa BMpobHuuTBa AdI) -
un ronkamu ta 3MiHM y cTpokax ekcniyaTtauii Ta o4MLLeHHs XpomaTorpadiyHoi
KOMMNOHEHT), niogoinisat (Hib) y renb konoHku Sephacryl HR500, wo B1MkopUCTOBYETLCS Mif Yac
NONIOMIENITY | cnakoHi Ne1, wo eTany o4YULLEeHHs1 BUPOGHMLTBA KOH'IOrOBaHOTO NPOMIDKHOIO
TA 3MilyTbCs nepen npoaykty Haemophilus influenzae Tuny b (PRP-TT) — 3 10 go 16
3AXBOPIOBAH | BukopucTaHHSM: No BMKOPUCTaHb
b, 1 nonepeaHLO
36YAHUKOM HanoBHEHOMY
AKUX € ofHopasoBOMY
HAEMOPHILUS | wnpuuy y KOMAMAeKTi
INFLUENZAE 3 jBOMAa ronkamu 1a
TANY B 1 donakoHom 3
niodpinizatom (Hib) y
BaKyyMHiN
CTEPUIbHIN
ynakosui; no 1
BaKyyMHi#
CTEepWnbHI ynakoBLi
Y KapTOHHI kopobui
149, IPUTEPO KOHLeHTpaT Ansa FETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16087/01/01
PO34mnHY Ana JIAB3 Iimiteq 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay. peuernmom
iHdpysin, 20 mr/mn; TIMITER BeeneHHst abo 3MiHM 0o y3aranbHeHUX faHux Npo cUcTemy
no 2 mn (40 mr) abo hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo CUCTemy
no 5 mn (100 mr) y hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHol
cnakoHi; no 1 3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOi ocobu 3
rakoHy y kopobui hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, sIKLLO BOHa BigMiHHA Bif yNnoOBHOBaXKeHo! ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cuctemu hapmakoHarnsgy) - 3amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiANOBiAanNbHOI 3a 34iCHeHHA dpbapmakoHarnsgy B YKpaiHi:
Litoua pepakuia — JobpoBonbcbka Hatanis OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EngaHis AnimoBudy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOuM 3asiBHUKA, BignoBiganbHOI
3a 34icHeHHs pbapMakoHarnagy B YkpaiHi
150., KAHAUBIOTUK | kpanni ByLHi no 5 menmapk IHgis "nmeHmapk IHais BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - 3a UA/8208/01/01
Mn y donakoHi, no 1 Papmacb dPapmacboTukans 3MiHuM Wwoao besnekn/edeKTMBHOCTI Ta papmakoHarnagy (iHwi | peyenmom
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dnakoHy pa3om 3
ninNeTKo-KoBMa4koM
BKNaileHoMy y
nonieTuneHosunn
NakeTuK y KapTOHHIN
KopobLi

0TUKan3
JTa.

NTa.

3MiHW) - BHECEHHSA 3MiH A0 po3ainy MKA: MapkyBaHHs
MponoHoBaHa pepakuis: 8. MAPKYBAHHA 3rigHo
3aTBEPAXKEHOro TEKCTY MapKyBaHHs. OHOBMEHHSA TEKCTY
MapKyBaHHS yNaKkoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii Lo40 3a3HaYeHHs1 OQUHWLB BUMIPIOBaHHS Y CUCTEMI
Sl. BBeAeHHS 3MiH NpoTArom 6-Tu MicALiB Micns 3aTBepaXeHHs!

151.

KAMEUWBEKC
500

Tabnetku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 500
mr, no 10 TabneTok
y 6bnictepi, no 3, 6
abo 12 6nictepiB y
KapTOHHi KopobLi

Akkopa
Xenckea
Jlimiteq

Benuka
BputaHis

Akkopp Xernckea
JlimiTen, Benvka
BpuTtaHis
(BignosigansHuii 3a
BUMYCK cepii);
Akkopp Xenckea
JlimiTen, Benvka
BputaHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs); ACTPOH
Pesbopu JlimiTea,
Benvka bpuTaHis
(KOHTpOMb AKOCTI
cepii); 44N Canni
YeliiH, ITania CIMA,
ITanisi (BTOpuHHE
nakyBaHHs1); IHTac
dapmacbtoTikana
Timiteq, HAais
(BMPOBHMLTBO
roToBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTMBHUIA
BUMPOBHUK)); IHTac
dapmacbtoTikana
Nimiten, IHAis
(BUpPOBHULTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOJIb SKOCTI
cepii )

Benwvka
BpuraHis/
ITanis/ IHgis

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny -
3MiHM 3 gKocTi. [0TOBUIA NnikapcbkuiA 3acib. 3MiHW y BUPOOHWLTBI.
3MiHa iMnopTepa/3amMiHn, L0 CTOCYIOTECSA BUMYCKY Cepil Ta
KOHTPOJO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA OinbHWLI, Ha AKIN 30iINCHIETLCA
KOHTpOnb/BUNPOGYBaHHS cepii) - BBeAEHHS A0AaTKOBOI AiNbHUL
3 koHTponto sikocTi N3 AcTpoH Pe3bopu JlimiTen, Benvka
BpuTtaHis

3a
peyernmom

UA/14799/01/02

152.

KANELUWUTABIH
AMAKCA

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 150
mr no 10 TabneTok y
bnictepi, no 6

Amakca
nTo

Benuka
BpuTaHia

JTabopatopioc
Hopmon C.A.

Icnanis

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui
3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
ynakoBku [T13. BHeceHHs1 3miH oo posainy “MapkyBaHHs” MKA
J13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo go

3a
peuernmom

UA/15547/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepiB y 3aTBEPAXXEHOro TEKCTY MapKyBaHHS. TakoX OHOBIIEHHS TEKCTY
KapTOHHI Kopobui MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWo40 3a3HaYEeHHsT OQUHULB BUMIPIOBaHHS Y CUCTEMI
Sl. BBeeHHs 3MiH NpoTArom 6-Tu MicALiB Micnsa 3aTBepAXeHHs!
153.| KANEUWUTABIH | Tabnetku, BKpUTi Amakca Benuka Jlaboparopioc Icnanis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/15547/01/02
AMAKCA NnNiBKOBOIO nTa BputaHis Hopmon C.A. 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta dpapMakoHarnagy (iHwi | peyenmom
obonoHkoto, no 500 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
mr no 10 TabneTok y ynakoBku [T13. BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA
6nictepi, no 12 I13”: 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
6nictepiB y 3aTBEPAXKEHOro TEKCTY MapKyBaHHs. TakoX OHOBMEHHSI TEKCTY
KapTOHHi KopobLi MapKyBaHHS yNnaKkoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWo40 3a3Ha4YeHHs1 OAUHULB BUMIPIOBAHHS Y CUCTEMI
Sl. BBeeHHs 3MiH NpoTArom 6-Tu MicALUiB Micns 3aTBepAXeHHs!
154.| KAMOHKO TabneTku, BKpUTI CmeHmapk IHais Penanenc Nand IHaisa BHECEHHS 3MiH 40 peecTpauinHux Matepianis: 3MiHu | Tuny - 3a UA/14664/01/01
NNiBKOBOIO dapmach CariHcec MMBT. JTTA. 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkoto, no 500 loTVKan3 BeeneHHst abo 3miHM 4o y3aranbHeHUX faHuX Npo cucTemy
mr no 10 TabneTok y Nra. hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
GnicTtepi; no 1 (hapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
Gnictepy y 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIl kopoOLyj; apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsgy B
no 10 TabneTtok y YKpaiHi, SIKLLO BOHa BiAMiHHA Bif yNOBHOBa)XeHOi 0cobu,
6nictepi; no 1 BiANOBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnaay (BKmoYyarym
Gnictepy y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
KapTOHHI kopoobLi; cucTemu chapMakoHarnsagy) - 3MiHa ynoBHoBaXKeHoi ocobu
no 10 KapTOHHUX 3as8BHUKa, BignNoBiganebHoI 3a hapmakoHarnsa.
KOpoBOK B 0OHY [Litova pepakuia: Mametosa [iHa HissisHa. [ponoHoBaHa
3aranbHy KapTOHHY pepakuin: YTe XodHep/Ute Hoeffner. 3miHa KoHTaKTHUX gaHUX
Kopobky; no 10 YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
TabneTok y GnicTepi; hapmakoHarnsg. 3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXXeHOI
no 1 6nictepy y ocobu 3asiBHMKa, BiANoBiganbHoi 3a 34inCHeHHS
KapTOHHI kopooLi; apmakoHarnsay B YkpaiHi. [lponoHoBaHa pefakuis: MameTtosa
no 12 KapTOHHUX Oina HisasiBHa. 3MiHa KOHTaKTHUX AaHMUX KOHTaKTHOI ocobun
KOpOoBGOK B 0AHY YyNoBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBIganbHOI 3a 3A4iNCHEHHS
3aranbHy KapTOHHY dapmakoHarnsagy B YkpaiHi. 3miHa Micus 34iNCHEHHS1 OCHOBHOI
KOPOGKY fisnbHOCTI 3 hapmakoHarnagy. 3miHa Micue3HaxoaXeHHs
macTtep-danna cuctemu hapmakoHarnagy Ta noro Homepy
155. KAPBEOUNoON TabneTku, BKPUTI AypobiHgo IHAis AypobiHao Papma IHais BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15796/01/01
AYPOBIHOO NniBKOBOO dapma Nimiteq -FOHiIT 111 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
obonoHkoto, no 6,25 NTto BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPOo CUCTEMY

mr no 10 TabneTok B
Gnictepi; no 3
onictepu B
KapTOHHIN KopobLii

hapmakoHarnagy (BBegeHHs! y3aranibHeHX AaHUX Npo CUCTEMY
hapmakoHarnagy, 3MiHa ynoBHoBaxeHoi ocobu, BignosigansHoi
3a 34ifCHeHHs hbapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dbapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHa Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLieHHi macTep-danna
cucteMmu hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobum
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag,.
Litova pepakuis: Camonnexko Aptem lNMaenoswuy. NponoHoBaHa
peaakuin: MNaH XaHymaHTy NeHyanas. 3MiHa KOHTaAKTHUX AaHUX
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YMOBHOBaXKEHOi 0COOM 3asiBHMKA, BiANOBIAanNbLHOI 3a
papmakoHarnsg. 3MiHa KOHTaKTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
MponoHoBaHa pepakuis: CamonneHko Aptem MNaBnosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0coby ynoBHOBaXeHOi ocobu
3asiBHMKa, BiANOBiAanbHOI 3a papmakoHarnag B YkpaiHi. 3MiHa
MicUS 3AINCHEHHS OCHOBHOI AiSNbHOCTI 3 dhapMakoHarnsay.
3MiHa MicLe3HaxoaXeHHs macTep-daina cucremu
papmakoHarnsgy

156.

KAPBEOMNON
AYPOBIHOO

TabneTku, BKpUTI
NNiBKOBOIO
obornoHkoto, no 12,5
mr no 10 TabneTok B
Gnictepi; no 3
6nictepu B
KapTOHHi KopobLi

AypobiHao
dapma
JNtg

IHAaia

AypobiHgo Papma
Nimiten -tOHiT 11l

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapMakoHarnagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTeEMY
(hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHUX MPo CUCTemMy
(hbapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
(hapmakoHarnsay 3asiBHuKa A5 34iNCHEeHHs1 hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiAnoBiAanbHOI 3a 34iicCHeHHA hbapMakoHarnsay (Bko4Yaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - 3miHa ynoBHoBaXeHoi ocobum
3a9BHUKa, BiANOBiAanNbHOI 3a hapMmakoHarnsa.

Litoua pepakuis: CamoiineHko Aptem Masnosuy. MponoHoBaHa
pepakuis: MaH XaHymaHTy MNMeHyanas. 3MiHa KOHTaKTHUX SaHWX
YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
hapmakoHarnsg. 3MiHa KOHTaKTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHMKA, BiANoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: CamonneHko Aptem MNaenosuy. 3miHa
KOHTaKTHUX [laHUX KOHTaKTHOI ocobu ynoBHOBaXeHOi ocobu
3asiBHWKa, BignoBiaanbHOI 3a chapmakoHarnsg B YkpaiHi. 3miHa
MicL 3AIMCHEHHS OCHOBHOI AiSANbHOCTI 3 dhapmakoHarnsagy.
3MiHa MicLie3HaxoOKeHHs1 MacTep-danna cuctemm
dapmakoHarnsgy

3a
peyernmom

UA/15796/01/02

157.

KAPBEOMIION
AYPOBIHOO

TabneTku, BKpUTI
NniBKOBOO
06oroHKoto, no 25
mr no 10 TabneTok B
Gnictepi; no 3
Gnictepu B
KapTOHHI kopobLyi

AypobiHao
dapma
Nto

IHais

AypobiHgo Papma
TTimiteq -tOHIT NI

IHaisa

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHWX AaHUX Npo CUCTEMY
hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHol
3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHH:A hbapMakoHarnsay (BKMovaymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cvucteMmu hapmakoHarnsgy) - 3miHa ynoBHoBaXeHoi ocobum
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag,.

Litova pepakuia: CamonneHko Aptem Naenosud. [NponoHoBaHa
peaakuis: MaH XaHymaHTy MNeHyanas. 3mMiHa KOHTaKTHUX AaHNX
yNOBHOBa)KeHOi 0CObM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsg. 3MiHa KOHTakTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHMKa, BigNOBiAaneHoI 3a hapmakoHarnsg B YKpaiHi.
MponoHoBaHa pepakuis: CamonneHko Aptem MNaenosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0coby ynoBHOBaXeHOi ocobu

3a
peuerimom

UA/15796/01/03
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3asBHMKa, BiAnosiganbHoi 3a hapmakoHarnsg B YkpaiHi. 3miHa
MicUS 3AINCHEHHS OCHOBHOI AiSNbHOCTI 3 dhapMakoHarnsay.
3MiHa MicLie3Haxo4KeHHs1 macTep-caina cuctemu
papmakoHarnsgy

158.

KAPOAK

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 10
mr, no 10 TabneTok
y bnictepi, no 3
Gnictepn y nayui 3
KapTOHY

AypobiHao
®apma
Ntg

IHAaia

AypobiHgo Papma
Nimiten (KOwiT 1)

IHAia

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny -
3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hapMaKkoHarnaay.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
(hapmakoHarnsigy (BBeAEeHHs y3aranbHEeHUX AaHUX MPO CUCTEMY
(hbapmakoHarnsigy, aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnsay sasiBHuKa AN 34iINCHeHHs (bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroYaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXeHoi ocobu
3a9BHUKa, BiANOBiAaNbHOI 3a hapmakoHarnsa.

[itoya pepakuis: Camonnerko Aptem Maenosuy. MNponoHoBaHa
pepakuis: MaH XaHymaHTy MNMeHyanasn. 3MiHa KOHTaKTHUX SaHKX
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAaNbHOI 3a
hapmakoHarnsa. BeegeHHs1 KOHTAKTHOI 0COBM YNOBHOBaXEHOT
ocobu 3asBHKKa, BiAnosiganeHoi 3a hapmakoHarnsg B YKpaiHi.
MponoHoBaHa pepakuis: CamonneHko Aptem Maenosuy. 3miHa
KOHTaKTHUX [laHUX KOHTaKTHOI ocobu ynoBHOBaXeHOi ocobu
3asiBHMKa, BignoBiaanbHOI 3a chapmakoHarnsg B YkpaiHi. 3miHa
Micus 34iINCHEHHA OCHOBHOI AiANbHOCTI 3 hapmakoHarnsaay.
3MiHa MicLe3Haxo4KeHHs1 macTep-caina cuctemu
dapmakoHarnsgy

3a
peyenmom

UA/11834/01/01

159.

KAPOAK

TabneTku, BKpUTI
NniBKOBOO
06oroHkoto, no 20
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y nayui 3
KapTOHY

AypobiHgo
dapma
Nto

IHais

AypobiHgo ®apma
Nimiten (KOHiT 1)

IHaia

BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny -
3MiHM wopo 6eanekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cUCTeEMY
hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi
3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
apmakoHarnsay 3asBHVKa AN 34iIMCHeHHs dbapmakoHarnsagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOi ocobu,
BiANOBiAanbHOI 3a 3aiNCHeHHs hapmMakoHarnaay (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cucTemu hapMakoHarnsay) - 3MiHa ynoBHoBaXKeHoi ocobu
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag,.

Litova pepakuia: Camonnenko Aptem Naenosuy. [NponoHoBaHa
pepakuis: MNMaH XaHymaHTy MNeHyanasn. 3MiHa KOHTaKTHUX AaHNX
yNoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
apmakoHarnsg. BeegeHHs KOHTaKTHOI 0COBM YNOBHOBaXEHOT
ocobu 3asiBHMKa, BiANOBiAansHoOI 3a hapmakoHarnsg B YKpaiHi.
MponoHoBaHa pegakuia: CamonneHko Aptem NMaenosuny. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0coby ynoBHOBaXeHOI 0cobun
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag B YkpaiHi. 3miHa
MiCLS 3A4IMCHEHHS OCHOBHOI AiSiNbHOCTI 3 dhapMakoHarnsgy.
3MiHa MicLie3HaxoOKeHHs1 MacTep-danna cuctemm
dapmakoHarnsgy

3a
peuernmom

UA/11834/01/02

160.

KAPOAK

TabneTku, BKPUTI

AypobiHgo

IHAis

AypobiHgo ®apma

IHais

BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny -

3a

UA/11834/01/03
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NniBKOBOIO ®apma Nimiten (FOwiT 1) 3MiHM Wwoao 6e3nekn/edekTBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 40 Jitg BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTEMY
mr, no 10 TabneTok (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
y bnictepi, no 3 hapmakoHarnsigy, 3aMmiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
GnicTtepn y nayui 3 3a 3[iiCHEeHHs1 hapmMakoHarnsay; KOHTakTHOT ocobu 3
KapTOHY (hapmakoHarnsiay 3asiBHuKa AN 34iINCHEHHs! hapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEHHA hapMakoHarnsay (BKo4aym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXKeHoi ocobm
3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarns.
Litoya pepakuis: CamorineHko Aptem MNasnosuy. MNMponoHoBaHa
pepakuis: MaH XaHymaHTy MNeHyanas. 3MiHa KOHTaAKTHUX OaHWX
yNOBHOBaXKEHOi 0CcobM 3asiBHMKA, BiANOBIAANbLHOI 3a
(papmakoHarnsia. BBegeHHs1 KOHTAKTHOI 0COBM YNOBHOBaXEHOT
ocobu 3asiBHKKa, BianosiganeHoi 3a hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: CamonneHko Aptem Maenosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu ynoBHOBaxeHOi ocobu
3asiBHMKA, BignoBiaanbHOI 3a chapmakoHarnsa B YkpaiHi. 3miHa
Micud 34INCHEHHA OCHOBHOI AiANbHOCTI 3 hapmakoHarnaay.
3MiHa MicLe3HaxoaXeHHst macTep-caina cucremu
dapmakoHarnsgy
161.| KAPOIOAPTIHI cupon no 50 mn 'y Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmux martepianis: 3aMmiHu | Tuny - 6e3 UA/11187/02/01
H-300OPOB'A dnakoHi; no 1 BO 3 oBMexeHot OHOBJIEHHS BXE 3aTBEPAXEHOro TEKCTY MapKyBaHHSA AN peuenma
bnakoHy 3 MipHUM obmexeHo BiQNOBiAaNbHICTIO ynakoBk# in bulk: no 50 n y 6o4kax (BHeCEHHS No3Ha4yeHb
CcTakaHoM Yy kopobui 10 "®apmaueBTuyHa OAVHULb BUMIPHOBAHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCbKOro
3 KapToHy; no 100 Bignosiga KoMnaHis andagiTy); BHeCeHHs1 3MiH 4o po3ainy “MapkyBaHHs” MKA N3:
My cprnakoHi, no 1 NbHiCTIO "3popos'a", YkpaiHa 3anponoHoaHo: MAPKYBAHHA BignosigHo fo 3aTBepa)KeHoro
bnakoHy 3 MipHUM "®apmaue (Bci cTagii TekcTy mapkyBaHHA. MAPKYBAHHA wopo npoaykuii in bulk
cTakaHoM Yy kopobui BTUYHA BMPOBHMLTBA, TeKkcT MapKyBaHHSA AOAaETLCA. TaKoX OHOBIEHHS TEKCTY
3 KapTOHY KOMMaHis KOHTPOSb SAKOCTI, MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSM
"3popos'a” BUNYCK cepii); iHpopmaLii LWoAo 3a3HaYEeHHST OANHULb BUMIPIOBaAHHS Yy CUCTEMI
ToBapucTBo 3 Sl. BBeaeHHs 3MiH NpOTAroM 6-Tu MiCALiB NiCNs 3aTBEPOXKEHHSA
obmexeHoto
BiANOBIAAnNbHICTIO
"XapkiBcbke
apmaueBTUYHE
nianpuemMcTBo
"3p0pos'a Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOJSIb SKOCTI)
162.| KAPOIOAPTIHI cupon no 50 mny Toapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX matepianis: 3MiHu | Tuny - - UA/14656/01/01
H-30OPOB'A cnakoHi; in bulk: no BO 3 obmexeHo OHOBIEHHS BXXe 3aTBEPAXEHOro TEKCTY MapKyBaHHS ANs
50 n 'y 6oukax obmexeHo BiANOBiAAnNbHICTIO ynakoBky in bulk: no 50 n y 604kax (BHeCeHHs No3Ha4YeHb
10 "®apmaueBTuyHa OAMHULb BUMIPHOBAHHS, 3 BUKOPUCTAHHAM FiTep NaTUHCBLKOro
Bignosiga KOMMaHist andasiTy); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3:
NbHICTIO "3popos's", YkpaiHa 3anponoHoBaHo: MAPKYBAHHA BignoBigHo Ao 3aTBepaXEeHOro
"dapmaue (Bci cTagii TekcTy mapkyBaHHs. MAPKYBAHHSA wopo npogykuii in bulk
BTMYHA BMPOOHMLTBA, TeKkcT MapKyBaHHS 4OAaETbCA. TakoX OHOBMEHHSI TEKCTY
KOMMNaHis KOHTPOSIb SKOCTI, MapKyBaHHS! YMaKOBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
"3popos's” BUMYCK Cepii); iHcbopmaLii LWoAo 3a3HaYeHHS OQUHULIL BUMIPIOBAHHS Yy CUCTEMI
ToBapucTso 3 S|. BBeeHHs 3MiH NpOTAroM 6-Tu MicsILiB Micns 3aTBEPAKEHHS
obmexeHoto
BiANOBIAANbHICTIO
"XapkiBcbke
hbapmaLeBTnyHe
nianpuemMcTBO
"3popoB'sa Hapoay",
YkpaiHa (Bci cTagii
BMPOOHMLTBA,
KOHTPOJS1b SIKOCTi)
163.| KAPAOITAB® IC TabneTku, BKpUTI Tosapuct YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - 6e3 UA/15572/01/01
DITO nniBKOBOKO BO 3 [00,aTKOBOKO 3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta papmMakoHarnsay (iHwi peuernma
obonoHkot, no 10 nonaTkoBo BiANOBIiAANbHICTIO 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS yNaKkoBKU
Tabnetok y bnictepi; 10 "IHTEPXIM" nikapcbKoro 3acoby LoAo 3a3HavyeHHs MiXkHapoAHWX NO3Ha4YeHb
no 1 Gnictepy B Bignosiga OAVHULb BUMIpIOBaHHSA. BBeaeHHA 3MiH NpoTarom 6-tu Micsauis
navui NbHICTIO nicns 3aTBepa>KeHHs
"IHTEPXI
M"
164.| KA®®DETIH MNOpOLLOK Ans Ankanoig Pecny6nik Ankanoig AL - Pecny6bnika BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 6e3 UA/12923/01/01
KONOMAKC® oparnbHOro po3yunHy, AL - a Ckon'e, Pecny6bnika MakegnoHis/ 3MiHuM wopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. 3miHn | peyenma
1000 mr/12,2 mr no Ckon’e MakenoHis | MakenoHisi; Fepmec ABcTpis Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
5,15 r nopoLuka B dapma N'vM6X, MapKyBaHHs Ta iIHCTPYKLiT 4Ns MeguU4HOro 3acTocyBaHHA
cawe; no 10 cawe B ABCTpisi reHepu4HuX/ribpuaHnx/6ionogibHMx nikapcbkux 3acobis nicns
KapTOHHI kopobLi BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA Npenapar (3miHa He
notpebye HagaHHs! XKOOHWUX HOBUX [0OATKOBUX AaHMWX) -
3aTBEPAKEHHSA TEKCTY IHCTPYKUIT ANS MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ta, Sk HacniAoK TEKCTY MapKyBaHHS A0
PeecTpauinHoro nocsigueHHs NeUA/12923/01/01,
3arBepaxeHoro Hakaszom MOS3 Big 21.03.2019 Ne 629.
IHdbopmaUis, BuknageHa B IHCTpyKUii AnA MegnMyHoro
3acTocyBaHHs! Nnikapcbkoro 3acoby, Bignosifgae iHdopmaLii
pedepeHTHOro nikapcbkoro 3acoby (Lemsip Cold & Flu Lemon,
oral powder, He 3apeecTpoBaHuii B YkpaiHi)
165.| KETUNENT® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/8157/01/01
NNiBKOBOIO dapmaues dapmauyeBTU4HUI 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy. peuernmom
obornoHkoto, no 25 TUMHUIA 3aBoa ElIC BeeneHHst abo 3MiHW o y3ararnbHeHUX faHuX NPo CUCTEMY
mr no 30 a6o 60 3aBoj hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo CUCTemy
Tabnetok y donakoHi; ErIC hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi

no 1 dpnakoHy y
KapTOHHIN ynakoBsLi;
no 10 Tabnetok y
6nictepi, no 3 abo 6
bnictepiB y
KapTOHHIN yrnakoBLi

3a 3[ilCHeHHs1 hapMakoHarnsay; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cucteMmy dhapmakoHarnsgy) - 3miHa KOHTakTHoi ocobu
yNOBHOBa)KeHOi 0CobM 3asiBHMKA, BiANOBIAANbHOI 3a
apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
€gsreHiBHa. [MponoHoBaHa peaakuin: €dimkiH AHgpin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiganbHOI 3a dapmakoHarnag B YkpaiHi
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
166.| KETUNENT® Tabnetku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/8157/01/02
NnNiBKOBOIO dapmaueB dapmaueBTUYHUNA 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
obonoHkoto, no 100 TUYHUIA 3asog ElC BeeneHHs abo 3MiHM 4o y3aranbHeHUX faHuX MpPo CUCTEMY
mr no 30 a6o 60 3aBof (hapmakoHarnsigy (BBeEeHHs y3aranbHeHMX AaHWX NPo cucTemy
TabneTok y prnakoHi; ETIC hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
no 1 ¢onakoHy y 3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHII ynakoBLii; bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
no 10 Tabnetok y YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
6nictepi, no 3 abo 6 BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroYaym
GnictepiB y KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
KapTOHHIN ynakoBLii cucTeMu hapmakoHarnsgy) - 3amiHa KOHTakTHoOi ocobu
YNOBHOBaXKeHOi 0cobM 3asiBHMKA, BiANOBIAaNbLHOI 3a
hapmakoHarnsg B YkpaiHi. [litoua pegakuis: PegopyeHko OneHa
€preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BignoBiganbHoI 3a papmakoHarnag B YkpaiHi
167.| KETUNENT® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHnx martepianis: 3MiHu | Tuny - 3a UA/8157/01/03
NNiBKOBOIO dapmaues dapmaLeBTUYHUN 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
obonoHkoto, no 200 TUYHUIA 3aBog EC BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX Npo CUCTEMY
mr no 30 a6o 60 3aBog (hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
TabneTok y hnakoHi; EriC hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
no 1 conakoHy y 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIN ynakoBsLi; hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
no 10 Tabnetok y YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
Gnictepi, no 3 abo 6 BiANOBiAanbHOI 3a 3aiNCHeHHs dhapmakoHarnaay (BKnoYaym
GnictepiB y KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MileHHi MacTep-daiina
KapTOHHIN ynakoBLii cucTemMmn dpapmakoHarnagy) - 3MiHa KOHTakTHoi 0cobu
YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
hapmakoHarnsg B Ykpaiti. [litova penakuis: PegopyeHko OneHa
€sreHiBHa. [MponoHoBaHa peaakuia: €dimkiH AHapin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBU YNOBHOBaXEHO!
ocobu 3asiBHMKA, BignoBiganbHoi 3a papmakoHarnag B YkpaiHi
168.| KETUNENT® TabneTku, BKpUTI 3AT YropwmHa Bunyck cepii: 3AT YroplmHa/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/8157/02/01
PETAPL o6onoHkoto, dapmaues dapmaueBTU4HUI Ipeuis 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peuernmom
NPOSIOHroBaHoI Aji TUMHUIA 3aBog ElIC, BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
no 50 mr no 10 3aBoj YropLimHa; noBHui hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo CUCTemy
Tabnetok y bnicTepi, ETIC UMKI BUPOBHULTBA, hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHol

no 6 Gnictepi y
KapTOHHIN yrnakoBLi

BKIHOYaA4M BUMYCK
cepii: PapmaTteH
C.A., I'peuis;
NOBHUI LINKN
BMPOBHNLTBA,
BKITHOYaAK4M BUMYCK
cepii: PapmaTteH
IHTepHewHn C.A.,
Ipeuis

3a 3[iliCHeHHs1 hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3milLleHHi MacTep-danna
cucteMmy dhapmakoHarnsgy) - 3miHa KOHTakTHoi ocobu
yNOBHOBa)KeHOi 0CObM 3asiBHMKA, BiANOBIAANbHOI 3a
apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
€gsreHiBHa. [MponoHoBaHa peaakuis: €dimkiH AHapin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YyNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANoBiganbHOI 3a papmakoHarnag B YkpaiHi
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169.| KETUNENT® Tabnetku, BKpUTI 3AT YropwmHa Bunyck cepii: 3AT YropwmHa/ BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/8157/02/02
PETAPL 000MnOoHKOH, dapmaueB dapmaueBTUYHUN peuia 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnagy. peuyernmom
NPOOHroBaHoi aji TUYHUIA 3aBop ElC, BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
no 150 mr no 10 3aBof YropLumHa; noBHUM (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
TabneTok y 6nicTepi, ETIC LMK BUPOOHULITBA, (hapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu, BignosigansHoi
no 6 6nictepis y BKITHOHAKYN BUMYCK 3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIN yrnakoBLi cepii: PapmaTteH bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
C.A,, peuis; YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
NOBHUW LINKN BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (Bko4aym
BMPOOHMLTBA, KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
BKJTOHAKYN BUMYCK cucTeMu hapmakoHarnsgy) - 3amiHa KOHTakTHoOi ocobu
cepii: ®apmaTteH yNOBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBIAanLHOI 3a
IHTepHewHn C.A., dapmakoHarnag B Ykpaini. [litoua pegakuia: PenopyeHko OneHa
peuis €preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BignoBiganbHoI 3a papmakoHarnag B YkpaiHi
170.| KETUNENT® TabneTku, BKpUTI 3AT YroplwmHa Bunyck cepii: 3AT YropwwmHa/ BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 3a UA/8157/02/03
PETAPL o6onoHkot, dapmaues dapmaLeBTUYHUN peuis 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
NPONOHroBaHoI Aji TUYHUIA 3aBop ElIC, BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTeEMY
no 200 mrno 10 3aBof YropLimHa; noBHUM (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
TabneTok y GnicTepi, EriC LMK BUPOBHULITBA, hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
no 6 Gnictepis y BKITHOYAK4M BUMNYCK 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHIN ynakoBLii cepii: PapmaTteH hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
C.A,, Mpeuis; YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
NOBHWU LYKI BiANOBiAanbHOI 3a 3aiNCHeHHs dhapMakoHarnsgy (Bknoyarym
BMPOGHMLTBA, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
BKIOHA0YY BUMYCK cucTemMu dhapmakoHarnsaay) - 3viHa KoHTakTHoOI ocobu
cepii: PapmaTeH YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
IHTepHewHn C.A., hapmakoHarnsg B Ykpaiti. [litova penakuis: PegopyeHko OneHa
Ipeuis €greHiBHa. [MponoHoBaHa peaakuia: €dimkiH AHApin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
ocobu 3asiBHMKA, BignoBiganbHoi 3a papmakoHarnag B YkpaiHi
171.| KETUNENT® TabneTku, BKpUTI 3AT YropwmHa Bunyck cepii: 3AT YroplmHa/ BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/8157/02/04
PETAPL o6onoHkoto, dapmaues dapmaueBTU4HUI Ipeuis 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peuernmom
NPOSIOHroBaHoI Aji TUMHUIA 3aBog ElIC, BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
no 300 mrno 10 3aBoj YropLimHa; noBHui hapmakoHarnsgy (BBeAeHHs y3aranbHeHUX aHWX Npo cucTemy
Tabnetok y bnicTepi, ETIC UMKI BUPOBHULTBA, hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol

no 6 Gnictepi y
KapTOHHIN yrnakoBLi

BKIHOYaA4M BUMYCK
cepii: PapmaTteH
C.A., I'peuis;
NOBHUI LINKN
BMPOBHNLTBA,
BKIHOYaK4M BUNYCK
cepii: PapmaTteH
IHTepHewHn C.A.,
Ipeuis

3a 3[iliCHeHHs1 hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHa Bifj ynoBHOBaxeHOi ocobu,
BiANOBiAanNbHOI 3a 34iNCHEHHA papmakoHarnsagy (Bknova4ym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cucteMmy dhapmakoHarnsgy) - 3miHa KOHTakTHoi ocobu
yNOBHOBa)KeHOi 0CObM 3asiBHMKA, BiANOBIAANbHOI 3a
apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
€sreHiBHa. NMponoHoBaHa peaakuia: €dimkiH AHgpin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANoBiganbHOI 3a papmakoHarnag B YkpaiHi
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
172.| KETUNENT® Tabnetku, BKpUTI 3AT YropwmHa Bunyck cepii: 3AT YropwmHa/ BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/8157/02/05
PETAPL 000MnOoHKOH, dapmaueB dapmaueBTUYHUN peuia 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnagy. peuyernmom
NPOOHroBaHoi Aji TUYHUIA 3aBop ElC, BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
no 400 mr no 10 3aBof YropLumHa; noBHUM (hapmakoHarnsigy (BBeeHHs y3aranbHeHUX JaHWX NPo CUcCTemy
TabneTok y 6nicTepi, ETIC LMK BUPOOHULITBA, hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
no 6 6nictepis y BKITHOHAKYN BUMYCK 3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIN yrnakosLi cepii: PapmaTteH bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
C.A,, peuis; YKpaiHi, K0 BOHa BiAMiHHA Bifi yNOBHOBaXXeHOi 0cobu,
NOBHUW LINKN BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (Bko4aym
BMPOOHMLTBA, KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
BKJTOHAKYN BUMYCK cucTeMu hapmakoHarnsgy) - 3amiHa KOHTakTHoOi ocobu
cepii: ®apmaTteH yNOBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBIAanLHOI 3a
IHTepHewHn C.A., hapmakoHarnag B Ykpaini. [litoua pegakuis: PegopyeHko OneHa
[peuis €preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BignoBiganbHoI 3a papmakoHarnag B YkpaiHi
173.| KETOHAN® renb 2,5% no50ry CaHnpos CnoBeHis Cantotac ®apma HimeuunHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/8325/05/01
Ty6i, no 1 Ty6i B dapmacsb 'M6X, HimewunHa 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnaay. peuernmom
KapTOHHi KopobLi loTikan3a (BMpPOBHMLTBO 3a BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX Npo CUCTEMY
a.a. MOBHUM LIMKIIOM); (hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
Cantotac ®apma hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
'M6X, HimeuunHa 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
(koHTpoOnb cepii) hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANOBiAanbHOI 3a 3aiNCHeHHs dhapmakoHarnaay (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi ocobu
3as8BHUKa, BignNoBiganeHoi 3a hapmakoHarnsa.
[itoua pepakuis: CebacTbsH XOpH, JOKTOP MEAUNYHUX HayK.
Sebastian Horn, M.D., Ph.D. lNponoHoBaHa pegakuis: [Jasig
IxoH JeBic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTaKkTHOI ocobu 3asiBHMKa, BigNoBiAanbHOI 3a
34iMcHeHHs hapMakoHarnagy B YkpaiHi. [litova pegakuis:
BawyeHnko Bikropia CepriiBHa. Vashchenko Viktoriia, M.D.
lMponoHoBaHa pegakuis:
Opnos B’auecnas Bikroposud. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX [laHUX YNoBHOBaXeHOi ocobw, BignoeigansHoi 3a
3AiMCHeHHs hapMakoHarnagy. 3MiHa KOHTaKTHUX SaHUX
KOHTaKTHOI 0cobu 3asBHMKa, BiAnoBiganbHOI 3a 34iNCHEHHS
apmakoHarnsgy B YKpaiHi.
3MiHa Micus 34iMCHEeHHs OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXO4KEHHS
MacTep-canna
174.| KETOMPO®EH KpUcTanivyHun MpAT YkpaiHa Xyb6en KcyHaa Kutai BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3MiHun | Tuny - - UA/16462/01/01
NOPOLLOK "dapmaue dapmacbtoTikan Ko., 3MmiHm 3 akocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
(cybeTaHuis) y BTMYHA ITa. BMNpobyBaHb/nepiogy 36epiraHHst abo ymoB 36epiraHHa AdI (3a
naketax nogBifiHMx cdipma BiCYTHOCTi y 3aTBepAXeHOMY AoCcbe cepTudikata BignoBigHOCTI
nonieTureHoBmx "OapHuusa" €Bponevicbkiv hapmakonel, Wo BKIYae nepiog NoBTOPHOro

ans

BMNpobGyBaHHs) (Mepiog NOBTOPHOro BMNpobyBaHHsa/nepioq
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36epiraHHs) - 36inbleHHs abo BBeAEeHHS nepiofy MOBTOPHOIO
BUNpobyBaHHs/nepioay 3bepiraHHst Ha OCHOBI pe3ynbTaTiB
AocnifgXeHb y peanbHOMY Yaci - 36inbLUeHHst TEpMiHY
nepekoHTponto A®| Ha 3 pokun 3aTBepaXeHO: TepMiH
NMepeKoHTPOIo 2 poku; 3MiHKM | Tuny - 3miHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
[ONYCTUMUX MEX, BU3HA4YeHnX y cneuudikauisx Ha APl abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS Y
npoueci BupobHuytea A®I (iHwwi 3miHM)
CynyTHs 3miHa
- 3MmiHun 3 sikocTi. A®I. KoHTponb AdI. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETHLCS Y MPOLIECI
BMpobHuUTBa A®PI (iHLWi 3MiHWM Y MeTofax BUNPobyBaHHs
(Bkntoyatoum 3amiHy abo gonoBHeHHs) APl abo
BUXiAHOrO/MPOMIiXKHOro MPOAYKTY) - BHECEHHS HE3HaYHMX 3MiH Ta
pefakuiHMX YyTOYHEHb A0 cneuumdikalii Ta MeToAIB KOHTPOSO
A®I KeTonpogeHy 3a nokasHukamu «lgeHTudpikauisy,
«CynpoBigHi Aomiwkny Ta «KinbkicHe BU3Ha4YeHHs»; 3MiHK | TUNy
- 3MiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneumgikauisx Ha A®l, abo BUXIOHWIA/MPOMIDKHUN
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHUMUTBa APl (BUNYYEHHS HE3HAYHOrO NOKa3HMKa sIKOCTi
(Hanpuknag BUMy4YeHHs! 3acTapinoro NokasHuKa)) - BUNy4YeHHs 3i
cneuundikauii Ta metogis kKoHTponto APl KetonpodeHy
nokasHuka skocTi «Baxki meTanuy; aminu |l Tuny - 3miHmn 3
akocTi. ADl. KoHTponb A®I. 3miHa y napameTpax cneundikadiv
Ta/abo JonycTUMMX MeX, BU3HaAYeHUX y crneundikauiax Ha AdI,
abo BUXIQHUA/NMPOMIDKHWUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y NpoLieci BUpobHuUTBa AD| (po3LLmnpeHHs
[ONYCTUMMUX MEX, BU3HAYEHUX Y cneumdikalisax Ha BUXigHi
matepianu/mpoMixHi NPOAYKTK, SKi MatTb ICTOTHUIA BNWB Ha
sikicTe A®| Ta/abo rotosoro nikapcbkoro 3acoby)
CynyTHs 3MmiHa
- 3MiHwn 3 saKkocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BUNpobyBaHHst AD| abo BuxiaHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y MPOLECi
BMpobHMUTBa A®I (iHLWi 3MiHKM Yy MeTogax BUNPOByBaHHS
(Bkntovatoum 3amiHy abo gonosHeHHs1) APl abo
BWXiAHOrO/MPOMIXXHOrO NPOAYKTY) - BHECEHHS 3MiH A0
cneuundikauii Ta metogis KoHTposnto ADI 3a NokasHUKOM
«3anuLKoBI KiNbKOCTi OpraHivyHnX po3yYnHHKKIBY, a came
PO3LUMPEHHST MEX AN opraHiYHoro po3ynHHuka MetaHony; ao
METOAMKM BUNPOBYBaHHSA BHECEHHI pefakuiviHi NpaBku

175.

KIBEKCA™

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 600
mr/300 mr no 10
TabneTok y 6nicTepi;
no 3 6nictepu B

BiiB
Xenckep
FOK
NimiTen

Benuka
BpuTaHia

"makco Bennkom
C.A., Icnanis
(BUpPOBHUK Ans
nakyBaHHsi Ta
BUMYCKY cepil);
"nakco OnepewwHc

Icnanis/Ben
nka
BputaHisa/
Monblia

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHu 3 fkocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo gonyCTUMUX MEX, BUSHAYEHNX Y
cneyundikauisx Ha A®l, abo BUXiGHUA/NPOMIXKHWI
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeCi
BMpobHuMuTBa A®I (iHLWi 3MiHW)

3a
peuernmom

UA/11130/01/01
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KOpOoO6Lii 3 KapTOHY;
no 10 Tabnetok y
6nictepi no 3
6nictepu B kopobui
3 KapTOHy, Mo 3
Kopobku B
KOHTENHEPHIN
ynakosLi Tuny
"MynbTUnak"

IOK JimiTen, Benuka
BputaHis (BMpobHUMK
Hepo3gacoBaHoi
NpOAYKLT);
nakcoCmiTKnsaiH
dapmacbioTvkans
C.A., Nonbwa
(BMPOBHWMK
Hepo3gacoBaHoi
NpOoAYKLii)

BBEJEHHS anbTepHaTVBHOI MOXITUBOCTI BUKOPUCTaHHS
BYriNbHUX KApTPUAXKIB HA 3aMiH NOPOLLKOBOro BYrinns Ta
[OMNOMiXHMX inbTpiB Nig yac BUpobHuuTBa AD| abakasipy
cynbdary; 3miHu | Tuny - 3miHm 3 skocTi. A®l. BupobHuuTtBo.
3MiHa po3mipy cepii (Bkntoyatoun gianasoHu) APl abo
NMPOMiXXHOrO NPOAYKTY, AKUIA 3aCTOCOBYETLCH Y NPOLEC
BMpobHuuTBa AP (3MeHLeHHs obcAary BupobHuuTtea o 10
pasiB) - 3MEHLLEHHSA PO3Mipy cepii BUXigHOro maTepiany
GI268494A, 110 BUKOPUCTOBYETLCA Y NpoLeci BupobHuuytea Ad|
abakaBipy cynbdary 3 60-362 kr o 60-252 kr; 3MiHu | TUny -
3MmiHu 3 akocTi. A®l. BupobHULTBO. 3MiHU B NpoLieCi
BupobHuuTBa APl (HeaHayHa 3miHa y npoueci BUpobHMLTBa
A®I) - He3HauHi 3MiHM ¥ BUpoBHNYomy npoueci API, Lo
06yMOBIEHI OHOBINEHHSAM 3apEeECTPOBAHOI0 TEKCTY BUPOBHNYOrO
npouecy A®| abakasipy cynbdarty B onuci BuopuctaHHsa IMS
ONCTUNATIB;
3MiHM | Tuny - 3miHn 3 sikocTi. AP, BupobHulteo. 3MiHn B
npoueci BupobHuytea APl (HeaHayHa 3miHa y npoueci
BMpobHuUTBa API) He3HauHi 3mMiHM ¥ BUpobH1Yomy npoueci API,
LL{0 06YMOBIEHi OHOBINEHHSIM 3apEECTPOBAHOIO TEKCTY OMUCY
BMpo6Huyoro npouecy A®| abakasipy cynbdary, Lwob
Bifo6pasnTy NOTOYHI cnocobu poboTn Ha BUPOGHUYOMY
MangaHuyuky; amiHun | Tuny - AgmiHicTpaTuBHI 3MiHW. BunydeHHs
BMPOBHMWYOI AinbHULI (BKNoYaoun AinbHuLi ans AdI,
NPOMiXHOro NpoAyKkTy abo roTosBoro nikapcebkoro 3acoby,
AiNbHWLI ANS NPOBEAEHHS NaKyBaHHS, BUPOOHWKa,
Bi4NoBiganbHOro 3a BUNYCK cepin, MicLe NpoBeAeHHSA KOHTPOMO
cepii) abo nocTa4yanbHWKa BUXiAHOro MaTepiany, peareHTy abo
[OMOMiXHOI PEYOBWHM (KLLIO 3a3HAYEHO Y LOCLE) - BUMYYEHHS
BMPOBHMYOI AinbHULI, Lonza AG, AN NPOMiXXHOrO NPOAYKTY
xnoponypuHy (26U90) Ta BuxigHoro matepiany G1268494A;
3MiHu | TUNy - AOMiHICTpaTVBHI 3MiHW. 3MiHa HaMeHYyBaHHSA
Ta/abo agpecu micusa NPoBamKeHHs AiANbHOCTI BUPOOHUKa
(Bkntovaroun, 3a HeobXiAHOCTI, MicLle NPOBEAEHHSA KOHTPOMIO
sikocTi), abo BnacHuka macTep-danna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro matepiany/peareHTy/npomixxHOro
NpPOAYKTY, WO 3aCTOCOBYHOTLCS Y BUPOBHUUTBI ADI (Ko
3a3Ha4yeHo y JOoCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeicbkii hapmakonei y
3aTBEPAXEHOMY [0CbE, ab0 BUPOOHMKA HOBOI JOMNOMIXHOI
PEeYOBMHU (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHa agpecu
BMPOOGHMKa, BiANOBI4ansHOro 3a BUpoOHMLTBO BUXIQHOMO
matepiany GI268494A, npomixHoro npogykty 26U90 Ta AdI
abakasipy cynbdarty, Piramal Enterprises limited, 3 Digwal (Vil),
Kohir Mandal, Medak District - 502 321, Telangana, India Ha
Sy.Nos. 7-70, 70/1 and 70/2, Digwal (Vil), Kohir Mandal,
Sangareddy - 502 321, Telangana, India, 6e3 3miHn micus
BMPOOHMUTBA

176.

KNnIBAC 10

TabneTkn, BKpUTI
NniBKOBOO
obonoHkot, no 10

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM Wwopao 6e3nekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui
3MiHW) — 3amiHa posginy «[padiyHe 306pakeHHs ynakoBOK» Ha

3a
peuenmom

UA/12971/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
mr; no 10 TabneTok po3sain «MapkyBaHHs». 3anponoHoBaHo: Po3ain MapkyBaHHs
y bnictepi; no 1 abo 3rigHO 3aTBEepAXXEHOro TEKCTY MapKyBaHHS
3 Bnictepu B OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
KapTOHHIN nayui BHECEHHAM iHdopMaLlii Woa0 3a3HaYeHHs! OAUHULb
BUMiptoBaHHs y cuctemi Sl. BBegeHHSA 3MiH npoTsrom 6-Tu
MicAUiB Nicng 3aTBepAXEeHHS
177.| KNIBAC 20 Tabnetku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 3a UA/12971/01/02
NNiBKOBOIO "ACIHO 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwWi | peyenmom
obonoHkoto, no 20 YKPAIHA" 3MiHM) — 3aMiHa po3ainy «[padiyHe 300paxeHHs ynakoBOK» Ha
mr; no 10 TabneTok po3ain «MapkyBaHHs». 3anponoHoBaHo: Po3ain MapkyBaHHs
y bnictepi; no 1 abo 3rigHO 3aTBEepAXEHOro TEKCTY MapKyBaHHS
3 Bnictepu B OHOBEHHs TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KapTOHHIN nayui BHECEHHAM iHdopMaLii WoA0 3a3HaYeHHs OAMHULIb
BUMiptoBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
MicAUiB Nicns 3aTBepAXEeHHS
178.| KNOBEUT® Mas3b, 0,5 mr/r no 25 TOB YkpaiHa dapmsaBog €nbda Monbwa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 3a UA/3512/02/01
r B Ty6i; no 1 Ty6i B "BayLu AT. 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
KapTOHHi KopobLi Xenc" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
3anponoHoBaHo: MapkyBaHHSA. BignosigHo A0 3aTBEPAXEHOrO
TEKCTY MapKyBaHHs. 3MiHM BHECEHI B TEKCT MapKyBaHHSsI
yMaKkoBKW MikapCbKoro 3acoby Loa0 3a3HaYeHHs MidKHapOaHUX
no3Ha4yeHb OAMHULL BUMiptOBaHHA. BBeAEeHHs 3MiH npoTsrom 6-
TV MicaUiB NicNsa 3aTBepAXeHHsS
179, KNOTPUMA3O mMasb 1 %, no25ry My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux Mmatepianis: 3MiHu | Tuny - 6e3 UA/1645/02/01
n Ty6i, no 1 Ty6i y aKuioHepH akuioHepHe 3MiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y napameTpax peuenma
nauyui 3 KapToHy e TOBapUCTBO cneyungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
TOBapuUCTB "HaykoBo- cneymgikauisx Ha A®l, abo BUXIGHWI/MPOMIDKHUI
o] BUPOBHUYNIA LIEHTP NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
"HaykoBo- "BopLyariBCbkuit BMpobHMUTBa A®PI (iHLWi 3MiHK) - MNoka3HWK «3anunLLIKOBI KiNIbKOCTi
BUPOBHMY XiMiKO- OpraHiYHMX PO3YMHHUKIBY» 3a3HauveHi anst BUpobHukis AdI,
WM UEeHTp hapmaLeBTUYHMUN 3aTBEpAXEHO: aueToH He Ginbwe 5000 ppm, Tonyon He BinbLwe
"BopLyaris 3asog" 890 ppm", 3anponoHoBaHo: Ans BUpobHuka "Halcyon Labs Pvt.
CbKui Ltd", IHais aueToH He Ginbwe 5000 ppm; aAns BupobHuka «Amoli
XimiKo- Organics Pvt.Ltd», India auetoH He Ginbwe 5000 ppm, Tonyon
chapmaueB He Ginbwe 890 ppm; 3miHu | TMNY - 3MiHK 3 sikocTi. oToBWMIA
TUYHUI nikapcbkuin 3aci6. 3miHKM y BUpobHULTBI. 3MiHK BUNpobyBaHb
3aBoa” abo JonycTUMUX MeX, BCTaHOBMEHMX y cneyudikauisix, nig yac

BMPOBHULITBA FOTOBOrO fikapcbkoro 3acoby (iHwi 3MiHK) - Ao
METOAMNKN KOHTPOSO NPOMiXHOro npoaykTy «KinbkicHe
BM3HAYEHHS1» BHECEHO HE3Ha4Hi 3MiHW 40 NPUroTYBaHHS
PO34MHY NOPiBHAHHSA (b): 3MEHLLEHO HaBaXKy AOMILLKM
CrtangapTHoro 3pasky (2-xnopdeHin) agudeHinmeraHony i
BiANOBIAHO 06’eM KONGW ANA NPUrOTYBaHHSA PO34MHY, TOOBTO
KOHLIeHTpaLis pO34uHy 3anunnacs He3miHHO0: 3MiHu | Tuny -
3MiHK 3 sIKocTi. [0TOBWMIA Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (HesHa4yHa 3miHa y 3aTBepaXKeHUX MeTogax
BMNPOBYBaHHS) - A0 meToamkn KoHTponto 13 «KinbkicHe
BU3HAYEHHS1» BHECEHO HE3HAYHi 3MiHW 40 NPUroTYBaHHS
PO34mMHY MOPiBHAHHS (b): 3MEHLLEHO HaBaXKy AOMILLKM
CTaH4apTHOro 3pasky (2-xnopdgeHin) gndeHinmertaHony i
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BiANOBIAHO 06’eM KONGW ANA NPUrOTYBaHHSA PO34UHY, TOOTO
KOHLIEHTPaLis pO34MHY 3anuwunnacs He3miHHo; 3MiHu Il Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBo. 3miHa BUpobHuka
BUXIiAHOrO/MPOMiXXHOro NPOAYKTY/peareHTy, LWo
BMKOPUCTOBYIOTLCS Y BUpoBbHMUYomy npoueci AP, abo 3miHa
BMPOGHMKa (BKMOYao4m, e HeobXigHo, MicLie MPOBeAEHHS
KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikara
BiANOBIAHOCTI €BponeVichbkin dhapmakonei y 3aTBepaXeHoMy
[oCbe)(BBEAEHHS HOBOro BUpobHuka A®| 3 HagaHHAM macTep-
davina Ha A®I) - po3LMpEHHS peecTpy NocTavanbHUKIB;
CynyTHs 3MiHa: - 3MiHu 3 sikocTi. ADI. KoHTponb ADI. 3miHa y
mMeTofax BunpobysaHHa APl abo BuxigHOro
maTepiany/npomixxHoro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETBCA y npoueci BupobHuutea AP| (iHwwi 3miHW) -
BBEZIEHHS1 HOBOro BMpoOHMka A (knoTpumasony) "Halcyon
Labs Pvt. Ltd", IHgiqa, Ta Ak Hacnigok nocnigoBHa 3MiHa Y
MeToAML KOHTPOSIO "3anunLLKOBI KiNIbKOCTi OpraHiyHnX
PO3YMHHUKIB" - 4OMOBHEHO anbTEPHATUBHOK METOAMNKOI
BM3HAY€EHHS aLeToOHY MeToAoM napodasHoi ra3oBoi
Xpomarorpagii

180.

KOATEPNIH
IC®

Tabnetkn no 10
TabneTok y 6nicTepi;
no 1 Gnictepy B
nauyui; no 10
TabneTok y
Gnictepax

Tosapuct
BO 3
[00aTKOBO
10
Bignosiga
NbHiCTIO
"IHTEPXI
M

Ykpaina

ToBapucTso 3
[04,aTKOBOK
BiANOBiAanNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 0 peecTpaulinHux matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMI Nikapcbkuit 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3miHu) - y MKA 13 nponoHyeTbes
nepeBeeHHs BMICTY Ait04nX peyoBuH y Mr (Byno y r),
npvBeaeHHs Ha3B peakTUBIB Y BiANOBIAHICTbL A0 BuMor Y
nitoYoi pegakuii, yTOUHEeHHs (hopMynoBaHHA HOPMYBaHHS TECTY
"OpHOPIgHICTE 4O30BaHUX OAMHULL"; CYNYTHS 3MiHa: - 3MiHK 3
AKocTi. F0ToBWIA Nikapcbkuii 3aci6. 3MiHN y BUPOOGHUUTBI. 3MiHK
BMNpoGyBaHb abo JONYCTUMUX MEX, BCTAHOBINEHUX Y
creymaikauisix, nig 4yac BMpoBHMLTBA rOTOBOrO NiKapCbKoro
3acoby (iHLWi 3MiHK) - NepeBedEeHHs BMICTY Ail0UNX PEYOBUH y M
(6yno y r) Ta NpyBEAEHHsSI HAa3B peakTUBIB Yy BiANOBIAHICTb A0
sumor [®Y aitoyoi pegakuii y cneundikauisax Ta MeTogmkax
KOHTPOIO SIKOCTi MPOMIDKHUX NPOAYKTIB, YTOYHEHHS
hopMyntoBaHHs HopMyBaHHS TecTy "OOHOPIAHICTE A030BaHMX
oauHMUp" y cneundikauii Ta MeToauLi KOHTPOMIO SAKOCTI
npoMixxHoro npoaykTy "HepoadacoBaHi Tabnetkun"; aminu | Tuny
- 3miHm 3 akocTi. CepTtudikat BignosigHocTi/llE-cepTudikat
BigNoBigHOCTI €Bponeincbki hapmakonei/moHorpadii. MogaHHs
HoBOro abo oHoBreHoro cepTudikara BiAnoBigHOCTI a6o
BUITyYEHHS cepTudikaTa BignoBiAHOCTI €BpONenchbKin
dapmakonei: ans A®l; ona BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
BMKOPUCTOBYIOTLCH Y BUPOOHNUTBI ADI; AN AONOMIKHOT
pevyoBMHU (CepTudikaT BigNoBIigHOCTI EBponenchkin
apmakonei) - HoBui cepTudikaT Big HOBOro BUpobHuka
(3amiHa abo JONOBHEHHS) - 3aMiHa BUPOBHWKIB Ail040i pe4OBUHMU
KoaeiHy docdary, Lo BXOAATb 40 CKnady roToBOro nikapcbkoro
3acoby - BBeaeHHs BMpobHuka Macfarlan Smith Limited
(BUpobHMYa ginbHULUA 3a agpecoto Three Trees Road, Newbie
United Kingdom-DG 12 5QH Annan, Scotland, UK) Ta

3a
peuenmom

UA/8689/01/01




73

ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUNy4YeHHs BupobHuka Alkaloida Chemical Company Zrt.,
YroplumHa, siki MaloTb cepTudikar BignoeigHocTi €0,
3anponoHoBaHo: Ans BupobHuka Macfarlan Smith Limited
(BpobHuya AinbHWUSA 3a agpecoto: 10, Wheatfield Road,
Edinburgh, Scotland, EH 11 2QA) (CEP R1-CEP-1999-053-Rev
01) Ta Macfarlan Smith Limited, BupobHunya ainbHuLsA 3a
appecoto: Three Trees Road, Newbie United Kingdom-DG 12
5QH Annan, Scotland , UK) (CEP RO - CEP-2016 -295- Rev 02);
CynyTHs 3MiHa: - 3MiHK 3 sikocTi. A®I. KoHTponb A®I (iHLi 3MiHN)
BiANOBIAHO NPOMOHYIOTLCS HACTYMHI 3MiHW: 3MiHW Y cneundikaii
Ta MeToaax KoHTpomio A®I: 3MiHa HOpMYBaHHS TECTY
"3anuLUKOoBI KiNbKOCTi OPraHiqHNX po34MHHUKIB" y 3B’ AA3KY 3
BUITYYEHHSAM OpraHiyHUX PO34MHHUKIB, L0 BU3Havanucs ans Ad|
BMpobHuka Alkaloida Chemical Company Zrt., YropliuHa,
NpUBEAEHHAM KpUTEPIiiB MPUAHATHOCTI 3@ TECTOM [0 AOKYMEHTIB
BMPOOGHUKa, Wwo 3anuwumecsa Macfarlan Smith Limited (ginbHuus
Edinburg) Ta fogaBaHHAM HOpMYyBaHHS Ans AinbHUULI Annan
BMpo6Huka Macfarlan Smith Limited Ta BignosiaHoto 3MiHo0
MeToauLi BUKOHaHHSA; Buny4YeHHs TecTy "N,N- aumetunaninin”
ansi BupobHuka Alkaloida Chemical Company Zrt., YropluHa.
3MiHM y posginax Ynakoska, MapkyBaHHs, TepMiH npuaaTHOCTI
181. KO- Tabnetku, 4 mr/1,25 MAT Ykpaina MAT Ykpaina/ BHECEHHS 3MiH O peecTpaLiiH1X MaTtepianis: TEXHIYHa nomMunka 3a UA/17442/01/01
NPEHENIA® mr, no 10 TabneTok "Kvismean "Knismegnpenapar”, MopTtyranis B IHCTPYKUii ANs MeaNyYHOro 3acTocyBaHHS LLOAO HanncaHHs peuernmom
y 6nictepi; no 3 penapat” YkpaiHa Ha3Bu J13 aHrnincbKo MOBOO
GnicTepu B nayui (BMPOBHULTBO 3
npoAaykuii in bulk
hipMu-BMPOBHMKaA
ATtnaHTik ®apma -
Mpogyckioc
dapmacbtoTikac,
C.A., NopTyranis)
182. KO- Tabnetku, 8 mr/2,5 MAT YkpaiHa MAT YkpaiHa/ BHECEHHSA 3MiH 0 pPeECTpaLiiHUX MaTepianiB: TEXHIYHA noMunka 3a UA/17442/01/02
NPEHENIA® mr, no 10 Tabnetok "Kvismean "Knismegnpenapart”, MopTyranis B IHCTPYKLIi AN MEAUYHOrO 3aCTOCYBaHHS LLLOAO HanMcaHHs peuernmom
y 6nictepi; no 3 penapat” YkpaiHa Ha3BK J13 aHrnincLKo MOBOK
Gnictepu B nayui (BMpPOBGHULTBO 3
npoaykuii in bulk
ipMu-BMPOBHMKA
AtnaHTik ®apma -
Mpoaycbiioc
dapmacbtoTikac,
C.A., MNoptyranis)
183.| KOPTUOEPM kpem, 1 mr/rno 10T, Tosapuct YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15573/01/01
no15r,abono 30r BO 3 BMPOGHNLTBA, 3MiHuM Wwopno 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHui peuyernmom
y Ty6i; no 1 Ty6i B obmexeHo KOHTPOSb AKOCTI, 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNaKoBKM fikapCbKoro
KopobLi 3 KapTOHY 10 BUMYCK cepii: 3acoby 3 BHeCEHHsIM iHdopMaLii LWo[o 3a3HavyeHHs 0gnHULb
Bignosiga ToBapucTso 3 BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3miH 4o po3ainy
NbHICTIO obmexeHo “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
"dapmaue BiAnoBiganbHicTo BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
BTUYHA "®apmaueBTuyHa 3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOKEHHS
KOMMaHis KOMMaHis
"3g0opoB'a" "3gopoB’s",
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YkpaiHa; Bci cTagii
BMPOOHULTBA,
BUMYCK Cepii:
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"®apmaueBTuyHa
KoMnaHis
"3popos'a”, YkpaiHa;
KOHTPOSb SAKOCTi:
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC rPynmn",
YkpaiHa
184.| KPEMI'EH masb no 15 r abo 30 CninbHe Ykpaina CninbHe ykpaiHCbKO- Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX maTtepianis: 3MiHu | Tuny - 3a UA/2099/01/01
ry Ty6i: no 1 1y6i B YKpaiHCbK icnaHcbke 3MiHuM wopno 6e3nekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
nayui o- nianpuemMcTBo 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
icnaHcbke "Cnepko YkpaiHa" 3anponoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
nignpvemc YTBEPXXOEHHBIM TEKCTOM MapKMpOoBKW.3MiHWN BHECEHI B TEKCT
TBO MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby o040 3a3HayeHHst
"CMNEPKO Mi>)KHapOOHWX NO3HaYeHb OAMHULL BUMIpHOBaHHA. BBeaeHHs
YKPAIHA" 3MiH NPOTSAromM 6-TW MicsLIB NicNsa 3aTBepAXeHHs
185.| KPony nnognno 50 ry MpusaTHe YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 6e3 UA/2257/01/01
NAXy4yoro naykax 3 BHYTPIilWHIM | akuioHepH dapmauyeBTryHa 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuernma
nnogu naketom; no3ry e (habpwuka "Biona" 3MiHM) - 3miHa Ao po3giny MKA N3, a came posain «MpadiyHe
inbTp-nakeTi; No TOBapuUCTB 0hOpMIEHHS YNaKOBKM» 3aMiHEHO po3ainoM «MapKyBaHHS »
20 inbTp-nakeTiB y [¢) (3rigHo 3aTBEPAXEHOrO TEKCTY MapKyBaHHs1). OHOBMNEHHS TEKCTY
nayui capmaues MapKyBaHHS ynakoBKW fikapcbKoro 3acoly i3 3a3HayYeHHsIM
TUYHa MiXXHapOAHMX NO3HaYeHb OANHULL BUMIpIOBaHHS. BBeaeHHs
cabpuka 3MiH MPOTAroM 6-TW MicALiB Nicnsa 3aTBEPAXEHHS; 3MiHM | Tuny -
"Biona" 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BUnpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (ans npvBeaeHHs y BiANoBIAHICTb 3 OPY
abo €Bponencbko hapMakoneeo Ta BUNYYEHHSI TOCUaHHs Ha
3acTapinuii BHYTPILLHIN MeToa BUNPobyBaHHs i 1oro Homep) -
BHECEHHS 3MiH 4o Cneuundikauii/MeTogiB KOHTPOMKO AKOCTI
nikapcbkoro 3acoby 3a nokasHukamu «41McroBi NOKasHUKNY,
«MikpobionoriyHa yictoTar, «KinbkicHe BU3Ha4YEHHsI», a came
3amiHa nocunadb 3 Y 1.0 Ha «aitoyy pegakuito» DY
186., KCAJIKOPI kancynu no 200 wr; Mdpansep CLWA Mdpansep HimeuunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/14081/01/01
no 10 kancyn y Enu. Ci. MeHtobekyypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
6nicTepi; no 1 abo Mi. Lonuneng MTmo6X 3MiHK)
no 6 6nictepis y Kopnopei OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby 3
KapTOHHIN KopobLii LUH BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsA OanHULb
BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NpOTArom 6
MicALiB Nicrs 3aTBEpAXEHHS.
187.| KCAIKOPI kancynu no 250 wr; Mdpansep CLWA Mdansep HimeuunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/14081/01/02
no 10 kancyn y Enu. Ci. MeHtobekyypuHr 3MmiHn wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnsgy (iHwi | peuernmom
6nictepi; no 1 abo Mi. LOonuneng MTmoX 3MiHK)
no 6 6nictepis y Kopnopew OHOBNEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby 3
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KapTOHHI kopobui LUH BHECEHHSM iHdOopMaLii Woa0 3a3HaYeHHs! OAUHNLIb
BUMiptoBaHHs y cuctemi Sl. TepmiH BBeAEHHS 3MiH - npoTarom 6
MicAUIB NicNs 3aTBEpPAXXEHHS.
188.| KYKYPYQA3M CTOBMYMKM i3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 6e3 UA/2477/01/01
CTOBMYUKUN 3 | npuimoukamu no 30 | Papmaue dapmaueBTUYHa 3MiHu 3 gkocTi. CepTudikat BignosigHocTi/l E-cepTudikar peuenma
MPUAMOYKAM | ry naykax 3 TU4Ha dabpuka "Biona" BiANoBiAHOCTI €Bponevickbkin dhapmakonei/MoHorpadii. 3miHu,
n BHYTPILLHIM cabpuka noB'si3aHi 3 HeobXiQHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0
naketom; no 1,5ry "Biona" moHorpadii APY abo €sponevicbkoi hapmakonei, abo iHLwoi
dinbTP-NakeTi; No HauioHanbHoi dapmakonei fgepxasun €C (3miHa y
20 inbTp-nakeTiB y cneumgikauisix, nos'a3aHa 3i amiHamu B [1®Y, abo €Bponenchkin
nayui dapmakonei, abo iHLWi HauioHanbHi hapmakonei aepxasu
€C) - BHeceHHs 3MiH g0 Cneumdikadii / MeTogis KOHTponto
SIKOCTi Nikapcbkoro 3acoby, a came NpvMBeaEeHHs 10 BUMOT
moHorpadii APY «Kykypyasu cToBnumky 3 npunModkammnNy»;
3MiHuM | TMNy - 3MiHK 3 AKoCTi. [oTOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOGYBaHHSI rOTOBOrO flikapCbKoro 3acoby (AN NpUBEAeHHs Y
BignosigHicTb 3 [1PY abo €Bponelicbkoto hapmakoneeto Ta
BUITYYEHHS MOCUNAaHHSA Ha 3acTapinuin BHYTPILWHI MeToq
BMNPOGYBaHHS | NOro HOMep) - BHECEHHS 3MiH 0
Cneuudikauii/MeToaiB KOHTPONIO SKOCTi Nikapcbkoro 3acoby 3a
nokasHukamm «Yncnosi nokasHukny, «lgeHTudikadis»,
«KinbkicHe BU3Ha4YeHHsi», «MikpobionoriyHa yuctoTar, a came
3amiHa nocunadb 3 4dY 1.0 Ha «aitouy pegakuito» OdDY; amiHm |
TMNYy - 3MiHK Wopno 6e3nekn/edbekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3miHKW) - 3miHa go posginy MKA N3, a came po3gin
«[pacpiyHe ocpopmneHHs» 3amiHeHO po3ainoM «MapkyBaHHs»(
3rigHo 3aTBepaXXeHOro TEKCTY MapKyBaHHS). OHOBMEHHSI TEKCTY
MapKyBaHHS ynakoBKW fikapcbKoro 3acoby i3 3a3HayYeHHsIM
MiXXHapOAHMX NO3HAY€Hb OAUHULL BUMIPIOBAHHS.
BBeaeHHs 3MiH NpoTsrom 6-Tn MicauiB Nicnsa 3aTBepaXKEHHS
189.| KYNPEHIN® TabneTku, BKpUTI TEBA I13painb BupobHunuTBo 3a Monbwa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/8546/01/01
NNiBKOBOIO dapmaues NOBHUM LMKIOM: 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
obornoHkoto, no 250 Tikan TOB Tesa 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS YNaKkoBKW NikapCbKoro
mr, no 100 Tabnetok IHaacTpi3 OnepeiwH3 MonaHg 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEeHHS OQUHULb
y nnsawuyi; no 1 ITa. BMMIiptoBaHHSA y cuctemi Sl. BHeceHHst 3MiH o po3ainy
NNSAWLi B KAPTOHHIN “MapkyBaHHa” MKA J13: 3anponoHoBaHo: Po3ain
KopobLi MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
TepMmiH BBeAEHHS 3MiH NPOTArom 6 micsuis nicns
3aTBEepPAXEHHS.
190.| KYPOCYP®® cycneHsis ans K'esi ABcTpis [.J1. dapma 'M6X, AscTpis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/10170/01/01
eHpoTpaxearnbHoro dapmac'io ABCTpis (BTOPUHHE ITanis 3MiHM Wwopno 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyenmom
BBeAeHHs, 80 mr/mn, Tikens nakyBaHHs1); K'esi 3MiHW) - BHECEHHS 3MiH 40 p. «MapKyBaHHs»:
no1,5mny 6X dapmac'toTikens 3anponoHoBaHo: MapkyBaHHs1. BignosigHo Ao 3aTBepAXKeHoro
dnakoHi; no 1 'mM6X, ABcTpis TEKCTY MapKyBaHHS. OHOBNEHHSI TEKCTY MapKyBaHHS YNakoBKU
dnakoHy B (Bunyck cepii); K'esi nikapcbkoro 3acoby 3 BHeceHHsIM iHopMmaLlii LLo[o 3a3HavYeHHs

KapTOHHIN Kopobui

dapmaueyTumui
C.n.A., Itania
(BUPOBHMLTBO in
bulk, nakyBaHHs,
KOHTPOJb Ta BUNYCK

OOMHMWLbB BMMIpIOBaHHSA y cuctemi Sl. BBeaeHHs 3MiH npoTsirom 6
MicsUiB Nicnsi 3aTBEPOKEHHSA
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cepii); K'esi
dapmaueyTumui
C.n.A,, ITanis
(BMPOBHMLTBO in
bulk, nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii); digia
dapmaueyTumui
C.n.A,, Itanis
(nepBuHHe
nakyBaHHs)
191.| NA3SUKC® Tabnetku no 40 wmr, TOB Ykpaina CaHodi IHgis IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/4871/01/01
Ne 45 (15x3): no 15 "CaHodi- Tlimiteq ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu peuernmom
Tabnetok y cTpwmni, ABeHTiC MiCLiSl MPOBaAKeHHS AifnbHOCTI BUpobHMKa/iMnopTepa roToBoro
no 3 cTpunu y YkpaiHa" nikapcbkoro 3acoby, BKoYakum AinbHULi BUNYycKy cepii abo
KapTOHHi KopobLi MicLie MPOBEAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a Ky
BiAnoBifae BMpOBHUK/iMMOpTep, BKMHOYao4mM BUNYCK cepint) -
3MiHa agpecu BupobHuka 13 CaHodi IHaia JlimiTen, IHais, 6e3
3MiHM Micus BUpoBHMLTBA. 3MiHM BHECEHO B IHCTPYKL 0 Ans
MELWYHOro 3aCTOCYBaHHS LLIOAO MiCLe3HaxoaXeHHs1 BUPOGHMKa,
AIK HacNiAOK — BiANOBIAHI 3MiHW BHECEHO Y TEKCT MapKyBaHHS
ynaKkoBKu fikapcbKkoro 3acoby (BBegeHHs 3MiH npoTsirom 6-Tu
MicaLiB nicns 3aTBepAXeHHs)
192.| NA®EPOBIOH cynosuTopii no 150 TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuxX Matepianis: 3MiHu | Tuny - 6e3 UA/13779/01/01
® 000 MO; no 3 "BIO®AP BIO®PAPMA" 3MiHM Wwopno 6eanekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuenma
cynosuTopiino1ry MA" BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPO cUCTemMy
KOHTYPHI hapmakoHarnagy (BBegeHHs y3aranbHeHWUX AaHUX Npo cucTemy
YapyHKOBIN hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
ynakosLui; no 1 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KOHTYPHI apmakoHarnsay 3asBHVKa AN 34iIMCHeHHs dbapmakoHarnsagy B
YapyHKOBIV ynakoBLi YKkpaiHi, SIKLL0 BOHa BigMiHHa Bi yNnoBHOBaXeHOI ocobu,
B NayLi 3 KApTOHY; BiANoBiAanbHOI 3a 3aiMCHeHHs hapmakoHarnaay (BknoYaym
no 5 cynoautopiis KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MileHHi MacTep-daiina
no 1 1y KOHTYPHIN cucTemu chapmakoHarnsgy) - 3miHa ynoBHoBaxeHoi ocobu
YapyHKOBIW 3asiBHWVKa, BiANOBIAANbHOI 3a 34iNCHEHHA hapmakoHarnsay B
ynakosui; no 1 abo YkpaiHi. [itova pegakuis — OQurac OiaHa OnekcaHapiBHa.
NO 2 KOHTYPHI lMponoHoBaHa pepakuis — Mpycbkun CtaHicnas
YapyHKOBI YMaKoBKU Bonogummnposuy. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI
B Nayui 3 KApTOHY ocob6u 3asBHMKa, BiANOBiAanbHOI 3a 3aiCHEHHSA
dapmakoHarnsgy.
193.| NA®EPOBIOH cynosuTopii no 500 TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/13779/01/02
® 000 MO; no 3 "BIO®AP BIO®APMA" 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peuyenma
cynosutopiino1ry MA" BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cUucTemy
KOHTYPHIl hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo cucTemy
YapyHKOBIW hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOi ocobu, BignosigansHoi
ynakosui; no 1 3a 34iNCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
KOHTYPHIl hapmakoHarnsay 3asiBHVKa AN 34iMCHeHHs bapmakoHarnsagy B

YapyHKOBI ynakoBL,i
B Nauui 3 KApTOHY;
no 5 cynoautopiis
no 1 1y KOHTYPHI

YKpaiHi, AKL0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHH:A hapmakoHarnagy (BkroYar4m
KOHTaKTHi gaHi) Ta/abo 3miHn y po3MilLeHHi macTep-danna
cucteMmn papmakoHarnsigy) - 3MiHa ynoBHOBaXXEHOI 0cobu
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YapyHKOBIl 3asBHUKA, BiANOBIAANbHOI 3a 3AiMCHEHHS dhapMaKkoHarnsay B
ynakosLi; no 1 abo YkpaiHi. [itova pepakuia — OQurac OiaHa OnekcaHgpiBHa.
M0 2 KOHTYPHiI MponoHoBaHa pepakuis — Mpycbkuin Ctanicnas
YapyHKOBi yNaKoBKu BonogmmupoBuy. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXeHOi
B Mayui 3 KapToHy ocobu 3asiBHMKA, BiANOBiAansLHoI 3a 30iiCHEHHS
papmakoHarnsgy.
194.| NEBOCUH masb, Mo 40 r y Tybi, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 6e3 UA/8326/01/01
no 1 Ty6i B nayui 3 "Ximcpapm "Ximcbapm3aasop 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay (iHwi peuernma
KapTOHY 3asof "YepsoHa 3ipka" 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
"YepBoHa nikapcbKoro 3acoby Loao 3asHavyeHHs MiXkHapOoAHWX NO3Ha4YeHb
3ipka" OAMHULb BUMIpIOBaHHA. BHeceHHs 3MiH Ao po3ainy
“MapkyBaHHsa” MKA J13”: 3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
3MiH NPOTArom 6-TW MicsALIB NicNga 3aTBepAXeHHs
195.| NEHANIAOMIA- | kancynu TBepAi no Mictpan AHrnisa CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MiHu | Tuny - 3a UA/17466/01/01
BICTA 2,5 ™mr, no 7 kancyn Kenitan C.1., Icnasis Yuni/ 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnsay. 3mMiHu | peyenmom
y bnictepi, no 3 MeHenxv (ginbHULA, Wo ManbTa Y KOPOTKi/i XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTi
6nictepu B EeHT Bignosigae 3a MapKyBaHHS Ta IHCTPYKLT AN MeAUYHOro 3acToCyBaHHS
KapTOHHi KopobLi Timiteq nakyBaHHs, reHepun4yHUxX/ribpmuaHnx/6ionoaibHMX nikapcbkux 3acobis nicns
KOHTPOSb SKOCTI, BHECEHHS Ti€i camoi 3MiHK Ha pedhepeHTHUI npenapar (3MiHa He
BUMYCK cepii); notpebye HagaHHs XOOHMX HOBUX A0OATKOBUX AaHMWX) - 3MiHU
CiHTOH Yuni NTaa., BHECEHI O IHCTPYKLii AN MeAMYHOro 3acToCyBaHHA NikapCbKoro
Yuni (ginbHWUA, Wwo 3acoby y po3ainu "lMokasaHHs" (YToO4HeHHs iHdopmaLii),
Bignosigae 3a "OcobnmBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsi Ta fo3un",
BMPOBHULTBO, "MoGivHi peakuii" 3rigHo 3 iHcbopMaLieto Woao MeanyHoro
nakyBaHHs, 3acTocyBaHHs1 pechepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOIb SIKOCTi); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmagokc mg capsule, B YkpaiHi He 3apeecTpoBaHuii). BBeaeHHs 3miH
Xenckea Jl14., NPOTAroM 6-Tu MicALIB NicNa 3aTBEPOXKEHHSA
ManbTa (AinbHUUS,
Lo BigNoBigae 3a
KOHTPOIb SIKOCTi)
196.| NEHANIAOMIA- | kancynu TBepai no 5 Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17466/01/02
BICTA Mr; 1o 7 kancyn 'y Kenitan C.J1., IcnaHis Yuni/ 3MiHM Wwopao 6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy. 3MiHu | peyenmom
Gnictepi, no 3 MeHegxm (BinbHUUSA, Wo ManbTa Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
6nictepu B eHT Bignosigae 3a MapKyBaHHS Ta IHCTPYKLii AN MeQUYHOro 3acToCyBaHHs
KapTOHHI kopobLyi Nimiteq nakyBaHHs, reHepu4HuX/ribpuaHmnx/6ionogibHMx nikapcbknx 3acobis nicrs
KOHTPOJSb SKOCTI, BHECEHHS TiEi camoi 3MiHU Ha pedepeHTHWI npenapar (3MiHa He
BUMYCK cepii); notpebye HagaHHs XOOHUX HOBUX A0AATKOBUX AAHUX) - 3MiHW
CiHTOH Yuni NTaa., BHECEHi 40 iHCTPYKUii AN MeQnYHOro 3acToCyBaHHS MikapCbKoro
Yuni (ainbHMUS, WO 3acoby y po3ainu "lMokasaHHs" (YTOUYHEHHs iHdopmaLii),
Bianosigae 3a "OcobnuBocTi 3acTocyBaHHs", "Crocib 3acTocyBaHHs Ta 4o3un",
BMPOBHULTBO, "MobiyHi peakuii" 3rigHO 3 iHOpMaLiED Woa0 MEeAUYHOro
nakyBaHHS1, 3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOSIb SKOCTI); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmagokc mg capsule, B YKpaiHi He 3apeecTpoBaHuin). BeegeHHs 3miH
Xenckea T4, NPOTAroM 6-Tn MicaLiB NicNs 3aTBEPOXKEHHSA
ManbTa (AinbHMUS,
o Bignosigae 3a
KOHTPOIb SIKOCTi)
197, NEHANIAOMIA- | kancynu TBepAi no MicTtpan AHrnis CiHTOH XicnaHig, Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - 3a UA/17466/01/03
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BICTA 7,5 mr; no 7 kancyn Kenitan C.I1., Icnanis Ynni/ 3MiHM Wwopao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnaay. 3MiHn | peyenmom
y bnictepi, no 3 MeHexm (ainbHUUS, Wo ManbTta Y KOPOTKili XapakTepuCTuLi NnikapCbKoro 3acoby, TeKCTi
Gnictepu B EeHT BignoBigae 3a MapKyBaHHS Ta IHCTPYKLIi AN MeQUYHOro 3acToCyBaHHS
KapTOHHI KopobLi Tlimiteq naxkyBaHHs, reHepun4yHNxX/ribpmuaHnx/6ionoaibHMX nikapcbkux 3acobis micns
KOHTPOSb AKOCTI, BHECEHHS TiEi camoi 3MiHU Ha pecdbepeHTHWI npenapar (3MiHa He
BUMYCK cepii); norpebye HagaHHs XOOHMX HOBUX [0AATKOBUX AAHUX) - 3MiHW
CiHTOH Yuni NTaa., BHECEHIi 40 iHCTPYKLii ANsi MeanyYHOro 3acTocyBaHHS MikapCbKoro
Yuni (ginbHWUSA, Wwo 3acoby y po3ginu "lMokasaHHa" (yToYHeHHs iHdpopmallii),
Bignosigae 3a "OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsi Ta fo3n",
BMPOOHULITBO, "Mob6ivHi peakuii" 3rigHo 3 iHbopmaLieto LWoao MeANYHOrO
nakyBaHHS, 3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOSb SKOCTI); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmapokc mg capsule, B YkpaiHi He 3apeecTpoBaHuii). BBeaeHHs 3miH
Xenckea Jl1q., NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXEHHS
ManbTa (ginbHUUS,
Lo Bignosigae 3a
KOHTPOJS1b SIKOCTi)
198.| NEHANIAOMIA- | kancynu TBepai no MicTtpan AHrnig CiHTOH XicnaHis, Icnanis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17466/01/04
BICTA 10 mr; no 3 kancynu Kenitan C.1., Icnasis Yuni/ 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy. 3MiHn | peyenmom
y 6nictepi, no 7 MeHenxv (ginbHULA, Wo ManbTa Y KOPOTKi/i XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTi
6nictepiB y EeHT Bignosigae 3a MapKyBaHHS Ta iIHCTPYKLT AN MeAUYHOro 3acToCyBaHHS
KapTOHHi KopobLi Timiteq nakyBaHHs, reHepun4yHUx/ribpmaHnx/6ionoaibHMX nikapcbkux 3acobis nicns
KOHTPOJSb SIKOCTI, BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA Npenapar (3miHa He
BUNYCK cepii); notpebye HagaHHs XOOHMX HOBUX A0AATKOBUX AAHUX) - 3MiHU
CiHTOH Yuni Jltga., BHECEHI [0 IHCTPYKLIi ANs MeAMYHOro 3acToCcyBaHHA NikapCbKoro
Yuni (ginbHWUA, Wwo 3acoby y po3ainu "lMokasaHHs" (YTO4HeEHHSs iHdopmaLii),
Bignosigae 3a "OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
BMPOBGHULTBO, "MoGivHi peakuii" 3rigHo 3 iHcbopMaLieto Woao MeANYHOro
nakyBaHHs, 3acTocyBaHHs1 pechepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOIb SIKOCTi); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmagokc mg capsule, B YkpaiHi He 3apeecTpoBaHuii). BBeaeHHs 3miH
Xenckea J14., NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXKEHHSA
ManbTa (AinbHUUS,
Lo BignoBigae 3a
KOHTPOIb SIKOCTi)
199.| NEHANIAOMIA- | kancynu TBepai no Mictpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 40 peecTpauinH1X Matepianis: 3MiHu | Tuny - 3a UA/17466/01/05
BICTA 15 mr; no 3 kancynu Kenitan C.N., IcnaHis Yuni/ 3MiHM Wwopao 6e3neku/edekTnBHOCTI Ta chapmakoHarnagy. 3MiHn | peyenmom
y 6nictepi, no 7 MeHenxm (AinbHUUA, Wwo ManbTa Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
GnictepiB y EeHT Bianosigae 3a MapKyBaHHS Ta iIHCTPYKLii AN MegUYHOro 3acToCyBaHHS
KapTOHHI kopooLyi Nimiteq nakyBaHHs, reHepnYHuX/ribpmuaHnx/6ionoaibHMx nikapcbkux 3acobiB nicns

KOHTPOJSb SKOCTI,
BUMYCK cepii);
CiHTOH Yuni Ntaa.,
Yuni (ainbHMUS, WO
Bianosigae 3a
BMPOBGHULTBO,
nakyBaHHs,
KOHTPOSb SKOCTI);
dapmagokc
Xenckea T4,
ManbTa (ginbHuug,

BHECEHHS Ti€Ei camoi 3MiHU Ha pedepeHTHWI npenapar (3MiHa He
notpebye HagaHHs XOOHWUX HOBUX A0AATKOBUX AAHUX) - 3MiHW
BHECEHi 40 iHCTPYKUii ANS MeQnYHOro 3acToCyBaHHS MikapCbKoro
3acoby y posginu "lNMokasaHHA" (yTOYHEeHHs iHdopmauii),
"OcobnumBocTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHs Ta fo3n",
"Mo6ivHi peakuii" 3rigHO 3 iHoOpMaLli€to LWOoA0 MEANYHOrO
3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (Revlimid
(Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
mg capsule, B YKpaiHi He 3apeecTpoBaHuin). BeegeHHs 3miH
npoTarom 6-Tu micsAUiB nicns 3aTBepAXEHHS
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Lo Bignosigae 3a
KOHTPOJI1b SIKOCTi)
200.| NEHANIQOMIA- | kancynu TBepai no MicTtpan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17466/01/06
BICTA 20 wmr; no 3 kancynu Kenitan C.11., Icnais Yuni/ 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy. 3miHu | peuenmom
y bnictepi, no 7 MeHexm (ainbHUUS, Wo ManbTta Y KOPOTKili XapakTepuCTuLi NnikapCbKoro 3acoby, TeKCTi
6nictepiB y EeHT Bignosigae 3a MapKyBaHHS Ta iHCTPYKLii ANs MeAUYHOro 3acTocyBaHHS
KapTOHHi Kopobui Tlimiteq naxkyBaHHs, reHepun4yHUx/ribpmuaHnx/6ionoaibHNx nikapcbkmx 3acobis nicns
KOHTPOSb AKOCTI, BHECEHHS TiEi camoi 3MiHU Ha pedhepeHTHWI npenapar (3MiHa He
BUMYCK cepii); notpebye HagaHHs XOOHMX HOBUX [0AATKOBUX AAHUX) - 3MiHU
CiHTOH Yuni NNTaa., BHECEHIi [0 iHCTPYKLii ANsi MeanyYHOro 3acToCcyBaHHS MikapCbKoro
Yuni (ginbHWUA, Wwo 3acoby y po3ginu "lMokasaHHa" (yTouHeHHs iHdhopmallii),
Bignosigae 3a "OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsi Ta fo3n",
BMPOOHULTBO, "Mo6ivHi peakuii" 3rigHo 3 iHbopMaLieto LWoao MeANYHOrO
nakyBaHHS, 3acTocyBaHHS pedbepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOSb SKOCTi); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmagokc mg capsule, B YkpaiHi He 3apeecTpoBaHuii). BBeaeHHs 3MiH
Xenckea JlTq., NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXEHHSA
ManbTa (ginbHUUS,
Lo Bignosigae 3a
KOHTPOIb SIKOCTi)
201.| NEHANIQOMIAO- | kancynu TBepai no MicTtpan AHrnig CiHTOH XicnaHis, Icnanis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17466/01/07
BICTA 25 mr; no 3 kancynu Kenitan C.1., Icnasis Yuni/ 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy. 3MiHu | peyenmom
y 6nictepi, no 7 MeHegxm (@inbHUUSA, Wo ManbTa Y KOPOTKi/i XapaKTepucTuLi fikapcbkoro 3acoby, TEKCTi
GnictepiB y EeHT Bignosigae 3a MapKyBaHHs Ta iIHCTPYKUiT 4Ns Megu4HOro 3acTocyBaHHA
KapTOHHI kopobLi Tlimiteq nakyBaHHS1, reHepu4HuX/ribpuaHnx/6ionogibHMx nikapcbkux 3acobis nicns
KOHTPOSb SKOCTI, BHECEHHS Tiei camoi 3MiHW Ha pedepeHTHUIA Npenapar (3miHa He
BUNYCK cepii); notpebye HagaHHs XOOHMX HOBUX A0AATKOBUX AAHUX) - 3MiHW
CiHTOH Yuni Iltaa., BHECEHI [0 IHCTPYKLIi ANs MeAMYHOro 3acToCcyBaHHA NikapCbKoro
Yuni (ginbHWUA, Wwo 3acoby y po3ainu "lMokasaHHs" (YTO4HeHHs iHdopmaLii),
Bignosigae 3a "OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta Jo3n",
BMPOBGHULTBO, "MoGivHi peakuii" 3rigHo 3 iHcbopMaLieto LWoao MeANYHOro
nakyBaHHs, 3acTocyBaHHs1 pechepeHTHOro nikapcbkoro 3acoby (Revlimid
KOHTPOIb SIKOCTi); (Lenalidomide) 2,5 mg; 5 mg; 7,5 mg; 10 mg; 15 mg; 20 mg; 25
dapmagokc mg capsule, B YkpaiHi He 3apeecTpoBaHuii). BBeaeHHs 3miH
Xenckea J14., NPOTAroM 6-Tn MicaLiB Nicns 3aTBEPAKEHHS
ManbTa (AinbHUUS,
o Bignoesigae 3a
KOHTPOJSIb SKOCTI)
202.| NENEXMU kopeHesmwwa no 30 r AT YkpaiHa AT "Jly6Hupapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/9367/01/01
KOPEHEBULLA | a6o 50 r y naykax 3 "Jly6Hudpa 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi peuenma
BHYTPILUHIM NakeToMm pm" 3MiHW); CynyTHSA 3MiHa - 3MiHM 3 SKOCTi. [0TOBUI NiKapCbkui

3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby (iHLi 3miHW)
(B.ILr. (x) IA)3MiHn go posainy “Ynakoska” MKA J13, a came
HaHEeCEHHSs1 MOBHOrO TEKCTY iIHCTPYKUi ANA Megu4Horo
3acTocyBaHHs J13 Ha nayui, 6e3 BknagaHHs iHCTPYKLiT ons
MeanyHoro 3actocyBaHHs J13 B nauky. [itova pegakuis: Mo 30T,
50 r y nakeTu, BUroToBreHi 3 nanepy abo nnisku 3 nogansmm
BKNaAaHHAM Y Mavky 3 kapToHy. [Madku 3 BignoBiAHO KiNbKiCTIO
IHCTPYKUiN ANst MeAnYHOro 3acTocyBaHHS npenapaTy BKNagaloTb
B rpynoBy ynakoBky. [lponoHoBaHa pegakuis: Mo 30, 50y
nakeTu, BUrOTOBNEHI 3 nanepy abo nniBku 3 noganbLuvm
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BKMNaAaHHAM y Nadvky 3 KapToHy. TeKCT iHCTPYKLii AnA MeanyHoro
3aCTOCYBaHHS fikapcbKoro 3acoby HaHeceHo Ha nauui.
OHOBMEHHSA TEKCTY MapKyBaHHS YNaKoBKW NikapCbKoro 3acoby y
3B"A3KY i3 HAHECEHHSAM MOBHOrO TEKCTY IHCTPYKLIi Ha nauky (6e3
BKMNagaHHS iHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS B Nayky).
BBefeHHs 3MiH MpoTArom 6-Tu MicsAUiB NiCnsA 3aTBepAXEHHS
203.| NEC®AIb PO3YMH ANs iH'eKUIn, MAT YkpaiHa MAT “®dapmak” YkpaiHa BHECEHHS 3MiH 1O peecTpauinH1x maTtepianis: 3aMmiHu Il Tuny - 3a UA/12317/01/01
50 mr/mn no 5 mn B "®apmak” 3MiHK 3 aKocTi. [oTOBMIA Nnikapcbkuii 3aci6. Cuctema peuernmom
amnyni, no 5 a6o 10 KOHTelHep/3aKynoptoBanbHuii 3acib. 3MiHa y nepBUHHIN
amnyn y nayui 3 ynakoBLi FOTOBOro NMikapcbKoro 3acoby (SKICHWI Ta KinbKiCHUI
KapTOHY; No 5 Mn B cknag) - CTepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
amnyni, no 5 amnyn 6ionoriyHOro/iMyHOMNOriYHOro NOXOAKEHHS! - BBEAEHHSI
y 6nictepi, no 1 abo [00aTKOBOI NEPBMHHOI YaKoBKW, @ caMme ammyrn CKISHUX Tuny
2 GnicTepu y nayui 3 IMN (WwnpuLEeBoro HaNOBHEHHST) CBITNO3axiCHOTO CKIa EMHICTIO 5
KapTOHY M1, anbTepHaTuBHOro BupobHuka MAT «onTaBcbkuii 3aBoA,
MeAMYHOro cknay, YkpaiHa. 3anponoHoBaHuin BUpobHuk MAT
«[MonTaBCcbkuii 3aBOA, MEANYHOrO CKna» y BUPOOHULTBI
BMKOPWCTOBYE CKIMOTPYOKM, SKi BATOTOBMEHO 3 HENTpanbHOro
6opocunikaTHOro ckna nepLUoro rigponiTUYHOro Krnacy, Mapku
«FIOLAX ambery, BupobHuka «<SCHOTT AG», HimeuyuuHa.
AHarnoriyHy MapKy Ta BUpobHUKa CKNoTpy6KM BUKOPUCTOBYE Y
CBOEMY BUPOBHULTBI 3aTBEPAXKEHWNIA BUPOBHMK aMnyr, KoMMaHis
«Thuringer pharmaglas GmbH», Hime4unHa, 3 BHeCEHHsI
BignoBigHOro KoperysaHHs 4o p. «Ynakoskay MKA 13
204.| NETPO30N TabneTku, BKpUTI Amakca Benuka Crapadapm 'M6X, HimeuunHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/16828/01/01
AMAKCA NNiBKOBOIO nTa BputaHis HimeuunHa (Bunyck 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
o6oroHkoto, no 2,5 cepii); Xaynt ®apma 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
mr, no 10 TabneTok MioHcTep MTMGX, 3anponoHoBaHo: MapkyBaHHsi. BignosigHo fo 3aTBepAXKEHOro
y 6nictepi; no 3 abo HimeyunHa TeKCTy MapKyBaHHsi OHOBMNEHHS TEKCTY MapKyBaHHS ynaKkoBKu
10 GnicTepiB y (BpOGHULTBO, nikapcbkoro 3acoby 3 BHECEHHsIM iHdopMaLlii LWoAo 3a3Ha4YeHHs!
KapTOHHI kopobLi nakyBaHHs Ta OOMHULB BUMIpIOBaHHA y cuctemi Sl. BBegeHHs 3MiH npoTarom
KOHTPOIb SIKOCTI) 6-TV MicsAUiB nicns 3aTBepaAXeHHs
205.| NIHETEPO TabneTku, BKpUTI FETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16421/01/01
NNiBKOBOIO JIAB3 JlimiTeq 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay. peuernmom
obornoHkoto, no 600 NIMITEL BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
mr Ne10 (10x1) y hapmakoHarnsgy (BBeAeHHs y3aranbHeHUX JaHWUX Npo cuctemy
Gnictepax hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol
3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YkpaiHi, SIKLLLO BOHa BigMiHHA Bifj ynoBHOBaxeHOoi ocobu,
BiANOBiAaNbHOI 3a 34iNCHEHHA hapmakoHarnsagy (Bkovar4um
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cuctemu hapmakoHarnsgy) - 3amiHa KOHTakTHOI 0cobu 3asBHMKa,
BiANOBiAanNbHOI 3a 34iCHeHHA pbapmakoHarnsgy B YKpaiHi:
Litova pepakuia — JobpoBonbcbka Hatanis OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EngaHis AnimoBudy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOu 3asiBHUKA, BignoBiganbHOI
3a 34ifcHeHHs pbapMakoHarnagy B YkpaiHi
206. NIHKOUWH PO34MH ANS iH'EKUIN, Mdparisep CWA Mdpansep Benbris BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3mMiHu | Tuny - 3a UA/10038/01/01
300 mr/mn; no 2 mn IHK. MeHo ekyypuHr 3MiHun wopao 6e3nekn/epekTMBHOCTI Ta papmakoHarnsgy (iHwi | peyenmom
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
y dnakoHi; no 1 Benbria HB 3MiHN) - OHOBMNEHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
rnakoHy B 3acoby 3 BHECEHHSIM iHhopMaLii LoA0 3a3HAYEHHs] OOUHMULb
KapTOHHI Kopobui BUMiptoBaHHs y cuctemi Sl (TepmiH BBEAEHHS 3MiH: MPOTArom 6-
TU MiCALIIB MiCNs 3aTBEPAXEHHS 3MiH)
207.| NIOTPOMB renb, 1000 MO/r no Tosapuct YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny - 6e3 UA/11418/01/01
1000- 25r,50r abo 100 r BO 3 obmexeHoto OHOBJIEHHS BXXE 3aTBEPAXKEHOro TEKCTY MapKyBaHHs Ans peuenma
300POB"4 y Ty6i; no 1 Ty6i y obmexeHo BiQNOBiAanbHICTIO ynakoBku in bulk: no 50 kr y 6oukax cTaneBux, 3akputmx
KOpOoO6Lii 3 KapTOHY 10 "®apmaueBTuyHa KPULLIKaMK 3 3aTUCKHUM KiflbLieM (BHECEHHS NO3HaYeHb OAVHWLb
signosiga komnaris "3gopos's" BUMIpIOBaHHS!, 3 BUKOPUCTAHHSAM NiTep NaTUHCbKOro andas.iTy);
NbHICTIO BHECEHHS 3MiH Ao po3giny “MapkyBaHHa” MKA J13:
"®dapmaue B3anponoHoBaHo: MAPKYBAHHA BignosigHo fo 3aTBEpOXKEHOro
BTUYHA TekcTy mapkyBaHHs. MAPKYBAHHSA wopo npoaykuii in bulk
KOMMaHis TekcT MapKyBaHHS [0A3ETbCHA. TakoX OHOBIIEHHS TEKCTY
"3popos's" MapKyBaHHS yNaKkoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LLoA0 3a3HaYeHHsT OQUHMULE BUMIPIOBaHHS Y CUCTEMI
Sl. BBeeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBepAXeHHs!
208.| NIOTPOMB renb 1000 MO/r in Tosapuct Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLlinHux matepianis: 3MiHu | Tuny - - UA/15770/01/01
1000- bulk: no 50 kry BO 3 obmexeHoto OHOBJIEHHS BXE 3aTBEPAXEHOro TEKCTY MapKyBaHHS AN
300POB"A Boukax cTanesux, obmexeHo BiANoOBiAaNbHICTIO ynakoBku in bulk: no 50 kr y 6o4kax cTaneBux, 3aKpuTmnx
3aKpUTMX KpULLKaMM 10 "®apmaueBTuyHa KpULLIKaMK 3 3aTUCKHUM KiflbLieM (BHECEHHS NO3HaYeHb OAWHWLb
3 3aTUCKHUM signosiga komnaris "3gopos's" BUMIpIOBaHHS1, 3 BUKOPUCTAHHSAM NiTep NaTUHCbKOro andas.ity);
KinbLem NbHICTIO BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3:
"®apmaue 3anponoHoaHo: MAPKYBAHHA BignosigHo fo 3aTBepa)KeHOoro
BTUYHA TekcTy mapkyBaHHA. MAPKYBAHHA wopo npogykuii in bulk
KOMMaHis TekcT MapKyBaHHSA A0AaETbCA. TaKoX OHOBIEHHS TEKCTY
"3popos'a" MapKyBaHHS1 YaKkoBKM Nikapcbkoro 3acoby 3 BHECEHHAM
iHdbopMaUii Woao 3a3Ha4YeHH OAUHNLb BUMIPIOBAHHS Y CUCTEMI
S|. BBeeHHs 3MiH NpOTAromM 6-Tu MicsiLiB Nicnsi 3aTBEPAKEHHS
209.| NINA3A F-AP NOpOLLOK AT YkpaiHa AMaHO EH3im [HK. AnoHiga BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHm | Tuny - - UA/0472/01/01
15 (cybeTaHuis) y “BITAMIH AamiHicTpaTuBHi 3miHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
XKEepPCTAHNX n” 3asiBHUKA (BNacHWKa peecTpauiiHoro nocBigYeHHs ) - 3mMiHa
Kopobkax ans HalMeHYBaHHS Ta agpecu 3asBHUKa
BMPOBHMUTBA
HEeCTepunbHUX
nikapcbknx gpopm
210.| NINPUMAP® TabneTku, BKpUTI Mdpansep CLWA BupobHuuTBO in HimeyunHa/ BHECEHHS 3MiH [0 peecTpauinHnx maTtepianis: 3MiHu | Tuny - 3a UA/2377/01/02
NniBKOBOO IHK. bulk, nepsuHHa Ta CLLA 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
obonoHkoto, no 40 BTOPVHHA YNaKoBKa, 3MiHM) - OHOBIEHHS TEKCTY MapKyBaHHS YNakOBKM fiKapCbKOro
mr, no 10 TabneTok KOHTPOJIb SKOCTI Ta 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
y 6nictepi; no 3 BUMYCK Cepii: BMMiptoBaHHSA y cuctemi Sl (TepmiH BBe4EHHS 3MiH NpoTarom 6
Gnictepu B Mdpansep MiCALiB Nicns 3aTBepAXeHHS)
KapTOHHI kopooLyi MeHtobekyypuHr
Lonuneng M'mM6X,
Himevunna;
BMPOBHMUTBO in
bulk, koHTponb
SIKOCTi:
Mdansep
dapmactoTikans
JINC, CWA
211 NINPUMAP® Tabnetku, BKpUTI Mdparisep CLUA MepBnHHa Ta HimevunHa/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/2377/01/03
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NniBKOBOIO IHK. BTOPMHHA YNakoBKa, CLUA 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuyenmom
obonoHkoto, no 80 KOHTPOSb SIKOCTi Ta 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
mr, no 10 TabneTtok BUMYCK Cepii: 3acoby 3 BHECEHHSIM iHhopMaLil LoA0 3a3HAYEHHST OQNHULb
y bnictepi; no 3 Mdpansep BUMiptoBaHHs y cuctemi S| (TepmiH BBeAeHHS 3MiH NpoTArom 6
6nictepu B MeHtobekyypuHr MicsUiB nicns 3aTBepAXKEHHS)
KapTOHHI kopobui Lonuneng M'oX,
HimeuunHa;
BMPOBHMLTBO in
bulk, koHTponb
AKOCTi:
Mdcpanszep
dapmactoTikana
JINC, CLWA
212 NINPUMAP® TabneTku, BKpUTI Mdpansep CLUA Brpo6HMUTBO in HimeuwunHa/ BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3mMiHu | Tuny - 3a UA/2377/01/04
NniBKOBOIO IHK. bulk, nepeuHHa Ta CLUA 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
obonoHkoto, no 10 BTOPWHHA YMaKoBKa, 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapCbKoro
mr, no 10 TabneTok KOHTPOSb SKOCTI Ta 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HavYeHHs1 OgMHULb
y 6nictepi; no 3 BUMYCK Ccepii: BUMiptoBaHHs y cuctemi S| (TepmiH BBe,eHHS 3MiH NpoTarom 6
Gnictepn abo no 10 Mgpanzep MicaLiB nicns 3aTBepAXEHHS)
6nictepiB y MeHtoekyypuHr
KapTOHHI kopobui Oonuneng Mm6X,
HimevunHa;
BMPOGHMLTBO in
bulk, KoHTponb
SAKOCTi:
Mdpansep
dapmactoTikans
JINC, CWA
213.| NINPUMAP® TabneTku, BKpUTI Mdpansep CWA BupobHuuTBO in HimeyunHa/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/2377/01/01
NNiBKOBOIO IHK. bulk, nepBuHHa Ta CLWA 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peuenmom
obonoHkoto, no 20 BTOPVHHA YNaKkoBKa, 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
mr, no 10 TabneTok KOHTPOJSb SKOCTI Ta 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
y 6nictepi; no 3 BUMYCK Cepii: BUMiptoBaHHs y cuctemi Sl (TepmiH BBeAeHHS 3MiH NpoTarom 6
Gnictepu abo no 10 Mparizep MicsILiB nicnsi 3aTBEPAXKEHHS)
GnictepiB y MeHtobekyypuHr
KapPTOHHI kopobLi Oownuneng Mm6X,
HimevunHa;
BMPOGHMUTBO in
bulk, KoHTponb
SIKOCTI:
Mdpansep
dapmactoTikans
JINC, CWA
214 NIPUKA kancynu no 50 mr no Mdpansep CLA Mdanzep HimeuunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/3753/01/05
21 kancyni 'y IHK. MeHtoekuypuHr 3MmiHu wopo 6e3nekn/edpekTmBHOCTI Ta papmakoHarnsgy (iHwi | peuenmom
6nictepi, no 1 abo 4 LOonuneng MTmoX 3MiHK)
6nictepu B OHOBRNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby 3
KapTOHHIN Kopobui BHECEHHSAM iHbopMaLii Woa0 3a3Ha4YeHHs OaNHULb
BMMIiptOBaHHSA y cuctemi Sl. TepMiH BBEAEHHSI 3MiH - NpOTArom 6
MicaLiB nicrnsl 3aTBEpAXEHHS.
215 NIPUKA kancynu no 150 mr Mdparisep CUWA Mdpansep HimevunHa BHECEHHS 3MiH 40 peecTpauiiHnx marepianis: 3miHu | Tuny - 3a UA/3753/01/02
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 14 kancyn y IHK. MeHtoekvypuHr 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuyenmom
6nictepi, no 1 abo 4 Lonuneng Mo X 3MiHK)
6nictepu B OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
KapTOHHIN kopobuli, BHECEHHAM iHdopMaLlii Woa0 3a3HaYeHHs OAUHULb
no 21 kancyniy BUMiptoBaHHs y cuctemi Sl. TepmiH BBeAEHHS 3MiH - npoTarom 6
6nictepi, no 1 abo 4 MicAUiB NiCNs 3aTBEPAXKEHHS.
6nictepu B
KapTOHHI Kopobi
216. NIPUKA Kancynu no 75 mr no Mdpansep CLUA Mdpansep HimeyunHa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 3a UA/3753/01/04
14 kancyn y IHK. MeHtobekyypuHr 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenmom
6nictepi, no 1 abo 4 Lonuneng Mu6X 3MiHK)
6nictepu B OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
KapTOHHI kopobuli, BHECEHHSAM iHdopMaLii Woa0 3a3HaYeHHs! OAUHULb
no 21 kancyni y BUMiptoBaHHs y cuctemi Sl. TepmiH BBeAEHHS 3MiH - npoTarom 6
6nicTtepi, no 1 abo 4 MicAUiB NiCNs 3aTBEPAKEHHS.
6nictepu B
KapTOHHi KopobLi
217, NIPUKA kancynu no 300 mr Mdpansep CLUA Mdpansep HimeyunHa BHECEHHS 3MiH 4O peecTpaLinHux matepianis: 3miHu | Tuny - 3a UA/3753/01/06
no 21 kancyni y IHK. MeHtobekyypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
Gnictepi, no 1 abo 4 Oonuneng Mi6X 3MiHN)
6nictepu B OHOBMEHHs TEKCTY MapKyBaHHS YNaKkoBKu Nikapcbkoro 3acoby 3
KapTOHHI kopobui BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsa oanHULb
BMMiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTArom 6
MicsAUIB NicNsi 3aTBEPLKEHHS.
218.| NICOBAKT® NbOAAHUKN BocHanek BocHis i BocHanek g.4. BocHist i BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 6e3 UA/2790/01/01
npecosaHi no 10 n.o. epuerosu epuerosuH aaMiHIiCTpaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOI AinbHUL peuernma
NbOASAHNUKIB Y Ha a (Bkntoyaroum ainbHuLi anst A®I, npomixxHoro npoaykty abo
Gnictepi, no 1 abo 3 roTOBOrO flikapcbKoro 3acoby, AinbHWLI 4N NPoBeAEHHS
Gnictepn y nakyBaHHsl, BUpobHMKa, BiANOBIAanbLHOro 3a BUMYCK cepi, MicLe
KapTOHHI kopobLi NpOoBeAEHHS1 KOHTPOIo cepii) abo nocTavanbHMKa BUXIAHOrO
matepiany, peareHTy abo [OMOMiXXHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y J0CbE) - BUNYYEHHS BUPOOHMKa Ajito40i pevyoBUHU
nisoumnmy rigpoxnopuay The Protein Company S.A., Benbrisa
3anponoHoBaHo:
LMC BV, The Netherlands Bouwhuis Enthoven B.V., The
Netherlands
219.] NOHIOKAIH® PO34MH ANs iH'ekuin, TOB YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/12900/01/01
2,5 mr/mn no 200 mn "lOpis- agMiHicTpaTuBHI 3MiHu. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu peyernmom
y NAsiLkax dapm” MicLst NpOBaAKeHHs AianbHOCTI BUpOGHWMKa (BKNoYaoun, 3a
HeobXigHOCTI, MicLie NPOBEAEHHS1 KOHTPOIO SKOCTi), abo
BracHuka macTtep-gainna Ha Adl, abo noctayanbHuka
Adl/BnXigHOro matepiany/peareHTy/NPOMiPKHOro NPOAYKTY, Lo
3acToCOBYOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HavYeHo y 40CbE
Ha nikapcbkuni 3acib) 3a BiACYTHOCTI cepTudikarta BignoBigHOCTI
€Bponewcbki hapmakonei y 3aTBepa)XeHoMy Aocbe, abo
BMPOOHMKA HOBOI JOMOMIDXKHOI PEYOBUHU (SIKLLO 3a3HAYEHO Y
[ocbe) (iHWi 3miHW) - 3MiHa Ha3BW BUpobHuka APl BynisakaiHy
rigpoxnopuay 6e3sogHoro, 6e3 3amiHu mMicusi BUpobHMLTBA;
3anponoHoBaHo: Dishman Carbogen Amcis Limited, India
220.| NTOHIFOKAIH® PO34MH ANS iH'EKUIN, TOB YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - 3a UA/12900/01/02
5wmMr/mMnno5mny "KOpis- agMiHicTpaTuBHi 3mMiHW. 3MiHa HanmeHyBaHHs Ta/abo agpecu peuyernmom
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dnakoHi; no 1 abo ®apm" MiCLit TPOBaKEHHS AiANbHOCTI BUPODOHMKaA (BKIOYaoun, 3a
no 5 conakoHiB y HeobXigHOCTI, MicLle NpOBeAEeHHS KOHTPOIIO SKOCTi), abo
nayui; no5 mn B BrnacHuka mactep-ganna Ha A®|, abo noctayanbHuKa
amnyni; no 10 amnyn Adl/BnxigHoro matepiany/peareHTy/npoMi>KHOrO NPOAYKTY, LLO
y nauui; 3aCTOCOBYHOTbCA Y BUPOOHULTBI AP (SKLLO 3a3HAYEHO Y A0CbE
no 20 mn y drakoHi; Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTa BignoBigHOCTI
no 5 cpnakoHiB y €Bponevicbkii hapmakonei y 3aTBepaXXeHOMY A0Cbe, abo
nayui; no 50 mn y BMPOOHMKa HOBOI JOMOMIXKHOI PEYOBUHU (SIKLLO 3a3HAY€HO Y
dnakoHi; no 1 Aocbe) (iHWi 3MiHM) - 3miHa Ha3Bu BUpobHuka AP| BynisakaiHy
brnakoHy B nayui rigpoxnopuay 6e3sogHoro, 6e3 amiHu Micusi BUpobHMUTBA.
BanponoHoBaHo: Dishman Carbogen Amcis Limited, IHgis
221, NOMNEPAMIA TabneTku no 2 mr; MAT Ykpaina MAT YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux marepianis: be3 UA/7581/01/01
no 10 tabnertok y "KviiBmean "KviBmeanpenapat” 3MiHn | Tuny - 3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta peuernma
6nictepi; no 2 penapat” hapmakoHarnagy. 3miHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
6nictepu B navui 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLUii AN Mean4Horo
3aCTOCYBaHHS Ha MiacTaBi perynsipHoO OHOBMHOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo gocniaxeHs 3 6e3neku
3acTocyBaHHs! NnikapcbKoro 3acoby B nicrnspeecTpauinHui
nepion, abo sk pe3ynbTaT OLiHKW 3BiTY 3 JOCHIOKEHD,
npoBeAeHMX BiANOBIAHO 40 NNaHy negiaTpuyHnX ocniaXeHb
(PIP) (3miHy y3roa)eHo 3 KOMMETEHTHVM YNOBHOBaXeHVM
opraHoMm) - 3MiHM BHeCeHi [0 IHCTPyKUii Ana MegnMyHoro
3acTocyBaHHs nikapcbkoro 3acoby fo poaainis: "OcobnueocTi
3acTocyBaHHs", "MobivHi peakuii" Woao 6e3nekn 3acTocyBaHHs
BianoBiaHO Ao pekomeHgauin PRAC. BBeaeHHst 3MiH npoTsirom
6-TV MicsAUIB Nicnsa 3aTBEPAKEHHS.
222/ NOPOEC® cvpon 2,5 mr/5 mn HOBEN TypevunH HOBE TAY TypeyunHa BHECEHHS 3MiH O peecTpaLiiHuxX Matepianis: 3MiHu | Tuny - 6e3 UA/11552/02/01
no 150 mny INTAY a CAHAI BE 3MiHM wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuernma
cbnakoHi; no 1 CAHAI BE TIOXKAPET A.LL. BBeneHHst abo 3MiHM J0 y3aranbHeHUX AaHUX NPO cUCTeMy
dnakoHy pasom i3 TIOXKAPE hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo CUCTEMY
NNacTMKOBOK TA.LL. hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi
MipHOIO NOXKOI B 3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
KapTOHHIN yrnakosLi hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YKkpaiHi, SIKLL0 BOHa BigMiHHa Bif ynoBHOBaxeHOoi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MmileHHi MacTep-daiina
cucTemu hapMakoHarnsay) - 3MiHa ynoBHoBaXKeHoi ocobu
3asBHMKa, BignoBiganbHoI 3a hapmakoHarnag. [itoya pegakuis:
Dr. Rasid Sidan. MponoHoBaHa pegakuis: R. Ayse Cetin. 3miHa
KOHTaKTHUX [laHUX YNoBHOBaXeHOi ocobw, BignosiganbHoi 3a
hapmakoHarnag. 3miHa KOHTaKTHOI 0cobGU YNOBHOBaXEHOT
ocobu 3asiBHMKA, BiAnoBiaanbHOI 3a hapmakoHarnsag B YKpaiHi.
[itova pepakuis: Mykolenko Olexandr Pavlovich. NponoHoBaHa
pepakuin: Stefanska Olga. 3mMiHa KOHTaKTHUX JAaHWUX KOHTaKTHOT
ocobu ynoBHOBaXeHOi 0cobM 3asiBHUKA, BiANOBiAanNbHOI 3a
apmakoHarnsag B Ykpaini. 3MiHa micua 34iMCHEHHSt OCHOBHOT
nisnbHOCTI 3 hapmakoHarnagy. 3miHa micue3HaxoKeHHst
macTep-danna
223.| NbOHY HaciHHsa no 100, AT YkpaiHa AT "INy6Hndapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - bes UA/9368/01/01
HACIHHA 200 r y navkax 3 "Jly6Hudpa 3MiHuM Wwopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi peuenma
BHYTPILUHIM NaKeToM pm" 3MiHW); cynyTHS 3MiHa - 3MiHM 3 AKOCTIi. [0TOBUI NiKapCbKkni
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3aci6. KoHTporb roroBoro nikapcbkoro 3acoby (iHLi 3MiHW) -
3MiHM go posgainy “Ynakoska” MKSA J13 Ta oHOBReHHst TekCTy
MapKyBaHHS yNaKoBKM flikapCbKoro 3acoby, a caMme HaHeCEHHS
MOBHOrO TEKCTY IHCTPYKLiT ANS MeanyHoro 3actocyBaHHs J13 Ha
nayui, 6e3 BkNagaHHs iHCTPYKLIi A4NA MeANYHOro 3acTOCyBaHHS
J13 B nauky. [itoya pepakuis. MponoHoBaHa pefakuisi. YnakoBka
Mo 100 r, 200 r y nakeTun, BUroToBnEHi 3 nanepy abo nniBku 3
noganblUMM BKIaAaHHAM Yy Nadky 3 KapToHy. [Mayku 3
BiNOBIAHOMO KiNbKICTIO IHCTPYKLi ANA MeANYHOro 3acCTOCYBaHHS
npenapary BknagatroTb B rpyrnoBy ynakosky. [1o 100, 200 r y
nakeTu, BUrOTOBINEHI 3 nanepy abo nniBku 3 nogansLuum
BKITaJlaHHAM Y MayvKy 3 KapToHY. TeKCT iHCTPYKLUii Ans MeamyHoro
3aCTOCyBaHHs fikapcbKoro 3acoby HaHeceHOo Ha nauLi.
BBeAeHHs1 3MiH MpoTAroM 6-TW MicALIB NICNsA 3aTBepAXEHHS
224 MAAINOKC® Tabnetkn Ne 40 TOB YkpaiHa CaHodpi C.n.A., ITanis BHECEHHS 3MiH 40 peecTpaLitHux Martepianis: 3miHu | Tuny - 6e3 UA/9220/02/01
(10x4): no 10 "CaHodi- ITanis; CAHO®I 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
Tabnetok y bnicTtepi; ABeHTIC C.M.A., Itanis 3MiHM) - 3amiHa po3ainy “MPAONYECKOE M3OBPAXEHUE
no 4 6nictepu B YkpaiHa" YMAKOBKW ” Ha “MapkyBaHHs” B 3aTBepaxeHnx MKA N3.
KapPTOHHI kopobLi 3anponoHoBaHo: Po3gin “MapkyBaHHsa”. BignosigHo 4o
3aTBEPAXEHOro TeKCTY MapKyBaHHS. OHOBMNEHHS TEKCTY
MapKyBaHHS ynakoBKW flikapcbKoro 3acoby 3 BHECEHHSAM
iHdbopMaLii Woa0 3a3Ha4YeHH OAUHULb BUMIPIOBAHHS Y CUCTEMI
S|. BBeeHHs 3MiH NpOTsAromM 6-Tu MicsiLiB Nicns 3aTBEpPAXEHHS
225/ MATHE-B6® pPO34MH Ans TOB YkpaiHa KOMEPACBLOH dpaHuis BHECEHHS 3MiH O peecTpaLiiHuxX Matepianis: 3MiHu | Tuny - 6e3 UA/5476/01/01
nepopansHOro "CaHodi- SAPMACBHIOTIK 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
3acTocyBaHHsi, Ne ABEHTIC SPAHCE3 3MiHM) - BHECEHHS 3MiH Ao po3ainy «MapkyBaHHa» MKA N13.
10: no10 mn B Ykpaina" 3anponoHoBaHo: Po3gin «MapkyBaHHsi» BignosigHo go
amnyni, no 10 amnyn 3aTBEPAXEHOro TEKCTY MapKyBaHHSA. OHOBMNEHHS TEKCTY
3 ABOMa MiHiAMK MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSAM
po3nomy y NiaaoHi 3 iHpopmaLii LWoAo 3a3HaYEeHHST OANHULb BUMIPIOBaAHHS Yy CUCTEMI
KapTOHY, B Sl. BBeaeHHs 3MiH NpOTAroM 6-Tu MiCALiB NiCNs 3aTBEPOXKEHHSA
KapPTOHHIN kopobLi
226.] MArHEMAKC- TabneTku, BKpUTI Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinH1X Matepianis: 3MiHu | Tuny - 6e3 UA/15597/01/01
300POB'A NNiBKOBOIO BO 3 oBMexXeHo 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peuenma
obonoHkoto Ne 30 obmexeHo BiANOBIAAnNbHICTIO 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkysaHHs” MKA N3:
(10x3), Ne 60 (10x6) 10 "®apmaueBTnyHa 3anponoHosaHo: MAPKYBAHHA BignosigHo A0 3aTBepaXeHOoro
y bnictepax Bignosiga KomnaHis "3gopos'a” TEKCTY MapKyBaHHS. 3MiHN BHECEHi B TEKCT MapKyBaHHs
NbHICTIO YNaKoBKU MikapcbKoro 3acoby Loao 3a3HavYeHHs1 MiXkHapoaHWX
"dapmaue No3Ha4YeHb OAMHULL BUMIptOBaHHSA. BBeAEeHHst 3MiH npoTsirom 6-
BTUYHA TV MicsUiB NicNsa 3aTBEpPAXEHHS
KOMMNaHis
"3gopos'a”
227.| MA3b OP. masb; no20r, 50r Op. Tancc HimeuunH Op. Tancc HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/2333/01/01
TAACCA 3 a6o 100 r y 6aHuj; HatypBap a HatypsapeH 'M6X BHECEHHS 3MiH o po3ainy MKA: MapkyBaHHsA. HoBa pegakuisi. peuernma
XXUBOKOCTOM | no 1 6aHui B eH 'mbX MapkupoBka. B cooTBeTCTBUM C YTBEPXKAEHHBIM TEKCTOM

KapTOHHIN Kopobui

MapKMpPOBKN. 3MiHWN BHECEHI B TEKCT MapKyBaHHS YNakoBKM
nikapcbkoro 3acoby LwoA0 3a3HavyeHHs MDKHapOAHUX MO3Ha4YeHb
OAVHULb BUMIpHOBaHHS. BBegeHHsA 3MiH NpoTarom 6-tun Micsuis
nicns 3aTBepPOXKEHHS
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228./ MAKCITPAH® PO34NH ANs iH'EKUIN, TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLliHnx matepianis: 3miHu | Tuny - 3a UA/17307/01/01
100 mr/mnno5mnBe | "MIKPOXI akuioHepHe 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
amnynax; no 5 M" TOBapUCTBO 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
amnyn y KkaceTti 'y "INekxim-Xapkis", nikapcbkoro 3acoby 040 3a3Ha4YeHHs MiDKHapOAHUX MO3Ha4YeHb
nayui abono 5 mn B YkpaiHa OAVHWLUb BUMIpIOBaHHS. TepMiH BBEEHHSI 3MiH NpoTarom 6
amnynax; no 5 (BignosiganbHuii 3a MicAUiB NicNs 3aTBEPAXEHHS
amnyn y kaceri; no 2 BMPOOHULTBO Ta
KaceTu y nauui KOHTPOIb/BUNPOGYB
aHHs cepii, He
BKJTIOHAKOYN BUMYCK
cepii); ToBapucTBoO 3
obmexeHoto
BianosTOBAPNCTB
O 3 OBMEXEHOHR
BIANOBIOANBHOC
THO HAYKOBO-
BUPOBHUNYA
SIPMA "MIKPOXIM"
, YkpaiHa
(BignosigansHuii 3a
BUMYCK cepii, He
BKJOHAKOYU
KOHTPOSb/BMNPOGYB
aHHs cepii)
229 MEMAHTMUH- TabneTku, BKpUTI TeBa I13painb BupobHuuTBo 3a I3painb/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/14465/01/01
TEBA NNiBKOBOIO dapmaues NOBHWUM LMKIOM: YropwmHa AOMiHiCTpaTMBHI 3MiHW. Buny4yeHHs BUPOGHUYOIT AinbHUL peuernmom
o6ornoHkoto, no 10 Tikan TeBa (Bkntoyatoum ainbHuui anst A®I, npomixHoro npoaykty abo
mr, no 10 TabneTok IHaacTpi3 dapmauesTikan roTOBOrO NikapCbkoro 3acoby, AinbHULI AN NPOBEAEHHS
y 6nictepi; no 3 Jita. IHpacTpis Jlta., nakyBaHHsl, BUpobHMKa, BiANOBIAanbHOro 3a BUMYCK cepi, MicLe
Gnictepu B kKOpobLUi I13pains; NpoBeAEHHS1 KOHTPOIto cepii) abo nocTavanbHMKa BUXIAHOrO
MepBuHHa Ta marepiany, peareHTy abo [OMOMiXXHOI PEYOBUHM (SIKLLO
BTOPVHHA YNaKkoBKa, 3a3HaYeHo y JOCbE) - BUNMYYEHHsI BUPOOHMYOI AinbHML,
KOHTPOSb SAKOCTI, BiANOBiAanNbHOI 32 NEePBMHHY Ta BTOPUHHY YNaKOBKY, KOHTPOIb
BUMYCK Cepii: qakocTi Tesa ®apmauesTikan IHgacTpis J1T4., 13pains,
AT po3TaloBaHoi 3a agpecoto Byn. KipbaT XaMaga 20, Xap Xo3Bim
dapmauyeBTU4HUI Mpom. 30Ha, Epycanum, I3pains. BupobHuyi AinbHuL, Wwo
3aBog TEBA, 3anuwmnuce: Tesa ®apmauesTikan IHgacTpis N1T4., 13pains,
YropwmHa BignosiganbHa 3a BUPOBHMLTBO 32 MOBHUM LIUKITOM,
po3TalwoBaHa 3a agpecoto Byn. Eni Xypsiy 18, IHA. 3oHa, Kdap-
Caba, I3painb Ta AT ®apmaueBTnyHuin 3asog TEBA, YroplymHa,
BignoBiganbHa 3a NepBMHHY Ta BTOPUHHY YNaKOBKY , KOHTPOIb
SIKOCTi, BUNYCK CEPii - BUKOHYIOTb Ti cami (pyHKLUii WO i BUnyyeHa
230.| MEMAHTUH- TabneTku, BKPUTI TeBa I13painb BupobHuuTBO 32 I3painb/ BHECEHHS 3MiH 40 peecTpauiiHnX maTtepianis: 3MiHu | Tuny - 3a UA/14465/01/02
TEBA NniBKOBOO dapmaueB NOBHUM LMKITOM: YropwmHa AAMIHICTpaTVBHI 3MiHW. Buny4yeHHs BUPOBHUYOI AinbHUL peuyenmom
obonoHkoto, no 20 Tikan TeBa (Bkntovatoum ginbHuui ans A®I, npomixHoro npogykty abo
mr, no 10 Tabnetok IHaacTpi3 dapmauesTikan roTOBOrO JiKapCbKOro 3acoby, AiNbHULI 4118 NPOBEAEHHS
y bnictepi; no 3 1o, IHgacTpis JlTa., nakyBaHHsl, BUpobHuKa, BiANOBIAanbLHOro 3a BUMYCK Cepin, Micue

onictepun B kopobui

I13painb;
MepBuHHa Ta
BTOPUHHA YMaKoBKa,
KOHTPOSIb SKOCTI,

npoBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHWKa BUXIGHOTO
maTtepiany, peareHTy abo 4ONOMKHOI pe4OBUHM (SIKLLO
3a3HayvyeHo y AOCbE) - BUMYYEHHS] BUPOOHMYOI AinbHUUI,
BigNoBiganbHOI 32 NepBMHHY Ta BTOPUHHY YNaKOBKY, KOHTPOIb
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BUMYCK Cepii: skocTi Tera ®apmauesTikan IHaacTpis JTa., 13pains,

AT posTalloBaHoi 3a agpecoto Byn. Kipbat XaMaga 20, Xap Xo3Bim
dapmaueBTUYHUN Mpom. 30Ha, Epycanum, I13paink. BupobHudi ginsHuui, wo
3aBoa TEBA, s3anuwmnuck: Tesa ®apmauesTikan IHaacTpis JlTa., [3pains,
YroplmHa BignoBiganbHa 3a BUPOOHULTBO 32 MOBHUM LIMKIIOM,

posTalloBaHa 3a agpecoto Byn. Eni Xypsiy 18, IHA. 3oHa, Kdap-

Caba, I3painb Ta AT ®apmaueBTnyHun 3asog TEBA, YropumHa,
BiANoBiAanbHa 3a NepBUHHY Ta BTOPUHHY YNaKOBKY , KOHTPOMb

SIKOCTIi, BUMYCK CePii - BUKOHYIOTb Ti cami (OYHKLi Lo i BUunyyeHa

231, MEPOBOLUWAO NOpOLIOK ANs My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14640/01/01
pO34unHy onsa aKuioHepH akuioHepHe 3MiHM 3 gKocTi. [oToBUIA Nnikapcbkuii 3acib. 3MiHW y BUpOBHULTBI. | peuermom
iH exuin, no 1000 mr, e TOBapuCTBO 3MiHa po3mipy cepii (BkntoYaoun Aiana3oH po3mipy cepii)
no 1 gnakoHy 3 TOBapUCTB "HaykoBo- roTOBOro NikapcbKoro 3aco0y (iHLWi 3MiHW) - BBEAEHHS AianasoHy
NMOPOLLKOM B Mavui 3 o BUMPOBHUYNI LIEHTP po3Mipy cepii roToBOro nikapcbkoro 3acoby Arns Ao3yBaHHS Mo
KapToHy; no 1 "HaykoBo- "BopLyariBCbknin 1000 mr. 3anponoHoBaHo: Po3mip cepii: Big 10 kr go 100 kr (BiA
nakoHy 3 BUPOBHMY XiMiKO- 7 138 oo 71 380 chnakoHiB)
NOPOLLKOM WA LLeHTP hapmaLeBTUYHWIA
"BopLuaris 3aBoa”
CbKui
XiMiKO-
thapmaueB
TUYHUI
3asog"
232 MIKO®IH® kpem 10 mr/r, no 15 HOBEN TypeuunH HOBE TAY TypeyunHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 6e3 UA/5305/01/01
ry Tybi, no 1 1y6i y INTAY a CAHAI BE 3MiHM Wwopno 6eanekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuenma
KapTOHHIN ynakoBLii CAHAI BE TIOXKAPET A.LL. BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHKX NPO cUCTeEMY
TIOXXAPE hapmakoHarnagy (BBegeHHs y3aranbHeHWUX AaHUX Npo cucTemy
TA.LL hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi

3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
apmakoHarnsay 3asBHVKa AN 34iIMCHeHHs dbapmakoHarnsagy B
YKkpaiHi, SKLLO0 BOHa BigMiHHa Bi yNnoBHOBaxeHOoi ocobu,
BiANoBiAanbHOI 3a 3aiMCHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MileHHi MacTep-daiina
cuctemu papmakoHarnsay) - 3MiHa ynoBHoBaxeHoi 0cobu
3as9BHUWKa, BigNoBiganeHoi 3a hapmakoHarnsa.

Litoua pepakuia: Dr. Rasid Sidan. lNMponoHoBaHa pegakuis: R.
Ayse Cetin. 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnag. 3mMiHa KoHTakTHOT ocobu
yNoBHOBaXeHOi 0cobu 3asiBHMKa, BiANoBiganbHOI 3a
apmakoHarnsag B YkpaiHi. [itova pegakuia: Mykolenko
Olexandr Pavlovich. lNMponoHoBaHa pepakuis: Stefanska Olga.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBU YNOBHOBaXEHOT
ocobu 3asiBHMKa, BiANOBiAansHoOI 3a hapmakoHarnsg B YKpaiHi.
3MiHa Micus 30iMCHEeHHs1 OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLie3HaxoakeHHs MacTep-danna

233.| MIKO®IH® Tabnetku no 250 mr HOBET TypevunH HOBEJ INAY TypeyunHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/5305/02/02
no 4 tabnetkn y INAY a CAHAI BE 3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. peuyernmom
6nictepi, no 1 CAHAI BE TIOXKAPET A.LL. BBegeHHsi abo 3MiHM A0 y3aranbHeHMX AaHWX NPO cucTemy
6nictepy y TIOXKAPE hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHuX Npo cucTemy

KapTOHHIN ynakoBLi; TA.LL. dhapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu, BignosiganbHoi
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

no 14 tabnertok y
6nictepi, no 1 abo 2
6nictepn y
KapTOHHIN yrnakosLi

3a 34iiCHeHHsA bapmakoHarnsay; KOHTaKkTHOI ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHS hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHH:A hbapMakoHarnsay (BKMovaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXeHOoi ocobm
3asiBHMKa, BiANOBiAanbHOI 3a papmakoHarnag. itoya pegakuis:
Dr. Rasid Sidan. NMponoHoBaHa pepakuisa: R. Ayse Cetin. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOI ocobu, BignosigansHoi 3a
papmakoHarnsg. 3MiHa KOHTaKTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
Ritoua pepakuis: Mykolenko Olexandr Pavlovich. MNponoHoBaHa
pepakuin: Stefanska Olga. 3mMiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0ocobu ynoBHOBaXeHOi 0cobM 3asiBHUKA, BiANOBIAANbLHOI 32
hapmakoHarnsg B YkpaiHi. 3MiHa micus 3AiNCHEHHS OCHOBHOI
nisinbHOCTI 3 hapmakoHarnagy. 3miHa micue3HaxoaeHHs
MacTep-canna

234.

MIKO®IH®

crpen HaLKipHWR,
10 mr/rno 30 My
cnakoHi 3
posnunoBayem; no
1 cdonakoHy B
KapTOHHIN ynakoBLii

HOBEN
INAY
CAHAI BE
TIDKAPE
TALL

TypevunH
a

HOBEN JTAY
CAHAI BE

TIIKAPET A.LU.

TypeyunHa

BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edekTBHOCTI Ta chapmakoHarnsay.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTeEMY
(hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHMX MPO CUCTEMY
hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34iNCHeHHs bapMakoHarnsay B
YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANOBiAanbHOI 3a 3aiNCHeHHs dhapmakoHarnaay (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsgy) - 3MiHa ynoBHoBaXeHoi ocobu
3as8BHMKa, BigNoBiganbHOI 3a hapmakoHarnsa.

Litoua pegakuia: Dr. Rasid Sidan. lNMponoHoBaHa pepakuis: R.
Ayse Cetin. 3MiHa KOHTaKTHMUX AaHUX YNOBHOBaXeHOI ocobu,
BianoBiganbHOI 3a hapmakoHarnag. 3miHa KOHTakTHOT ocobu
yNoBHOBaXeHOi ocobu 3asiBHMKa, BiANOBiganbHOI 3a
apmakoHarnag B Ykpaini. [itova pegakuis: Mykolenko
Olexandr Pavlovich. lNMponoHoBaHa pepakuis: Stefanska Olga.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBU YNOBHOBaXEHOI
ocobu 3asiBHMKA, BiAnoBiaanbHOI 3a hapmakoHarnag B YKpaiHi.
3MiHa micus 30iMCHEeHHs1 OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLie3Haxo4XeHHss macTep-danna

6e3
peuenma

UA/5305/03/01

235.

MIKPOJIAKC®

PO34YMH peKTanNbHUNR;
no 5 mn posuunHy
pekTanbHoro B Ty6i 3
HaKOHEeYHUKOM; Mo 4
abono 12 1y6 3
HaKOHEeYHMKamu B
KapTOHHIN Kopobui

MakHin
MpopakTtc
Nimiten

AHrnis

®AMAP OPJIEAH

dpaHuisa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy.
BBegeHHst abo 3MiHM 40 y3aranbHeHUX AaHWX NPO cUucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHX AaHUX Npo CUCTEMY
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXxeHOi ocobu, BignosigansHol
3a 34iCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BignNoBiganbHOI 3a 34iicCHeHHA papMakoHarnsgy (BkMo4aym

be3
peuenma

UA/15636/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-daiina
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXeHOoi ocobm
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarns.
Hitoya pepakuis: Mapia Cnit / Maria Spyt. NponoHoBaHa
pepakuis: ArHewuka Mevivep- [laHH / Agnieszka Majcher - Dann.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeHOI ocobw, BignosigansHol
3a chapmakoHarnag. 3miHa micus 3AiiCHEHHS OCHOBHOI
nisinbHOCTI 3 hapmakoHarnagy. 3miHa mMicue3HaxoaXeHHs
MacTep-canna
236./ MINOPOHAT® Kancynu Teepai no AT IaTtBis AT "I'piHaexc” JlaTBis BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/3419/02/02
500 mr, no 10 "I'piHaekc" 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
Kancyn y 6nictepi; 3MiHW) - BHECEHHS 3MiH A0 p. MapkyBaHHA MKA N3
no 2 abo 6 6nictepis 3anponoHoBaHo: CornacHo yTBEPXXAEHHOMY TEKCTY
B Mayli i3 KapToHy MapknupoBku. OHOBMNEHHSA TEKCTY MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby 3 BHECEHHsIM iHdopMaLlii LoAo 3a3Ha4YeHHs
OAVHMLB BUMIpIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH NpoTsrom
6-TV MicsLIB Nicns 3aTBepaAXeHHs
237. MIO3UM NOpOLLOK AN [xeHsanm Higepnax [xensanm Ipnang Ipnangis/ BHECEHHS 3MiH 0 peecTpauinHuxX Matepianis: 3MiHu | Tuny - 3a UA/11618/01/01
npuroTyeBaHHsa HOpon B.B. on Tlimiteq, Ipnangis Benuka 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
KOHLeHTpaTy Ans (HanoBHeHHst Bpuranis/ 3MiHW) - BHECEHHS 3MiH o po3ainy “MapkyBaHHsa” MKA J13”:
pO34unHY Ana nakoHiB Ta Benbris 3anponoHoBaHo: MapkyBaHHs. BignosiaHo fo 3aTBepaXeHoro
iHdysint no 50 wmr; 1 BMPOBHMLITBO TEKCTY MapKyBaHHsi. OHOBMEHHSI TEKCTY MapKyBaHHS yNakoBKW
bnakoH 3 NOPOLLKOM KIHLLeBOro NpoaykKTy, nikapcbkoro 3acoby 3 BHeceHHsIM iHdhopMaLlii LLoao 3a3HavyeHHs
Y KapTOHHIM nayui MapKyBaHHsi Ta OOVHMUbB BUMIipIOBaHHA Yy cuctemi Sl. BBeaeHHs 3MiH npoTsirom
nakyBaHHs, 6-TW MicsUiB nicns 3aTBepaAXeHHs
KOHTPOSb SIKOCTI
'N3, Bunyck cepii);
LxeHsanm Jlimiten,
Benuka bputaHis
(MapkyBaHHs Ta
nakysaHHs 113,
BUNYCK cepii);
LxeHsanm
dnaHgepc 686a,
Benbris
(BpobHMLTBO AC,
NpUroTyBaHHs
po3uunHy J13 gns
niodpinisauii)
238.| MIPAMIOE3® PO3YMH HALLKIPHWIA, KHBMI YkpaiHa TOB "Bupo6Hunye YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/0237/01/01
cnupToBuii, 0,1%, "ICHA" 06'eqHaHHs agMmiHicTpaTuBHiI 3aMiHW. 3MiHa Ha3Bu AD| abo gonomixHOT peuyenma
no 100 mny "TeTepiB", YKpaiHa; peyoBuHM - 3MiHa Ha3Bn ADI INponoHoBaHa peaakuis
cnakoHi; no 1 TOB "TepHodapm", BenanngumeTun[3-(mipicToinamiHo)nponin]amoHito xnopuva
dnakoHy B YkpaiHa MoOHorigpaT. BBegeHHs 3MiH NpoTarom 6-Tu micsiuis nicns
KapTOHHIM nayuj 3aTBEepAXEHHs
239.| MIPAMIOE3® Kpanni ByLUHi, KHBMI YkpaiHa TOB "BupobHu4e YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/0237/02/01
PO34YMH CNNPTOBUNA, "ICHA" ob'egHaHHsA agMiHiCTpaTMBHI 3MiHK. 3MiHa Ha3Bn ADI abo JoNOMiXHOT peuyenma

0,1 %,no5mny
noniMepHomMy
dnakoHi 3
KpanenbHuueto; no 1

"TeTepiB", YKpaiHa;
TOB "TepHodapm",
Ykpaina

pPEYOoBMHM - NPONOHOBaHAa peaakuis beHanngumernn[3-
(mipicToinamiHo)nponin]amoHito xnopug MoHorigpat. BeegeHHs
3MiH NPOTAroM 6-TW MiCALIB Nicns 3aTBEpAXEHHS
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dnakoHy B navui 3
KapTOHY
240, MIPTA3AINIH TabneTku, BKpUTI CaHnpos CnoBeHis Cantotac ®apma HimeyunHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/4430/01/01
CAHOO3® NnNiBKOBOIO dapmach "m6x 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
obonoHkoto, no 15 toTikan3a BBeneHHsi abo 3miHM [0 y3aranbHeHUX JaHWX NPO cUCTEMY
mr no 10 TabneTok y a.a. hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
GnicTepi; no 2 hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
6nictepn y 3a 34iiCHeHHs bapmakoHarnsay; KOHTaKTHOI ocobu 3
KapTOHHi KopobLi hapmakoHarnsaay 3asBHVKa AN 34iIMCHEeHHs bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXKeHoi ocobm
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
Litoya pepakuis: CebacTbaH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
[>xoH Jlesic, 6akanaBp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa KOHTaKTHOI 0co6U 3asiBHMKA, BiANoBiganbHOI 3a
3AiCHeHHs hapMakoHarnagy B YkpaiHi. [lirova pegakuis:
BauweHko Biktopis CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis: Opnos B’ayecnas BiktopoBuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMUX JaHWUX YNOBHOBaXXEHOI
ocobwu, BianoBiAanbHOI 3a 34ilcCHEHHA hapMakoHarnsay. 3miHa
KOHTaKTHUX [laHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iMCHeHHA hapMmakoHarnaay B YKpaiHi.
3MiHa Micus 34iCHEHHS OCHOBHOI AisNbHOCTI 3
hapmakoHarnagy. 3miHa Homepy Ta MiCLe3HaXO[KEHHS
mMacTep-canna
241, MIPTA3AMNIH TabneTku, BKpUTI CaHpo3 CnoseHis Cantotac ®apma HimeuunHa BHECEHHSA 3MiH 0 peecTpauinHmux martepianis: 3aMiHu | Tuny - 3a UA/4430/01/02
CAHOO03® NNiBKOBOIO dapmach MmMbx 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 30 toTikan3a BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
mr no 10 TabneTok y a.a. hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cUCTeEMY

GnicTtepi; no 2
Gnictepn y
KapPTOHHI kopobLi

hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi
3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asBHuUKa AN 3A4INCHeHHs bapMakoHarnagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOi ocobwu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cucTemu hapMakoHarnsay) - 3MiHa ynoBHoBaXKeHoi ocobu
3asBHMKa, BiANoBiganbHOI 3a hbapmakoHarnag,.
[itoua penakuin: CebactbsH XOpH, JOKTOP MEANYHUX HaYK.
Sebastian Horn, M.D., Ph.D. lNponoHoBaHa pegakuis: [Jasig
[IxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa kOHTaKTHOI ocobu 3asiBHMKA, BianoBiganbHoI 3a
34iMicHeHHs hapmakoHarnagy B YkpaiHi. [litova pegakuis:
BawyeHnko Bikropia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pegakuia: Opnos B’suecnas BiktopoBuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI
ocobwu, BigMoBiAanbHOI 3a 34iNCHEHHs apmakoHarnsgy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOuM 3asiBHUKA, BignoBiganbHOI
3a 34ifcHeHHs1 papmakoHarnagy B YKpaiHi.
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n 3acoby ynakoeka) noceid4yeHHs1
3MiHa micus 3[iiCHEHHSI OCHOBHOI AiSNbHOCTI 3
dapmakoHarnagy. 3miHa Homepy Ta MiCLe3HaXO[4KEHHS
MacTep-canna
242! MOHTErEH Tabnetku, BKpUTI FETEPO IHois [etepo J1a63 IHaisa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 3a UA/17104/01/01
NnNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnaay. peuernmom
obonoHkoto, no 10 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
mr; no 10 TabneTok hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
y bnictepi, no 3 hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
Gnictepun y kopobui 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnsay 3asBHuUKa AN 34iINCHeHHs bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHoOI 0cobu 3asaBHMKA,
BiANoOBiAanbHOI 3a 3AiNCHeHHsA chapmakoHarnagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs hapmakoHarnsay B YKpaiHi
243 MOTUNIYM® TabneTku, BKpUTI MakHin Cnony4eH Anccen-Cinar PpaHuis BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/10190/01/01
NNiBKOBOIO Mpopaktc e 3MiHM Wwopao 6e3nekn/edpekTUBHOCTI Ta chapMakoHarnagy. peuenma
obonoHkoto, no 10 Timiteq Koponisct BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX Npo CUCTEMY
mr no 10 TabneTok y BO hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
Gnictepi; no 1 abo 3 hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
Gnictepu B 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHIN ynakoBsLi; hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
no 30 TabneTtok y YKkpaiHi, SIKLLO BOHa BigMiHHa Bif yNOBHOBaXeHOi ocobu,
GnicTtepi; no 1 BiANOBiAanbHOI 3a 3aiNCHeHHs dhapMakoHarnaay (Bkroyaym
Gnictepy B KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
KapTOHHIN yrnakosLi cucTemu chapMakoHarnsgy) - 3MiHa ynoBHoBaXeHoi ocobu
3as9BHUWKa, BignNoBiganeHoi 3a hapmakoHarnsa.
Litoua pegakuis: Mapis Cnit / Maria Spyt. MponoHoBaHa
pepnakuis: ArHewka Meiivep- [laHH / Agnieszka Majcher - Dann.
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHoi ocobu, BignosigansHoi
3a papmakoHarnag. 3miHa micusa 34iINCHEHHsI OCHOBHOI
fisnbHOCTI 3 hapmakoHarnagy. 3miHa Micue3HaxoaXeHHs
MacTep-canna
244, HAIMTE3IH® TabneTku, BKPUTI KPKA, CnoseHist KPKA, o.a., Hoeo CnoseHis/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - bes UA/8938/01/01
nniBKOBOO n.o., Hoeo mecTto, CrnoBeHist IHais 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peuyenma
obornoHkoto, no 275 MecTo (BignosiganbHuii 3a 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro

mr, no 10 TabneTok
y bnictepi; no 1 abo
2 bnictepu B
KapTOHHIN KopobLii

BMPOGHMUTBO "in
bulk", nepBuHHY Ta
BTOPWHHY YMaKoBKY,
KOHTPOIb Ta BUMYCK

cepii); fOHivem

JlTabopatopiec

Nimiten, IHAis
(BignosiganbHuii 3a

BMPOOHMUTBO "in
bulk", nepBuHHY Ta

3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEHHS OQUHULb
BMMiptoBaHHSA y cuctemi Sl. 3amiHa po3giny «I'padiyHe
obopMreHHs1 ynakoBku» Ha po3ain «MapkyBaHHs» MKA J13
CooTBeTCcTBYET NpeacTaBneHHoMy rpacdudeckomy
n3obpaxeHunio ynakosku. 3anponoHosaHo: MAPKMPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKUpPOBKY.
BBeaeHHst 3MiH NpoTsiroM 6-Tu MicAUiB Micnsa 3aTBEpaXKEHHS
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n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
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BTOPWUHHY YNaKoOBKY)
245, HAINMTE3IH® TabneTku, BKpUTI KPKA, CnoBeHist KPKA, o.a., Hoeo CnoseHis/ BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/8938/01/02
®OPTE NnNiBKOBOIO Aa.a., Hoeo mecTo, CroseHis IHaisa 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
obonoHkoto, no 550 MecTo (BipnoBiganbHu 3a 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
mr no 10 TabneTok y BMPOOHMLTBO "in 3acoby 3 BHECEHHsIM iHhopMaLii LWoA0 3a3HAYEHHsT OOUHMULb
6nictepi, no 1 abo 2 bulk", nepBuHHYy Ta BUMiptoBaHHs y cuctemi Sl. 3amiHa posginy «[padiyHe
6nictepn y BTOPUHHY YMaKkoBKY, 0POpMIIEHHS yNakoBKn» Ha po3ain «MapkyBaHHa» MKA J13
KapTOHHI KopobLi KOHTPOIb Ta BUMYCK CooTBeTCTBYeT NpefAcTaBleHHOMY rpacryeckomy
cepii); FOHi4em nsobpaxeHuto ynakosku. 3anponoHoBaHo: MAPKMPOBKA B
INabopatopiec COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKUPOBKW.
Nimiten, IHais BBeaeHHs 3MiH NpoTaromM 6-Tn micauiB nicnsa 3aTBepaXKeHHS
(BignosigansHui 3a
BMPOBHMLTBO "in
bulk", nepBuHHY Ta
BTOPUHHY YNakoBKY)
246.\ HATPIIO PO3YMH ANs iH'eKUin, Tosapuct Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 3a UA/8827/01/01
AOEHO3UHTP 10 mr/Mn no 1 mn B BO 3 obmexeHoto 3MiHM 3 AKOCTi. [0TOBMI Nikapcbkuii 3aci6. 3mMiHWM y BUpoBHULTBI. | peuenmom
NDOCDAT amnyni; no 10 amnyn | obmexeHo BiANOBiAANbLHICTIO 3MiHa po3mipy cepii (Bkntoyaroun fiana3oH po3mipy cepii)
y KOpOO6Li 3 KAapTOHY; 10 "®apmaueBTuyHa rOTOBOTO JiKapCbKoro 3acoly (iHLWi 3MiHW) - BBEAEHHSI
no 1 mn B amnyni; signosiga KOMMaHis aopgaTtkoBux posmipis cepii M3 ans BupobHuka TOB
no5 amnyny NbHICTIO "3pnopos's", YkpaiHa "®apmaueBTUYHa koMnaHisa "380poB's”; 3anponoHoBaHO:
6nictepi; no 2 "XapKiBCbK (Bci cTagii BMpobHUWYa AinbHuusa 1113 TeopeTuyHmin po3mip cepii cknaae:
Gnictepu y kopobui 3 e BMPOGHMLTBA, 195 n a6o 195 000 amnyn 40 n a6o 40 000 amnyn 60 n abo 60
KapToOHY; No 1 mn B capmaueB KOHTPOIb SIKOCTi); 000 amnyn
amnyni; no 10 amnyn TUYHE ToBapucTso 3
y 6nictepi; no 1 nignpvemc oBMexeHot
Gnictepy y kopobui 3 TBO BiQNOBiAaNbHICTIO
KapTOHY "3p0poB's "XapkiBcbke
Hapoay" apmaueBTU4HE
nianpuemMcTBo
"3p0pos'a Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOSb SAKOCTI,
BMNYCK cepii)
247| HATPIHO PO34MH ANs iH'eKUin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/6106/01/01
TIOCYJIIb®AT- 300 mr/Mnno5mnB | "®apmaue "®apmaueBTuyHa agMmiHicTpaTuBHiI 3aMiHW. 3MiHa Ha3Bu AD| abo gonomixHOT peyernmom
OAPHUUA amnyni; no 5 amnyn BTUYHA dipma "OapHuua” PEYOBMHM - BUKINaAEHHSA Ha3BW Aito4oi peqoBnHu Hatpito
Y KOHTYPHIl cipma Tiocynb@aTt y Mmarepianax peecTpauiniHoro 4ockbe BignoBigHoO A0
YapyHKOBIW "OapHnus" nito4oro BuaaHHA €Bponencbkoi hapmakonei 3 BignosigHMMum
ynakosLi; no 2 3miHamn y « MKA J13» Ta «MapkyBaHHs». [TponoHoBaHa
KOHTYPHi YapyHKOBI pegakuis Sodium thiosulfate-Darnitsa - 3miHM BHeCeHi B
ynakoBKW B navui iHCTPYKUit0 ANS MEeANYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby
OO0 Ha3BW AiloYoi PeYOBUHY (BUKNaAEHHSI HAa3BM Ailo4ol
pPEY0BMHM BiOMNOBIAHO 40 Ai0HMOro BUAaHHS €BpONenchbKoi
apmakonei) Ta K HacnigoK - y TEKCT MapKyBaHHS YNakoBK/
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom 6-Tu Micsuis
nicns 3aTBepaXeHHs
248.| HEMPOTUINIH PO3YMH ANS iH EKUiN, Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/15534/01/01
250 mr/mn, no 4 mn BO 3 obmexeHot 3MiHuM Wwono 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
B amnyni; no 5 obmexeHo BiANOBiJANbHICTIO 3MiHM) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3:
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
amnyn y 6riictepi; no 10 "®apmaueBTuyHa 3anponoHosaHo: MAPKYBAHHSA BignosigHo Ao 3aTBepaXeHoro
1 abo no 2 Gnictepn signosiga komnarisa "3gopos's" TEKCTY MapKyBaHHsi. MoBa MapKyBaHHS MOXe 3MiHIOBaTUCh
B KOPOOGLii 3 KapTOHY NbHICTIO 3arexHo Bif KpaiHu ekcnopTy. 3MiHN BHECEHI B TEKCT
"®apmaue MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKU IiKapCbKOro
BTUYHA 3aco0by L4040 3a3Ha4YeHHs! MiXXHApOAHUX NO3HA4YeHb OANHULL
KOMMaHis BUMiptoBaHHs. BBeAeHHs 3MiH MpoTsarom 6-Tv micauis nicns
"3popoB'a" 3aTBEPOKEHHS
249,/ HITPOIMILUEPWU | Tabnetkun TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 6e3 UA/0129/01/01
H cybniHreanbHi no "MIKPOXI "MIKPOXIM" 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernma
0,5 mr, no 40 M" 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
Tabnetok y 6aHkax 3acoby 3 BHECEHHAM iHdopMaLlii LWoAo 3a3HaveHHs oANHULb
BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao po3ainy
“MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MapkyBaHHsi. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH -
nNpoTAroM 6 MicsLUiB Nicnsa 3aTBepaXKeHHS
250./ HITPOMAKC Tabnetku TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 0 peecTpaLinHnX MaTtepianis: 3MiHu | Tuny - 6e3 UA/14157/01/01
cybniHreanbHi no "MIKPOXI "MIKPOXIM" 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
0,3 mr; no 50 M" 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
Tabnetok y 6aHLy; 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHs oaNHULb
no 4 6aHkM y nayui 3 BMMiptOBaHHS y cuctemi Sl. BHeceHHst 3MmiH 4o po3ainy
KapToHy; no 100 “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MapkyBaHHsi. 3rigHo
Tabnetok y 6aHLy; 3aTBEPAXEHOro TEKCTY MapKyBaHHS. TepMiH BBEEHHsI 3MiH -
no 1 6aHuj B nayui 3 NpoTAroM 6 MicsLiB Nicnsa 3aTBepaXXeHHS
KapToHY
251./ HITPOMAKC TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuxX Matepianis: 3MiHu | Tuny - 6e3 UA/14157/01/02
cy6niHreanbHi no "MIKPOXI "MIKPOXIM" 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
0,4 mr; no 50 Mm" 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS1 YNakoBKW fikapCbKoro
TabneTok y 6aHLj; 3acoby 3 BHECEHHsIM iHdopMaLii LLoa0 3a3HaYeHHs1 OaMHULb
no 4 6aHkM y nayui 3 BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3MiH o po3gainy
kapToHy; no 100 “MapkyBaHHa” MKA J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHO
Tabnetok y 6aHui; 3aTBEPAXXEHOro TeKCTYy MapKyBaHHs. TepMiH BBEAEHHS 3MiH -
no 1 GaHuj B nayui 3 NpoTAroM 6 MicsuiB Nicnsa 3aTBepaXXeHHSA
KapTOHY
252 HITPOMAKC TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/14157/01/03
cybniHrBanbHi no "MIKPOXI "MIKPOXIM" 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
0,5 mr; no 50 M" 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
Tabnetok y 6aHL; 3acoby 3 BHECEHHSIM iHbopMalLii L0 3a3HaYEHHS OQUHULb
no 4 6aHkM y navui 3 BMMIiptOBaHHS y cuctemi Sl. BHeceHHst 3miH o po3giny
kapToHy; no 100 “MapkyBaHHa” MKA J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
Tabnetok y 6aHL; 3aTBEPAXEHOro TeKCTY MapKyBaHHs. TepMiH BBE4EHHS 3MiH -
no 1 6aHuji B nayui 3 NpoTAroMm 6 MicsuiB Nicnsa 3aTBepaXXeHHS
KapTOHY
253.| HITPO-MIK® cnpen TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/2622/01/01
cybniHreanbHun "MIKPOXI "MIKPOXIM" 3MiHuM Wwopno 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy (iHwi peyernmom
pososaHui, 0,4 M" 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro

mr/go3ano 15 mn
(300 £03) y donakoHi;
no 1 dnakoHy 3
posnunoBavem,
3anobixxHUM

3acoby 3 BHECEHHsIM iHdopMaLii Wo[o 3a3HavyeHHs OgMHULb
BMMIiptOBaHHS y cuctemi Sl. BHeceHHst 3miH 4o po3giny
“MapkyBaHHa” MKA J13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs 3MiH NpoTsirom
6-TK MicsUiB Nicns 3aTBepAKEHHS




94

ITpooBxeHHs jojarka 3
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KOBMaYKoM Yy mauuli 3
KapTOHY
254,/ HI®YPOKCA3MWM | cycneHsis opanbHa, CninbHe YkpaiHa CninbHe ykpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 3a UA/13326/01/01
A-CMNEPKO 200 mr/5 mn no 100 YKpaiHCbK icnaHcbke 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
MIT Y KOHTENHepi; no o- nianpuemMcTBo 3MiHM) - BHECEHHS 3MiH A0 po3ainy “MapkysaHHs” MKA N37;
1 KOHTelHepy 3 icnaHcbke "Cnepko YkpaiHa" 3anponoHoBaHo: MapkyBaHHsi. BignosigHo [0 3aTBEpAKEHOro
[03YH040H0 FTOXKKOH0 nianpvemc TEKCTY MapKyBaHHS! - OHOBIIEHHS TEKCTY MapKyBaHHS yrnakoBK/
B Nayui 3 KapTOHY TBO nikapcbKoro 3acoby i3 3a3Ha4yeHHAM MiXXHapOAHUX NO3HaYeHb
"CMNEPKO OAVHULb BUMIpIOBaHHA. BBegeHHS 3MiH NpoTarom 6-tu Micsauis
YKPAIHA" Micrsi 3aTBEPAKEHHS
255/ HOBIPUH Tabnetku no 500 wr, AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 1O peecTpauinH1X matepianis: 3aMmiHu Il Tuny - 3a UA/12436/01/01
no 10 tabnertok y "KNIBCbK BITAMIHHUI 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy. 3miHu | peuyenmom
GnicTtepi; no 2 abo 717 3ABOO" Y KOPOTKi/i XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
no 4 6nictepu B BITAMIHH MapKyBaHHS Ta iHCTPYKLii ANs MeAUYHOro 3acToCyBaHHS y
navui N 3B'A3KY i3 HOBUMW JaHUMU 3 SIKOCTi, JOKMiIHIYHUMM, KIiHIYHUMK
3ABOLO" [aHUMU Ta AaHuMK 3 papmakoHarnsay - 3MiHM BHECEHO A0
IHCTPYKUIi NS MeguYHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Cnocib 3acTocyBaHHsl Ta 403" (BHECEHI YTOYHEHHSA 3a
pe3ynbTaTamu NpoBEAEHOro MOCTMaPKETUHIOBOrO KIiHIYHOTro
nocnigkeHHs1). BBegeHHs 3MiH NpoTsArom 6-Tu Micsilis nicnsi
3aTBEepPAKEHHS
256.| HOBOKAIH- PO3YMH ANS iH'eKUin, Tosapuct Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLinHnX MmaTtepianis: 3MiHun | Tuny - 3a UA/4539/01/01
300POB'A 5 mr/mn; no 2 mn BO 3 obmexeHow 3MiHu 3 aikocTi. oToBMI Nikapcbkuii 3acib. Cuctema peuernmom
abo 5 mn B amnyni; obmexeHo BiQNOBiAaNbHICTIO KOHTenHep/3akynoptoBarbHuiA 3acib. 3miHa po3mipy ynakoBku
no 10 amnyny 10 "®apmaueBTuyHa rOTOBOrO NiKapCbKoro 3acoby (BMIyYEHHs yNakoBKM NEBHOMO
KapTOHHI kopobLi; Bignosiga KoMnaHis pO3Mipy) - BUNy4eHHS yNakoBkv no 2 Mn Ta no 5 mn B amnynax,
no 2 mn abo 5 mn B NbHiCTIO "3popoB’s" no 5 amnyn y 6nictepax y kopobui 3 BiZNOBIgHUMN 3MiHaMu B
amnyni; no 5 amnyn "®apmaue po3aini YnakoBka. 3MiHN BHECEHi B iHCTPYKLiO ANst MeguyHoro
y 6nictepi; no 2 BTUYHA 3actocyBaHHs J13 y p. "YnakoBka" (BBeaeHHs1 3MiH NpoTsirom 6-
Gnictepu B KOMMaHis TU MicALIB MiCNs 3aTBEPAXEHHS)
KapTOHHI kopooLi; "3popoB’s
no 2 mn B amnyni; "
no 10 amnyn y
Gnictepi; no 1
6nictepy y
KapPTOHHIN kopobLi
257.] HOBOKAIH- PO34MH ANg iH'ekuin, Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/4539/01/02
300POB'A 20 mr/mn; no 2 mn B BO 3 obmMexeHow 3MiHu 3 sikocTi. oToBMI Nikapcbkuii 3acib. Cuctema peyernmom
amnyni; no 10 amnyn | obmexeHo BiANOBIAAmNbHICTIO KOHTElHep/3akynoptoBarnbHuii 3acib. 3miHa po3mipy ynakosku
Y KapTOHHI kopobuj; 10 "®apmaueBTnyHa rOTOBOrO NiKapCbKOro 3acoby (BUIyYEHHS YakoBKW NEBHOMO
no 2 mn B amnyni; Bignosiga KOMMaHis PO3Mipy) - BUNYyYEHHS YNakoBKX MO 2 M1 B amnynax, no 5 amnyn
no 10 amnyn y NbHICTIO "3popos A" y 6nicTepi y kopobui 3 BigNoBigHMMK 3MiHamMK B po3gini
6nictepi; no 1 "dapmaue YnakoBka. 3MiHM BHECEHi B iHCTPYKLil0 AN MegU4Horo
6nictepy y BTMYHA 3acTocyBaHHs 113 y p. "Ynakoska" (BBegeHHsi 3MiH NpoTArom 6-
KapTOHHIN Kopobui; KOMMaHis TV MicsUIB Nicns 3aTBEpAXEHHS)
no 2 mn B amnyni; "3popoB’ s
no5 amnyny "
6nictepi; no 2
6nictepn y
KapTOHHiIN kopobui
258 HOBO-NMACUT Tabnetku, BKpUTI TOB Ykpaina TeBa Yex IHgacTpis Yecbka BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - bes UA/1830/02/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
obonoHkoto; no 10 "TeBa c.p.o. Pecny6bnika 3MiHM Wwoao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHuwi peuenma
Tabnetok y bnictepi; YkpaiHa" 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
no 1 abo no 3 3acoby 3 BHECEHHAM iHdopMaLlii oo 3a3HaYeHHA OANHULb
6nictepu B kopobui BUMiptoBaHHs y cuctemi Sl. TepMiH BBeAEHHS 3MiH: NpoTArom 6
MicAUIB 3 aTU 3aTBEPAXEHHS
259./ HO-WNA® TabneTku, BKpUTI TOB YkpaiHa XIHOIH 3aBsop YroplmHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 6e3 UA/15328/01/01
KOM®OPT NnNiBKOBOIO "CaHodi- PapmaueBTUYHNX Ta 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernma
obonoHkoto, no 40 ABeHTiC XimivHux MNpoaykris 3MiHW) - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHS» B
mr Ne 24: no 24 YkpaiHa" Mpawsit Ko. J1A4. 3atBepaxeHnx MKA N3; sanponoHoBaHo: Po3ain «MapkyBaHHs»
Tabnetku y 6nictepi; Mignpuemctao 2 BianosigHo Ao 3aTBepAXeHOro TekcTy MapkyBaHHSA. OHOBEHHS
no 1 6nictepy B (nianpuemcTBO TEKCTY MapKyBaHHS yrakoBKM NikapcbKoro 3acoby 3 BHECEHHAM
Kopobui Bepelueabxas) iHcbopmaLii Woao 3a3HaYeHHs OQMHULIb BUMIPIOBAHHS Y CUCTEMI
Sl
BBeAeHHs1 3MiH NpoTAroM 6 MicsUiB Nicns 3aTBepAXeHHs
260., ON®PEKC TabneTku, BKpUTI HOBEN TypevunH HOBEN INTAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MiHu | Tuny - 3a UA/17431/01/01
NNiBKOBOIO INTAY a CAHAI BE 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnaay. peuernmom
o6onoHkot, no 5 mr, | CAHAI BE TIOIKAPET A.LU. BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO cUCTeMy
no 14 tabnertok y TIOXKAPE hapmakoHarnagy (BBeAeHHs y3aranbHeHUX JaHux Npo cuctemy
GnicTtepi, no 2 TA.LL hapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
6nictepn y 3a 34iicHeHHs hapmakoHarnsifly; KOHTakTHoi ocobu 3
KapTOHHIN ynakosLi apmakoHarnsaay 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsgy B
YKpaiHi, KO BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 3AiNCHeHHs hapMakoHarnagy (BKmoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHoBaXKeHoi ocobu
3a8BHUWKa, BignNoBiganbHoi 3a hapmakoHarnsa.
[itoya pepakuis: Dr. Rasid Sidan. MponoHoBaHa pegakuis: R.
Ayse Cetin. 3MiHa KOHTAKTHUX faHMX YNOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnag. 3miHa KOHTakTHOT ocobu
yNoBHOBaXeHOi ocobu 3asiBHMKa, BiANOBiganbHoI 3a
apmakoHarnsag B YkpaiHi. [itova pegakuia: Mykolenko
Olexandr Pavlovich. MponoHoBaHa pegakuisi: Stefanska Olga.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiAnoBiaanbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa Micus 30iNCHEHHS OCHOBHOI AiSNbHOCTI 3
dapmakoHarngay. 3miHa MmicuesHaxoaxeHHsa macTep-canna
261.| ON®PEKC TabneTku, BKpUTI HOBET TypevunH HOBEJ INTAY TypeyunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17431/01/02
NniBKOBOO INAY a CAHAI BE 3MiHM Wwopao 6e3nekn/edeKkTUBHOCTI Ta chapmakoHarnagy. peyernmom
obonoHkoto, no 10 CAHAI BE TIOXKAPET A.LL. BeeneHHst abo 3MiHM o y3ararnbHeHUX AaHuX NPOo CUCTEMY
mr, no 14 Tabnetok TIOXKAPE hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo CUCTemy
y 6nictepi, no 2 TA.L. hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol

Gnictepu y
KapTOHHIN yrnakoBLi

3a 3[ilICHeHHs1 hapMakoHarnsay; KOHTakTHoi ocobu 3
dapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dbapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHa Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLleHHi MacTep-danna
cucteMmy hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobu
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag,.

Litoua pegakuia: Dr. Rasid Sidan. NMponoHoBaHa pepakuis: R.
Ayse Cetin. 3MiHa KOHTaAKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BignoBiganbHOI 3a papmakoHarnag. 3mMiHa KOHTaKTHOI ocobu
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YMOBHOBaXKEHOi 0COOM 3asiBHMKA, BiAMOBiAanbHOI 3a
dapmakoHarnag B Ykpaini. [litoua pegakuis: Mykolenko
Olexandr Pavlovich. MNponoHoBaHa peaakuis: Stefanska Olga.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
3MiHa Micus 34iCHEHHSI OCHOBHOI AiSNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLLe3HaxooKeHHs1 MacTep-danna
262 oPNIN® Kancynu Teepai no [xn Em Ipysisa [xu Em Ipysisa BHECEHHS 3MiH 1O peecTpaLinH1X MaTepianis: 3MiHu | Tuny - 3a UA/10148/01/01
120 mr Ne 30 (10x3) dapmach dapmacboTukanc 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnaay. peuernmom
y bnictepax toTHKanc BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTeEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHUX MPo CUCTEMY
(hbapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanNbHOI 3a 34iicCHeHHA hbapMakoHarnsay (BkoYaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-danna
cucTeMu hapmakoHarnsay) - 3miHa ynoBHoBaXeHoi ocobum
3a9BHUWKa, BiANOBiAanbHOI 3a hapmakoHarnsa.
[itoya pepakuis: Nino Shiukashvili. MponoHoBaHa pepakuia: Jea
OHonpiwgini. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BiANOBiAanNbHOI 3a papmakoHarnsg. 3MiHa
KOHTaKTHOI 0cobM ynoBHOBa)KeHOI 0cobu 3asBHUKA,
BiANoBiAanbHOI 3a 30iMCHEHHS hapMmakoHarnaay B YKpaiHi.
[itoya pepakuisn: Bypmyc to6os KOxumieHa. MNponoHoBaHa
penakuin: BiTkoBcbka TeTaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CobW YNoBHOBaXeHOi ocobu 3asiBHUKa,
BiQNoBiAanbHoI 3a 3aiMCHEeHHS hapmakoHarnaay B YkpaiHi
263.| OPMAKC NOPOLLOK AN CninbHe YkpaiHa CninbHe yKkpaiHCbKo- YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/11108/02/01
oparnbHOI CycneHsii, YKpaiHCbK icnaHcbke 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay (iHwi | peyenmom
100 mr/5 mn no o- nianpuemcTeo 3MiHW) - BHECEHHS 3MiH Ao po3ainy “MapkyBaHHsA” MKA N13”
11,34 r nopoLuky icnaHcbke "Cnepko YkpaiHa" 3anponoHoBaHo: MapkyBaHHs. BignosigHo A0 3aTBEpAKEHOro
(ans 20 mn (400 mr) nignpmemc TEKCTY MapKyBaHHS Ta OHOBIEHHSI TEKCTY MapKyBaHHS ynakoBK1
cycnexsii) y TBO nikapcbkoro 3acoby 3 BHECEHHsIM iHdopMaLlii LWoAo 3a3Ha4YeHHs!
KOHTENHepi; no 1 "CMEPKO OOMHMWUbB BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTarom
KOHTEMHepy 3 YKPAIHA" 6-TV MicALiB Nicna 3aTBEPIXEHHS
[,03YHOYOI0 FIOXKOI0
Ta JO3YH4MM
LINpULOM Y
KaPTOHHIN nadui
264, OPMAKC NOPOLUOK AN CninbHe YkpaiHa CninbHe yKkpaiHCbKo- YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/11108/02/02
opanbHOI cycneHsii, yKpaiHCbK icnaHcbke 3MmiHu wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnsgy (iHwi | peuenmom
200 mr/5 mn no o- nianpuemMcTBo 3MiHM) - BHECEHHS 3MiH 40 po3giny “MapkyBaHHa” MKA J13”
11,74 r nopoLuky icnaHcbke "Cnepko YkpaiHa" 3anponoHoBaHo: MapkyBaHHs1. BignosigHo Ao 3aTBepAXKeHoro
(ana 20 mn (800 wmr) nignpmemc TEKCTY MapKyBaHHS Ta OHOBIEHHSI TEKCTY MapKyBaHHS yNakoBKM
cycneHsii) abo no TBO nikapcbkoro 3acoby 3 BHeceHHsIM iHopMmaLlii LWo[o 3a3HavYeHHs
17.6 r nopowuky (ans "CMEPKO OOVHMWUbB BUMIpIOBaHHS y cuctemi Sl. BBegeHHs 3miH npoTarom
30 mn 1200 wmr) YKPAIHA" 6-Tv MicsALiB Nicna 3aTBEPIKEHHS

cycneHsii) y
KOHTelHepi; no 1
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTEeWHepy 3
[03YH040H0 FTOXKKO0
Ta [03YH4NM
LINPULIOM Y mayi
265/ OPMAKC kancynv no 250 wr, CninbHe YkpaiHa CninbHe yKkpaiHCbKO- Ykpaina BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny - 3a UA/11108/01/01
no 6 abo 10 kancyn YKpaiHCbK icnaHcbke 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
y NNacTMKOBOMY o- nianpuemMcTBo 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS yMaKoBKM MikapCbKoro
KOHTelHepi; no 1 icnaHcbke "CIMEPKO 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OANHULb
KOHTENHepy B nayi nignpuemc YKPAIHA" BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao po3ainy
3 KapTOHY TBO “MapkyBaHHs” MKA N13”: 3anponoHoBaHo: MapkyBaHHs.
"CMNEPKO BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHSA. BBegeHHs
YKPAIHA" 3MiH NPOTAroM 6-TW MicsLiB NicNs 3aTBEpPAXEHHS
266.] OCNAMOKC NOpOLIOK ANs CaHnpos CnoBeHis CaHnpos 'mbX- ABcTpis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/3975/05/01
opanbHoi cycneHsii dapmach TexOnc 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
(125 mr/5 mn) no 5,1 loTikan3 BBeneHHst abo 3MiHM [0 y3aranbHeHUX aHWUX NPO CUCTEMY
r nopoLky Ans 60 o.ao. hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
mn abo 8,51 hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobw, BignosigansHoi
nopowky anga 100 3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
M cycneHsii y apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsgy B
cnakoHi, no 1 YKpaiHi, KLLO BOHa BiAMIHHA BiJ yNOBHOBaXeHOi ocobu,
cnakoHy pasom 3 BiANOBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnaay (BKmoyaym
wnpuyom onsa KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
[03yBaHHS 3 cuctemu hapmakoHarnsgy) - 3amiHa ynoBHOBaXeHoi ocobu
aganTepom y 3as9BHUKa, BignNoBiganbHoi 3a hapmakoHarnsa.
KapTOHHI kopobLi [itoya pepakuis: CebacTbsaH XOpH, OKTOP MEAUYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
IxoH Jesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTakTHOI ocobu 3asiBHMKa, BiANOBiAanbHOI 3a
34incHeHHs hbapmakoHarnagy B Ykpaii. [itova peagakuis:
BawyeHnko Bikropia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pegakuia: Opnos B’syecnas Biktoposuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
ocobw, BianoBiganbHoI 3a 3AiCHEHHs dhapMakoHarnsgy. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHMKa, BiAnoBigansHOI
3a 3[iicHeHHs1 hbapmakoHarnagy B YkpaiHi.
3MiHa Micus 3AINCHEeHHS OCHOBHOI AisANbHOCTI 3
hapmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXO4KEHHS
MacTep-canna
267.| OCINMAMOKC NOpOLLOK Ans CaHpgos CnoseHist CaHpgos M'mb6X- ABcTpis BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny - 3a UA/3975/05/02
oparnbHOi cycneHsii dapmach TexOnc 3MiHM Wwopo 6e3nekun/edekTBHOCTI Ta chapMakoHarnaay. peuernmom
(250 mr/5 mn) no 6,6 toTikan3a BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY
r nopowky ans 60 o.o. hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo cUcTemy

mnabono11r
nopowky gns 100
M cycneHsii y
cnakoHi, no 1
dnakoHy pa3om 3
LNpULOM Ans
[03yBaHHs 3
aganTepoMm y

hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
3a 34ifCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHVKa AN 34iIMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMo4aym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3MilLeHHi MacTep-danna
cuctemu hapmakoHarnsgy) - 3miHa ynoBHoBaXKeHoi 0cobum
3asiBHMKa, BignoBiganbHoI 3a dpapmakoHarnsa.
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

KapTOHHI KopobLi

Litoua pepakuis: CebacTbsH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa penakuis: [asig
IxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa KOHTaKTHOI 0cobU 3asiBHMKA, BiANoBiganbHOI 3a
3fificHeHHs dbapmakoHarnsaay B Ykpaini. [litoya pepakuis:
Bauerko Biktopia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis: Opnos B’suecnas Biktoposuy.
Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX JaHWUX YNOBHOBAXEHOI
ocobu, BiaNoBiAanbHOI 3a 34iNCHEHHA hapmakoHarnsay. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI ocobu 3asiBHMKA, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsay B YkpaiHi.
3MiHa Micus 3AiMCHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsigy. 3MiHa HoMepy Ta MiCLLe3HaX04KEHHS
MacTep-canna

268.

OCNAMOKC

NOPOLLIOK ANst
oparnbHOoI cycneHsii
(500 mr/5 mn) no 12
r nopowky ans 60
mn abono20r
nopotuky ans 100
M cycneHsii y
cnakoHi, no 1
cnakoHy pa3om 3
MipHOIO NOXKOHO Y
KapTOHHI kopobUi

CaHnpos
dapmacsb
loTiKan3a
Aa.no.

CnoBeHist

CaHpos 'm6X-
TexOnc

ABcTpis

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPO cUCTemy
(hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX aHUX Npo CUCTEMY
(hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEeHHs1 hapmakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsay 3asiBHuKa s 34iMCHeHHs: dhapMakoHarnsgy B
YKkpaiHi, SIKLLO BOHa BiAgMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 3AiNCHeHHs hapMakoHarnagy (BKmoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsgy) - 3MiHa ynoBHoBaXKeHoi ocobu
3as8BHUWKa, BignNoBiganbHoI 3a hapmakoHarnsa.

[itoya pepakuisi: CebactbaH XOpH, JOKTOP MEAUYHMX HayK.
Sebastian Horn, M.D., Ph.D. lNponoHoBaHa pepakuia: [dasig
IxoH JeBic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTaKkTHOI ocobu 3asiBHMKa, BiANOBiAanbHOI 3a
34iMcHeHHs hapMakoHarnagy B YkpaiHi. [litova pegakuis:
BawyeHnko Bikropia CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pegakuia: Opnos B’syecnas Biktoposuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
ocobw, BiAnoBiganbHoI 3a 3AiCHEHHS hapMakoHarnsgy. 3miHa
KOHTaKTHUX JlaHNX KOHTaKTHOI 0cobu 3asBHMKA, BianoBigansHoi
3a 34ifcHeHHs hapmakoHarnsagy B YKpaiHi.
3MiHa micus 30iMCHEeHHs1 OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXO4KEHHS
MacTep-canna

3a
peuernmom

UA/3975/05/03

269.

O®EB®

Kancynu M siki no
150 mr, no 10
Kancyn y énictepi,
no 6 6nictepis y
KapTOHHIN yrnakoBLi

BepiHrep
IHrenbxan
M
IHTepHeLw
HN Tm6X

HimeuunH
a

MepBuHHE
(bnictepu) Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPOJSb SIKOCTI,
KOHTPOJIb SIKOCTI 3a
MOKa3HUKOM

HimeuunHa

BHECEHHS 3MiH [0 peecTpauinHuxX matepianis: 3miHu | Tuny -
3MiHun wopo 6e3nekun/edekTmBHOCTI Ta papmakoHarnsgy. 3MmiHa
Y KOPOTKi/i XapakTepucTuui nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKLiT NS MeQU4YHOro 3acToCcyBaHHS Ha
nigcTasi perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3nekn nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCYBaHHS NiKapCbKoro
3acoby B micnsapeecTpauinHuin nepiod, abo sik pedynbTaT OLiHKN
3BiTY 3 AOCNigXeHb, NPOBEAEHUX BigNoBIAHO A0 NNaHy

3a
peuenmom

UA/16115/01/02
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

mikpobionoriyHa
yncToTa Ta BUMYCK
cepin nikapcbKoro
3acoby:
BepiHrep
IHrenbxanm ®apma
'm6X i Ko.KT,
HimevunHa;
BupobHuuTtBo,
yrnakoBka Ta
KOHTPOIb SIKOCTi (3a
BUKIMIOYEHHAM
MikpobionoriyHoi
UMCTOTM) Kancyn
bulk (He
po3dacoBaHoi
npoaykuii):
KaraneHT
HimeuyunHa E6epbax
'm6X, HimeudnHa;
AnbTepHaTUBHiI
AinbHuUi ans
BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LteremanH
JIboHbepnakyHreH
yHA JloricTiwep
Cepsic e. K.,
HimeyunHa;
dapmllor dapma
TNopxicTik TmMBX,
HimeyunHa;
AnbTepHaTUBHI
na6opatopii gns
NpoBeAEHHS
KOHTPOIO SIKOCTi (3a
BUKITIOYEHHSIM
Mikpo6ionoriyHoi
YNCTOTW):
A eHp Em WTabtect
M6X, HimeuunHa;
HysicaH MM6X,
Himevunna;
AnbTepHaTuBHa
nabopaTtopist ans
NpOoBeAEHHS
KOHTPOJO SIKOCTI
Mikpo6ionoriyHoi
YNCTOTU:
CI'C IHcTutyT

negiatpuyHux gocnigxers (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHVUM YNOBHOBaXXEHVWM OpraHom) - 3MiHW BHECEHO [0
IHCTPYKUii NS MeguyHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "lMNo6iyHi peakuii” Ta 4O KOPOTKOI XapaKTePUCTUKM
nikapcbkoro 3acoby o po3ainy 4.8 MobivHi peakuii (aogaHo
nobiyHy peakuijto "konit"); aMmiHu | TMny - 3miHn WwWoao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. 3MiHa y KopoTkin
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iIHCTPYKLii ANS MeanYHOro 3acToCyBaHHs Ha MiAcTaBi perynspHo
OHOBIIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
aocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbKoro 3acoby B
nicnsapeecTpauiiHii nepiod, abo sik pe3ynbTaT OLiHKU 3BITY 3
[ocnigxeHb, NpoBeAeHWX BiANOBIAHO A0 NNaHy negiatpudHmx
aocnigxeHb (PIP) (3MiHy y3rog»XeHo 3 KOMNeTEHTHUM
YNOBHOBAXEHVUM OpraHoMm) - 3MiHW BHECEHO A0 IHCTpyKuii Ans
MELWYHOro 3acTOCyBaHHS fikapcbkoro 3acoby Ao po3ginis
"OcobnmBocTi 3acTocyBaHHs, "lMNobivHi peakuii” Ta 40 KOPOTKOI
XapaKkTepuUCTUKM fikapcbkoro 3acoby fo po3ainis 4.4. Ocobnuei
3acTepexeHHs Ta 0cobnMBOCTi 3acTocyBaHHS, 4.8 MobiyHi
peakuii BignosigHo fo pekomeHgauii PRAC; amiHu Il Tuny -
3MiHu Wwopno 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. 3MiHa
Y KOPOTKi/i XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iIHCTPYKLIT 4Nns Megu4Horo 3aCToCyBaHHS Ha
niacTasi perynsipHo OHOBIOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiiHuin nepiod, abo sk pe3yrbTaT OUiHKK
3BiTY 3 4OCNiAXeHb, NPOBEAEHMX BigNoOBIAHO A0 NnaHy
negiatpuyHux gocnigxers (PIP) (3miHa notpebye noganbLuoro
06r'pyHTYBaHHS HOBMMU [0OATKOBUMMW AaHUMK) - 3MiHW BHECEHO
00 IHCTpyKUii AN MeanMYHOro 3acTocyBaHHS fikapcbkoro 3acoby
0o po3aginy "Mob6iyHi peakuii” Ta O KOPOTKOI XapaKTepUCTUKM
nikapcbkoro 3acoby o po3ainy 4.8 MobivHi peakuii BignosigHoO
[0 MaTepianis peecTpauiiHoro gocke; 3miHu |l Tuny - 3MiHn
wopno 6e3nekun/eekTUBHOCTI Ta papMakoHarnsgy. 3miHm y
KOPOTKill XapakTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLIT AN MeQUYHOro 3acToCyBaHHSA y
3B’513KY i3 HOBUMW AaHUMMW 3 SKOCTI, AOKNIHIYHUMW, KIiHIYHUMMN
OaHUMK Ta AaHuMK 3 papmakoHarnsay - 3MiHM BHECEHO 0
IHCTpYKUIT Ans MeguyHoro 3acTocyBaHHs nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakuii" Ta 4O KOPOTKOI XapaKTEPUCTUKN
nikapcbkoro 3acoby o po3ainy 4.8 MobivHi peakuii (aogaHo
nobiyuHi peakuii "anonevis", "ronoBHuin 6inb"); aminm Il Tuny -
3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHu
y TepaneBTUYHMX NOKa3aHHAX (4og4aBaHHSA HOBOMO
TepaneBTUYHOro Nokas3aHHsi abo 3miHa y 3aTBEpAXXEHOMY
noKasaHHi) - 3MiHM BHECeHO [0 IHCTpyKUiT AN MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby ao posainy "lMokasaHHsA"
(mopaHo nokasaHHs: "OPEB nokasaHui ons nikyBaHHA
iHTepCcTULianNbHOro 3aXBOPIOBAHHS NIEreHb NPY CUCTEMHIN
cknepogepwmii (I311-CC)."), Takox oo po3sginis "®apmMakonorivHi
BrnacTtmeocTi", "MNpoTunokasaHHs", "B3aemogis 3 iHwWuMun




100 [TpooBkeHHs noaaTka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
®peseHiyc MMOX, nikapcbknMu 3acobamu Ta iHWwi Buau B3aemopin”, "OcobnueocTi
HimeyunHa; 3actocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTi abo
Jlabop J1+C Arl', rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta go3un", "MobivHi
HimeyunHa peakuii"; Takox BiANOBIAHI 3MiHWM BHECEHO A0 pPO3ainiB KOPOTKOI
XapaKTepuCTUKKM nikapcbkoro 3acoby 4.1. MNokasaHHs Ans
3acTtocyBaHHs, 4.3.lpoTunokasanHs, 4.4. Ocobnuei
3acTepeXeHHsi Ta 0COBNMBOCTI 3aCTOCYBaHHs, 4.6.
depTunbHicTb, BariTHICTb Ta roayBaHHs rpyaato, 4.8. MobiyHi
peakuii, 5.1. PapmakoguHamika, 5.2. PapmMakokiHeETMKa
270.| OPEB® Karncynm M siki no BepiHrep HimeyunH MepBuHHeE HimeyunHa BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16115/01/01
100 mr, no 10 IHrenbxaw a (bnicTepu) Ta 3MiHu Wwopo G6esnekn/edekTUBHOCTI Ta chapmakoHarnagy. 3MiHa | peuermom
Kancyn y 6nictepi, M BTOPUHHE Y KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
no 6 GnictepiB y IHTepHeLw nakyBaHHs, MapKyBaHHS Ta iHCTPYKLii AN MeAUYHOro 3aCToCyBaHHSA Ha
KapTOHHIN ynakoBLii Hn MTmM6X MapKyBaHHS, niacTasi perynsipHO OHOBIOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro

KOHTPOJb SIKOCTI,
KOHTPOSb SIKOCTi 3a
NMOKasHNKOM
MikpobionoriyHa
yMcToTa Ta BUMYCK
cepiv nikapcbKoro
3acoby:
BepiHrep
IHrenbxanm ®apma
'm6X i Ko.KT,
HimeyunHa;
BupobHuuTtBo,
ynakoBka Ta
KOHTPOIb sIKOCTi (3a
BUKITIOYEHHSM
MikpobionoriyHoi
YMCTOTU) Kancyn
bulk (He
po3dgacoBaHoi
npoaykuii):
KaraneHT
HimeyunHa E6epbax
M6X, HimeuuunHa;
AnbTepHaTUBHI
AinbHuui ans
BTOPUHHOTO
nakyBaHHsl Ta
MapKyBaHHs:
LreremanH
JTboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeyunna;
dapmllor dapma
NopxxicTik TM6X,
HimeyunHa;
AnbTepHaTuBHiI

3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro
3acoby B nicnsipeecTpaLiiHuii nepiod, abo sik pesynbTaT OLiHKK
3BiTY 3 4OCNiAXeHb, NPOBEAEHMX BigNOBIAHO A0 NnaHy
nepiaTpnyHmx gocnigpxkeHs (PIP) (3mMiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHNM OPraHoM) - 3MiHW BHECEHO A0
IHCTPYKUIi AN MeguYHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” Ta 4O KOPOTKOI XapaKTepUCT KN
nikapcbkoro 3acoby no po3giny 4.8 MobiyHi peakuii (aogaHo
nobiuHy peakuijto "konit"); aMmiHu | TMNy - 3miHn WwWoao
6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTuui Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeQUYHOro 3acToCyBaHHA Ha NiacTasi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nocnigxeHb 3 6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnspeecTpauiiHuiA nepion, abo sik pe3yrnbTaT OUiHKM 3BiTY 3
pocnigXeHb, NpoBeAeHUX BIAMOBIAHO A0 NNaHy neaiatpudHnx
pocnigxeHb (PIP) (3MiHy y3rog)KeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHWUM OpraHoMm) - 3MiHW BHECEHO A0 IHCTpyKuii anst
MELMYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3ginis
"OcobnuBocTi 3acTocyBaHHs, "MobiuHi peakuii” Ta 4o kopoTKol
XapaKTepUCTUKM nikapcbkoro 3acoby Ao posainis 4.4. Ocobnusi
3acTepexeHHs1 Ta 0cobnmnBocTi 3acTocyBaHHS, 4.8 MobGiyHi
peakuii BignosigHo fo pekomeHgauii PRAC; amiHu Il Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS! Ta iHCTPYKUIi AN MeQUYHOro 3acToCcyBaHHS Ha
niacTasi perynsipHo OHOBIOBAHOrO 3BiTY 3 Ge3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neku 3acTocyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaLiiHui nepiod, abo sik pesynbTaT OLiHKK
3BiTY 3 AOCNiAXEHb, NPOBEAEHUX BigNoBiAHO A0 NNaHy
nepiatpmyHmx gocnigpxeHs (PIP) (3miHa noTpebye noganbLuoro
06r'pyHTYBaHHSI HOBUMYW 404ATKOBUMY A@HWMM) - 3MIHN BHECEHO
00 [HCTpyKUii AN MegnyHoro 3acTocyBaHHS MikapcbKoro 3acoby
0o posainy "MoBiyHi peakuii” Ta 4O KOPOTKOI XapakTepUCTUKU
nikapcbkoro 3acoby ao posainy 4.8 MNobiyHi peakuii BignosigHo
[0 MaTepianis peecTpauiiHoro gocke; 3miHu |l Tuny - 3MiHn
wogo 6esnekn/edpeKTMBHOCTI Ta hbapmakoHarnagy. 3miHum y
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nabopatopii Ans KOPOTKill XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
npoBeaeHHsS MapKyBaHHS! Ta iIHCTPYKLIT ANsi MeQUYHOro 3acTOCYBaHHS y
KOHTPOO SIKOCTi (3a 3B'A13KY i3 HOBUMMW AaHUMU 3 SIKOCTi, JOKMiHIYHUMM, KIiHIYHUMK
BUKIMIOYEHHAM [aHUMU Ta JaHUMK 3 hapMakoHarnsay - 3MiHM BHECEHO A0
MikpobionoriuHoi IHCTPYKUIi ANs MeauyYHOro 3acTocyBaHHS nikapcbkoro 3acoby Ao
YNCTOTH): po3ainy "lMNo6iyHi peakuii” Ta 4O KOPOTKOI XapaKTepPUCTUKM
A eHg Em LWtabrecT nikapcbkoro 3acoby ao po3ainy 4.8 MNobiyHi peakuii (zogaHo
'm6X, HimeudnHa; nobivHi peakuii "anoneuis”, "ronoBHuii 6inb"); amiHm Il Tuny -
HysicaH MM6X, 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy. 3MiHu
HimevuuHa; y TepaneBTUYHMX NoKa3aHHAX (4oaaBaHHSA HOBOMO
AnbTepHaTBHA TepaneBTUYHOro NnokasaHHs abo 3miHa y 3aTBepaXeHOoMY
nabopaTtopia ons rnokasaHHi) - 3MiH1 BHeCeHO [0 IHCTpyKUii Ans MeguyHoro
npoBeAeHHs 3acToCyBaHHs fikapcbkoro 3acoby Ao posainy "lMoka3aHHsA"
KOHTPOIO AKOCTi (nopaHo nokasaHHs: "ODEB nokasaHui Ans nikyBaHHsA
MikpobionoriuHoi iHTepcTULianbHOro 3axBOPIOBAHHS NereHb Npu CUCTEMHIN
YNCTOTU: cknepopepmii (I311-CC)."), Takox Ao po3ainis "®apmakonorivHi
CIC IHcTuTyT BnactmeocTi", "MNpoTunokasaHHs", "Baaemogisa 3 iHwmMmn
dpeseHiyc MM6X, nikapcbknMu 3acobamu Ta iHWi Buaun B3aemopin”, "OcobnueocTi
HimeuunHa; 3acTocyBaHHs", "3acTocyBaHHsA Y nepioa BariTHOCTi abo
Jlabop N1+C AT, rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHst Ta fo3n", "Mob6iyHi
HimeuyunHa peakuii"; TakoX BigNoBiAHI 3MiHWM BHECEHO A0 po3ainiB KOPOTKOI
XapaKkTepuUCTUKM nikapcbkoro 3acoby 4.1. MNokasaHHs ons
3actocyBaHHs, 4.3.MpoTunokasanHs, 4.4. Ocobnusi
3acTepexkeHHs Ta 0cobnMBOCTI 3aCTOCYBaHHs, 4.6.
depTunbHicTb, BariTHICTb Ta rogyBaHHs rpyaato, 4.8. MoGiyHi
peakuii, 5.1. apmakoguHamika, 5.2. apmakokiHeTuHKa
271.| NAKNITAKCEN KOHLleHTpaT Ansa Amakca Benuka AkBiga M'm6X, HimeyunHa/ BHECEHHSA 3MiH 0 peecTpauinHux matepianis: 3aMmiHu | Tuny - 3a UA/15145/01/01
AMAKCA pO34unHY Ana nTa BputaHis HimeuunHa Pecny6nika 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
iHGy3it, 6 Mr/mn, no (BMPOBHMLTBO in Kopes 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT

5 wmn, 16,7 mn abo
50 mn y donakoHi; no
1 dnakoHy B
KapTOHHI kopooLi;
no5 wmn, 16,7 mn
abo 50 mn y
cnakoHi; no 1
dnakoHy B
KapTOHHI kopobLyi

bulk, nepsuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTpOIb cepii);
AkBiga M'm6X,
HimeyunHa
(KOHTPOMb Ta BMMYCK
cepii); Benyc ®apma
6X, HimeuyunHa
(BTOpPUHHE
nakyBaHHs);
OnkoTek ®apma
MpoaykuioH M6X,
HimevunHa
(BUPOBHULTBO in
bulk, nepBuHHe
nakyBaHHs1); CamsiHr
Biodhapmac'ioTikens
KopnopeniuH,
Pecny6nika Kopes
(BUPOBHMLTBO in

ynakoBku [T13. BHeceHHs1 3miH o posainy “MapkysaHHs” MKA
J13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
3aTBEPAXXEHOro TEKCTY MapKyBaHHS. Ta OHOBIIEHHS TEKCTY
MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSM
iHpopmaLii LLoAo 3a3HaYEeHHS OANHULb BUMIPIOBaAHHS Yy CUCTEMI
Sl. BBeaeHHA 3MiH NpOTAroM 6-Tu MicALiB NiCNs 3aTBEPOKEHHSA
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
bulk, nepunHHe Ta
BTOPVHHE
nakyBaHHs)
272.| NAKNITEPO® KOHLleHTpaT Ans FETEPO IHAis leTepo J1a63 IHgia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14743/01/01
pO3umnHy onsa NAB3 Tlimiteq 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
iHopy3it, 6 mr/mn no JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
5 mn (30 mr), abo no hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
16,7 mn (100 wmr), hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
abo no 50 mn (300 3a 34iicHeHHs bapmakoHarnsily; KOHTaKTHOI ocobu 3
Mr) y donakoHi; no 1 hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs hapMakoHarnsagy B
cnakoHy y YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
KapTOHHi KopobLi BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroyaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHeHHsA chapmakoHarnagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs hapMakoHarnagy B YKpaiHi
273.| NAHAQON TabneTku, BKpUTI "makcoCwmi Benvka "nakcoCwmiTKnaiiH Ipnangis/ BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/2562/01/01
o6onoHkoto, no 500 TKnamH BpuTaHia [axrapsaH JimiTen, Icnanis 3MiHuM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHuwi peuernma
Mr; no 12 tabnetok KoHcblome Ipnangis 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
y 6nictepi; no 1 p Xenckep (BMPOBHMLTBO 3acoby 3 BHECEHHsIM iH(opMaLii LLOoA0 3a3HauYeHHs1 O4UHULb
Gnictepy B (KOK) nikapcbkoro 3acoby, BMMiptoBaHHS y cuctemi Sl. BHeceHHst 3miH 4o po3ainy
KapTOHHI kopobLi; TpewngiHr nepBuHHE Ta “MapkyBaHHa” MKA J13. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
no 8 Tabnetok y JlimiTeq BTOPUHHE 3aTBEPAKEHOrO TEKCTY MapKyBaHHA. TepMiH BBe4EHHS 3MiH -
GnicTtepi; no 8 abo nakyBaHHs, NPoTAroM 6 MicsuiB Nicnsa 3aTBepaXXeHHS
12 6nicTepiB y KOHTPOJSb SIKOCTI,
KapPTOHHI kopobLi BUNYCK cepii );
CmiTKnsanH bivem
C.A,, IcnaHis
(nepBuWHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOJSb SKOCTI,
BMNYCK cepii )
274 NAHKPEA3UM TabneTtku MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - bes UA/8550/01/01
KULLKOBOPO34MHHI No | "TexHomnor 3MiHM 3 sikocTi. FOTOBWIA Nikapcbkuit 3acib. Cructema peuernma

10 Tabnetok y
Gnictepi; no 2 abo
no 5 GnictepiB y
naJyui 3 KapToHy

KOHTElHep/3aKynoptoBarbHuii 3acib. 3mMiHa y nepBUHHIN
ynakoBLi FOTOBOro MikapCbKoro 3acoby (sIKiCHWI Ta KinbKiCHWUIA
cknag) - TBepAi nikapcbki dopmMm - BBeAEHHS 40AaTKOBOI
NepBUHHOI yNakoBKK, a came bniictepa 3 maTtepiany
nakyBaslbHOro Ha OCHOBI (Posibrn antoMiHIEBOI Ta NakyBanbHOro
matepiany kombiHoBaHoro (OPA/ALU/PVC) Ha ocHoBI donbru
antoMiHieBOI «arnto-anio» (3areBepa)keHa NepBUHHOT YNaKoBKU
6nicTepa 3 NMiBKM NONIBIHINXNOPMAHOI Ta MaTtepiany
naxkyBaslbHOro Ha OCHOBI (POfIbI antoMiHIEBOI), 3 BHECEHHSAM
BiANOBIAHMX 3MiH 40 p. «YNnakoBkay; 3anponoHosaHo: Mo 10
TabneTok y 6nicTep 3 NNiBKW NOMIBIHINXMTOPUAHOI | MaTepiany
PYNOHHOro NakyBasibHOro Ha OCHOBI honbru antoMiHiesoi. Mo 2
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

abo 5 6nicTepiB pa3om 3 IHCTPYKLIEO ANA MeanYHOro
3aCTOCYBaHHS NOMILLAIOTh y Nayky i3 kapToHy. Mo 10 TabneTok y
6nicTep 3 martepiany nakyBanbHOro Ha OCHOBI onbrn
anoMmiHieBOi | NaKyBanbHOro MaTepiany Komb6iHOBaHOro Ha
OCHOBI honbrv antoMiHieBoi «anto-anto». Mo 2 abo 5 6nictepis
pa3oMm 3 IHCTPYKLUiE ANS MeanYHOro 3acTocyBaHHS MOMiILLaloTb
y nauky i3 kapToHy. In bulk: 4000 TabneTok y KOHTenHep
nnacTMacoBui A1 NiKapCbkux 3acobiB Ta xapyoBrx J06aBOK.
BinbHWi NpocTip y KOHTenHepax 3arnoBHIOTL BATO MEANYHO
rirpocKoni4YHo

275.

NAHKPEA3UM

Tabnetku
KULLKOBOPO34MHHI in
bulk: no 4000
TabneTtok y
KOHTenHepax
nnacTMacoBmx

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acib. Cuctema
KOHTenHep/3akynoptoBarnbHuii 3acib. 3miHa y nepBUHHIN
ynakoBLii FOTOBOro MikapcbKoro 3acoby (SKICHWI Ta KinbKiCHUIA
cknapg) - TeepAi nikapcbki hopMu - BBEAEHHS A0AaTKOBOI
NepBUHHOI yNakoBKKW, a came briictepa 3 maTtepiany
nakysasibHOro Ha OCHOBI (POsbrn antoMiHIEBOI Ta NaKkyBanbHOro
maTepiany kombiHoBaHoro (OPA/ALU/PVC) Ha ocHoBi dhonbru
anoMmiHieBoi «anio-anto» (3aTBepa)KeHa NepBUHHOI yNakoBKK
6nicTepa 3 NniBKM NONIBIHINXNOpMAHOI Ta MaTepiany
nakyBasibHOro Ha OCHOBI (POJIbIN ankOMIHIEBOI), 3 BHECEHHSIM
BiANOBIAHMX 3MiH 40 p. «YnakoBka»; 3anponoHoBaHo: Mo 10
TabneTok y GnicTep 3 NniBKM NOMIBIHINXNOpPUAHOI | MaTepiany
PYNOHHOrO NakyBanbHOro Ha OCHOBI hONbrn antoMiHieBoi. Mo 2
abo 5 GnicTepiB pa3oM 3 iHCTPYKUiE ANst MeauyHoro
3acTocyBaHHS NOMILLaTb Y Navky i3 kapToHy. Mo 10 TabneTok y
6nicTep 3 maTepiany nakyBanbHOro Ha OCHOBI (honbrn
antoMiHieBOI i NakyBanbHOro martepiany kKomGiHoBaHOro Ha
OCHOBI (honbrn antoMmiHieBoi «anto-antox». Mo 2 abo 5 Gnictepis
pa3oM 3 iHCTPYKLUIE AN MeAMYHOro 3aCTOCYBaHHS MOMiLLaloTb
y nauky i3 kapToHy. In bulk: 4000 TabneTok y KOHTeHep
nnactMacoBui Ans NikapCbkMx 3acobiB Ta xapyoBMx J06aBOK.
BinbHW NpocTip y KOHTENHepax 3arnoBHIOTL BATOK MEAUYHOID
rirpoOCKoniYHo

UA/12620/01/01

276.

NAHKPEATHWH
8000

TabneTtku
racTpope3nCTEHTHI,
no 10 Tabnetok y
Gnictepi; no 2 abo
no 5 GnictepiB y
nayui; no 10
TabneTok y 6nicTepi;
no 90 6nictepis y
KopoOui

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM 3 siKocTi. FOTOBWIA Nikapcbkuit 3acib. Cuctema
KOHTElHep/3aKynoptoBarnbHuii 3acib. 3mMiHa y nepBUHHIN
ynakoBLi FOTOBOro MikapCbKoro 3acoby (sIKiCHWI Ta KinbKiCHWUIA
cknag) - TBepAi nikapcbki dopMu - BBeAEHHS 40AaTKOBOI
NepBUHHOI ynakoBku, a came Gnictepa 3 matepiany
nakyBaslbHOro Ha OCHOBI (Posbrn antoMiHIEBOI Ta NaKyBanbHOIro
matepiany kombiHoBaHoro (OPA/ALU/PVC) Ha ocHoBi donbru
antoMiHieBOI «arnto-anio» (3areBepa)keHa NepBUHHOT YNaKoBKU
6nicTepa 3 NMiBKM NONIBIHINXNOPMAHOI Ta MaTtepiany
naxkyBaslbHOro Ha OCHOBI (POfIbI antoMiHIEBOI), 3 BHECEHHSAM
BiQNOBIAHMX 3MiH 40 p. «YnakoBka». 3anponoHosaHo: Mo 10
TabneTok y 6nictep 3 NAiBKY NOMIBIHINXIOPUAHOI Ta MaTepiany
PYNOHHOr0 NakyBasibHOro Ha OCHOBI PoNbrn anMmiHieBoi. Mo 2

be3
peuenma

UA/4577/01/01
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Homep
peecmpauyitiHo2o
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abo 5 6nicTepiB pa3om 3 IHCTPYKLIEO ANA MeanYHOro
3aCTOCYBaHHS NOMILLLA0Thb Y Nayky i3 kapToHy. o 10 TabneTok y
6nicTep 3 martepiany nakyBanbHOro Ha OCHOBI onbrn
anoMmiHieBOi | NaKyBanbHOro MaTepiany Komb6iHOBaHOro Ha
OCHOBI honbrv antoMiHieBoi «amto-anto». Mo 2 abo 5 6nictepis
pa3oMm 3 IHCTPYKLUiE AN MegMYHOro 3acTOCyBaHHS MoMmilLalTb
y nauky i3 kapToHy. 90 6riicTepiB pasoM i3 M’'aTbMa iHCTPYKUiSMU
ONs MeAUYHOro 3acTOCyBaHHS MOMILLAOTb Y KOPOOKY 3 KapTOHY.
In bulk: 4000 TabneTok y KOHTENHeP NNacTMacoBui ANs
nikapcbknx 3acobiB Ta xapyoBux fobaBok. BinbHWI npocTip y
KOHTEeNHepax 3arnoBHIOTb BaTOO MEANYHOIO TrPOCKOMIYHOI0.
KoHTelHepu BKNagaTb Y SALKK i3 roppoBaHOro KapToHy

277.

NMAHKPEATUH
8000

TabneTku
racTpope3nCTEHTHI
in bulk: no 4000
TabneTok y
KOHTenHepi
nnacTMacoBomy

MpAT
"TexHonor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 gKocTi. [oToBUIA nikapcbkuii 3acib. Cuctema
KOHTenHep/3akynoptoBarnbHuii 3acib. 3miHa y nepBUHHIN
ynakoBLii FOTOBOro NMikapcbKoro 3acoby (IKiCHWI Ta KinbKiCHWUIA
cknapg) - TeepAi nikapcbki hopMu - BBEAEHHS A0AaTKOBOI
NepBUHHOI yNakoBKKW, a came briictepa 3 maTtepiany
nakysasibHOro Ha OCHOBI (POsbrn antoMiHIEBOI Ta NaKkyBanbHOro
maTepiany kombiHoBaHoro (OPA/ALU/PVC) Ha ocHOBI conbru
anoMmiHieBoi «anio-anto» (3aTBepa)KeHa NepBUHHOI yNakoBKK
6nicTepa 3 NniBKM NONIBIHINXNOpMAHOI Ta MaTepiany
nakyBasnibHOro Ha oCHOBI (POMnbr antoMiHIEBOI), 3 BHECEHHSAM
BiANOBIAHMX 3MiH 40 p. «YnakoBka». 3anponoHoBaHo: Mo 10
TabneTok y Gnictep 3 NAiBKM NOMiBiHINXNOpPUAHOI Ta maTepiany
PYNOHHOrO NakyBanbHOro Ha OCHOBI hONbrn antoMiHieBoi. Mo 2
abo 5 GnicTepiB pa3oM 3 iHCTPYKUiE ANst MeauyHoro
3acTocyBaHHS NOMILLaTb Y Navky i3 kapToHy. Mo 10 TabneTok y
6nicTep 3 maTepiany nakyBanbHOro Ha OCHOBI (honbrn
anoMmiHieBoi i nakyBanbHOro maTepiany Komb6iHoBaHOro Ha
OCHOBI (honbrn antoMmiHieBoi «anto-antox». Mo 2 abo 5 Gnictepis
pa3oM 3 iHCTPYKLUIE AN MeAMYHOro 3aCTOCYBaHHS MOMiLLaloTb
y nauky i3 kapToHy. 90 6ricTepi pa3oM i3 M’aTbMa iHCTPYKUiSMU
s MeQuYHOro 3acToCcyBaHHS NMOMILLAOTL Y KOPODOKY 3 KapTOHY.
In bulk: 4000 TabneTok y KOHTENHEP NnacTMacoBuii Ans
nikapcbkux 3acobiB Ta xap4yoBux fobaBok. BinbHuiA npocTip y
KOHTEeNHepax 3amnoBHIOKTb BATOK MEANYHOI FirpOCKOMIYHOM.
KoHTenHepu BKNagaTb Y ALWMK i3 roddpOBaAHOro KapToHY

UA/12610/01/01

278.

MNAHTOMNPA30
N-reTerPO

Tabnetky,
racTpope3nNCTEHTHI
no 20 mr no 10
Tabnetok y bnicTepi;
no1 abono3
onictepu B
KapTOHHIN KopobLii

FETEPO
NAB3
NIMITEQ

IHAis

[etepo J1a63
NimiTeq

IHais

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy.
BeeneHHst abo 3MiHM o y3ararnbHeHUX faHuX NPOo CUCTEMY
hapmakoHarnagy (BBegeHHs! y3aranibHeHX AaHUX Npo CUCTEMY
hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXkeHOoi ocobu, BignosigansHoi
3a 34ifCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
dapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dbapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3MilLeHHi MacTep-danna
cuctemu hapmakoHarnsay) - 3miHa KOHTakTHOi 0cobu 3asBHUKa,
BiANOBiAanNbHOI 3a 34iicCHeHHA pbapmakoHarnsagy B YKpaiHi:
[itoya pegakuis — lobposonbcbka HaTtanisi OnekciiBHa.

3a
peuenmom

UA/16116/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MponoHoBaHa pepakuis — Hypies Enpanis Animosuy. 3MiHa
KOHTaKTHUX AlaHNX KOHTaKTHOI ocobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHsa hapmakoHarnsay B YKpaiHi
279. NAHTOMPA30 TabneTku, FETEPO IHAis leTepo J1a63 IHgia BHECEHHSA 3MiH 0 peecTpauinHnx martepianis: 3MmiHu | Tuny - 3a UA/16116/01/02
N-reTEPO racTpope3ncTeHTHi NAB3 Tlimiteq 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
no 40 mr no 10 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Tabnetok y bnictepi; hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
no1abono3 hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
Gnictepu B 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHi KopobLi hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs hapMakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHoOI 0cobu 3asBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHeHHsA chapmakoHarnagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cobu 3asiBHMKa, BianoBiganbHoi
3a 3[iiCHeHHs cbapMakoHarnsagy B YKpaiHi
280.| NAHTONPA30 niodpinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/14870/01/01
N-®APMEKC pPO3YMHY Ans "®APMEK reyn" 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
iH ekui no 40 mr, 1 creymn" 3MiHW) - 3MiHKU go p. «MapkyBaHHs» MKA J13:
cnakoH 3 3anponoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
nioginisatom B YyTBEPXXOAEHHbIM TEKCTOM MapKMpPOBKN. OHOBMEHHSI TEKCTY
nayui 3 KapToHy, 5 MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSAM
nakoHiB 3 iHdbopMaUii Woao 3a3Ha4YeHH OAUHNLb BUMIPIOBAHHS Y CUCTEMI
niocpinizatom y S|. BBeaeHHsA 3MiH NpOTArom 6-Tu MicsiLiB nicns 3aTBepAXeHHS
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1
KOHTYPHI
YapyHKOBIV ynakoBLi
B Nayui 3 KApTOHY
281.| NAMABEPUH- Tabnetkv no 10 mr Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/4675/02/01
300POB'A no 10 Tabnetok y BO 3 obmexeHo 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
6nictepax; no 10 obmexeHo BiANOBIAAnNbHICTIO 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
Tabnetok y bnicTepi; 10 "®apmaueBTuyHa 3anponoHoBaHo: MAPKYBAHHA BignosigHo [0 3aTBepaKeHOro
no 1 6nictepy B Bignosiga KomnaHis "3gopos'a” TEKCTY MapKyBaHHS. 3MiHN BHECEHi B TEKCT MapKyBaHHS
KapTOHHI kopooLyi NbHICTIO YNaKoBKU MikapcbKoro 3acoby Loao 3a3HavYeHHst MiXkHapoaHWX
"®apmaue No3Ha4YeHb OAMHULL BUMIpHOBaHHSA. BBeAEeHHst 3MiH npoTsirom 6-
BTUYHA TV MicsUiB NicNsa 3aTBEpPAXEHHS
KOMMaHis
"3popoB'a”
282.| NAPALETAMO | cycneHsia opanbHa Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/11577/01/01
N BEBI 120 mr/5 mn no 50 BO 3 obmexeHot OHOBIEHHSI TEKCTY MapKyBaHHS yMakoBKu Mnikapcbkoro 3acoby 3 | peuenma
mn abo no 100 mn y obmexeHo BiAnoBiganbHicTo BHECEHHSAM iHhopMaLii Woa0 3a3Ha4YeHHsA 0anHULb
cnakoHi, no 1 10 "®apmaueBTuyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHst 3miH 4o po3giny
dnakoHy pa3om 3 Bignosiga komMnaHis "3gopos'a” “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
[03yHo4MM NbHICTIO BignosigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
NPUCTPOEM Y "®apmaue 3MiH NPOTAroM 6-TW MiCALIB Nicns 3aTBEPAXEHHS
KapTOHHI kopobuli; BTMYHA
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 5 mn abo 10 mn y KOMMaHis
cawe, no 20 cawey | "3gopos's"
KapTOHHI KopobLli
283/ NEMETPO niodinisat Ans FETEPO IHois [etepo J1a63 IHaisa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - 3a UA/17432/01/02
pO3umnHy onsa NAB3 Tlimiteq 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta dhapMaKkoHarnaay. peuernmom
iHopy3ivi no 500 mr, 1 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
dnakoH 3 hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
nioginisatom y dhapmakoHarnagy, 3miHa ynoBHoBaxKeHoi ocobw, BignosigansHoi
KapPTOHHI kopobuji 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnsay sasBHVKa AN 34iINCHEeHHs bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHoOI 0cobu 3asBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHEeHHS chapMakoHarnaay B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs cbapMakoHarnsagy B YKpaiHi
284, NEMETPO niodpinisat ans FETEPO IHais letepo J1a63 IHaia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/17432/01/01
pO34unHY Ana NAB3 Tlimiteq 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnaay. peuernmom
iHdy3in no 100 mr, 1 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTeEMY
cnakoH 3 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
niocpinizatom y hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KapTOHHI kopobLi 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asiBHUka Ans 34inCHeHHA hapMakoHarnsay B
YKkpaiHi, SIKLLO BOHa BigMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnaay (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cuctemu dhapmakoHarnsay) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hapmakoHarnagy B YKpaiHi:
[itoya pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxia Animosud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosigansHoi
3a 3[iMCHeHHA dhapmakoHarnsagy B YkpaiHi
285.| NEHTAITIH- Tabnetku no 10 TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/2617/01/01
»C Tabnetok y bnicTepi; "ACIHO 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyenmom
no 1 6nictepy B YKPAIHA" 3MiHM) - OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
naJui 3 KapToHy; No 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
10 Tabnetok y BMMIiptOBaHHSA y cuctemi Sl. BBegeHHs 3MiH NpoTArom 6-tu
Gnictepax MicsUiB nicnsi 3aTBEPAXKEHHS!
286.| NEPTYCUH cupon no 100 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/7656/01/01
cnakoHi; no 1 dapmaueB dapmauyeBTMyHa 3MmiHu wopo 6e3nekun/edekTmBHOCTI Ta papmakoHarnsay (iHLwi peuyenma
dnakoHy y nayui 3 TUYHA abpuka "Biona" 3MiHM) - 3MiHW BHECEHI B TEKCT MapKyBaHHS NepBUHHOI Ta
kapToHy; no 100 ry cabpuka BTOPVHHOI YNaKOBKM NiKapCbKOro 3acoby (40MOBHEHHS po3giny
cnakoHax; no 200 r "Biona" 17. IHWE)

y donakoHax 3
Hacagkoto abo 6e3
Hacagku; no 1
dnakoHy y nayui 3
KapToHy; no 200 ry
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
drnakoHax 3
Hacapgkoto abo 6e3
Hacagku
287.| NIBOHII HacTonka no 100 mn MAT Ykpaina MAT YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - be3 UA/9246/01/01
HACTOMKA y donakoHi cknsiHomy | “"Ximdpapm "Ximdpapmsasopg 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuenma
abo nonimepHomy; 3aBofg "YepsoHa 3ipka" 3MiHW) - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHa” MKA J137;
no 1 ¢onakoHy B "YepBoHa 3anponoHoBaHo: MapkyBaHHS. BignoBiaHO A0 3aTBEpOXXEHOro
nayui 3 KapToHY; Mo 3ipka" TEKCTY MapKyBaHHs. 3MiHMN BHECEHI B TEKCT MapKyBaHHS
100 mn y 6aHui; no 1 NepBUHHOI Ta BTOPMHHOI YNaKoBKM Nikapcbkoro 3acoby woao
6aHui B nayui 3 3a3Ha4YeHHs MiXKHAPOAHUX NO3HAYEHb OAMHULIb BUMIPIOBAHHS.
KapTOHY BBeaeHHs 3MiH NpoTaromM 6-Tn MicsauiB Nicnsa 3aTBepaKeHHS
288.| NIMA®YKOPT® | masb no 15y 1y6i; JIEO HaHiga Temmnep ITania ITania BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/4476/01/01
no 1 T1ybiy dapma C.p.n. 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KapTOHHi KopobLi AIC 3MiHW) - BHECEHHS 3MiH A0 p. «MapkyBaHHs» MKA N13:
3anponoHoBaHo: «3rigHO 3aTBEpPAXKEHOro TEKCTY MapKyBaHHS».
OHOBMEHHs TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsa OanHULb
BUMiptoBaHHs y cuctemi Sl. BBegeHHS 3MiH npoTsrom 6-Tu
MicAUiB Nicns 3aTBepPAXEHHS
289.] MIPALETAM Tabnetku no 400 mr MAT YkpaiHa MAT YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHnx martepianis: 3aMmiHu | Tuny - 3a UA/5788/01/02
no 10 Tabnetok y "Ximdpapm "Ximdpapmsasopg 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
6nictepi; no 6 3aBof "YepsoHa 3ipka" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
GnictepiB y nayui 3 "YepBoHa 3anponoHoBaHo: MapkyBaHHs1. 3rigHo i3 3aTBEPA>KEHUM TEKCTOM
KapTOHY 3ipka" MapKyBaHHS1 3MiHN BHECEHI B TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI YNakoBKM flikapcbkoro 3acoby Luoao 3a3HavyeHHst
MiXXHapOAHMX NO3HAYeHb OAUHULL BUMIpIOBaHHS. BBeaeHHs
3MiH NPOTAroM 6-TW MicALUIB NicNsa 3aTBepAXeHHs
290.| MNIPALUETAM Tabnetkv no 200 mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/5788/01/01
no 10 Tabnetok y "Ximdpapm "Ximcbapm3aasog 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
Gnictepi; no 6 3aBog "YepBoHa 3ipka" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13”:
6nicTepiB y nayui 3 "YepBoHa 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3 3aTBEpA>XEHUM TEKCTOM
KapTOHY 3ipka" MapKyBaHHS 3MiHN BHECEHi B TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI YNakoBKM fikapcbkoro 3acoby Loao 3asHavyeHHst
MiXHapOAHMX NO3HaYeHb OAUHULL BUMIpIOBaHHS. BBeaeHHs
3MiH NPOTAroM 6-Tu MicsLiB NiCNa 3aTBEPAXKEHHS
291, NMIPALUETAM PO34MH ANg iH'ekuin, MAT YkpaiHa MAT "lranuydcapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauifH1X Matepianis: 3MiHu | Tuny - 3a UA/0901/01/01
200 mr/mmn; no 5 mn "Tannuda 3MiHu 3 sikocTi. ToToBMI Nikapcbkuit 3aci6. 3mMiHW y BUpOBHULTBI. | peyernmom
B amnyni; no 5 pm" 3MiHn y npoueci BUpobHUL TBa rOTOBOrO fikapcbKoro 3acoby,
amnyn y KOHTYPHiw BKI0YAKYY NMPOMIXHWUIA NPOJYKT, LLLO 3aCTOCOBYETLCS NpU
YapyHKOBIW BMPOBHMLTBI roTOBOro nikapcbkoro 3acoby (HeaHayHa 3MiHa Yy
ynakosLji; no 2 npoueci BUpOBHWULTBA) - BHECEHHS 3MiH Ao po3ainy 3.2.P.3.
KOHTYPHi YapyHKOBI Mpouec BnupobHMLUTBa Nikapcbkoro 3acoby, 3okpema:
yNakoBKW y navui BMKIAOEHHsI TEXHOSOrYHOI cxemu BUpobHuuTBa 113 B HOBIl
peaakuii
292 NNA3MANIT PO34MH Ans iHdy3in MpusaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/16832/01/01
no 400 mn y naswui aKuioHepH aKuioHepHe 3MiHK 3 sKocTi. FoToBMIA Nikapcbkui 3acib. KOHTponb rotoBoro peuyernmom
abo no 500 mn y e TOBapuCTBO nikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHS rOTOBOro
nakeri TOBapuCTB "IHy3is" nikapcbkoro 3acoby (iHLWi 3MiHW y MeTofax BunpobyBaHb
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nonimepHomy, o] (BKrtOYatO4M 3aMiHy abo [OMOBHEHHS)) - 3MiHA Y MeToAuUi
noMileHomy y "IHdpys3ia” ineHTudiKaLii ioHiB MarHito
nposopumn
NnacTVKOBMI NakeT
293.| NNAKBEHIN® TabneTku, BKpUTI TOB YkpaiHa CAHO®I-ABEHTIC IcnaHis BHECEHHS 3MiH 40 peecTpauinHnux matepianis: 3MiHu Il Tuny - 3a UA/8261/01/01
NnNiBKOBOIO "CaHodi- C.A. 3MiHu Wwopo 6esnekn/edekTBHOCTI Ta chapmakoHarnagy. 3MiHn | peuernmom
obonoHkot, No ABeHTiC Y KOPOTKili XapakTepuCTuLi NnikapCbKoro 3acoby, TeKCTi
200 mr, Ne 60 YkpaiHa" MapKyBaHHS Ta iHCTPYKLii ANs MeQUYHOro 3acTocyBaHHS y
(15x4): no 15 3B’A3KY i3 HOBUMW AaHUMU 3 SIKOCTi, JOKMiHIYHUMMU, KIiHIYHUMK
Tabnetok y bnictepi; OaHVMU Ta faHuMuy 3 dhapmakoHarnsgy - 3miHu BHeceHo A0
no 4 6nictepu y IHCTPYKUii AN MeguyHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao
KapTOHHIl kopobuyj, posainis "®apmakoTepaneBTuyHa rpyna” (BHECEHO YyTOYHEHHS
Ne 60 (10x6): no 10 6e3 hakTnyHoi 3miHun kogy AT X), "OcobnunsocTi 3acTocyBaHHSA"
Tabnetok y bnictepi; (npvBeaeHHs Ao iHdopmaLlii, 3a3Ha4eHi i B OHOBIEHIN KOPOTKil
no 6 GnictepiB y XapakTepucTuui nikapcbkoro 3acoby Ta CCDS v 10) BBegeHHs
KapTOHHi KopobLi 3MiH NnpoTarom 3 micsauiB nicns 3atBepAXeHHs. 3miHu |l Tuny -
3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy. 3miHu
Y KOPOTKi/i XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLIT AN MeAUYHOro 3acToCyBaHHSA y
3B’s13KY i3 HOBUMW JaHUMMW 3 SKOCTI, AOKNIHIYHUMU, KMiHIYHUMMW
OaHVMU Ta faHuMuy 3 dpapmakoHarnsgy - 3miHM BHeceHo Ao
IHCTPYKUIi AN MegUYHOro 3aCTOCyBaHHSA Nikapcbkoro 3acoby oo
posainis "®apmakonoriyHi BnactusocTi”, "B3aemogis 3 iHwmmMun
nikapcbknMu 3acobamu Ta iHWi Buan B3aemopin”, "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHsA Y nepion BaritTHOCTi abo
rogyBaHHs rpyaar”, "MobiuHi peakuii" (npnBeaeHHs o
iHdbopMaLii, 3a3HayYeHin B OHOBIEHI KOPOTKi XapakTepucTuui
nikapcbkoro 3acoby Ta CCDS v 11)
BBeneHHst 3mMiH npoTaroM 3 micsuiB nicns 3aTBepAXeHHsST 3MiHK
Il Tuny - 3MiHM Wopo Gesnekn/edeKTMBHOCTI Ta
apmakoHarnsgy. 3MiHW y KOPOTKiln XapaKTepuUCTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ANs MeguyHoro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMW AaHWMU 3 SAKOCTI,
AOKNIHIYHUMW, KNIHIYHUMW JaHUMKW Ta JaHUMU 3
dapmakoHarnsagy - 3MiHM BHeCeHO A0 IHCTpyKUii 4ns MeamyHoro
3acTocyBaHHs! Nnikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
BrnacTtueocTi", "B3aemogist 3 iHWmMMK nikapcbknummn 3acobamu Ta
iHWi Buam B3aemogiit", "OcobnueocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiog BaritHocTi abo rogyBaHHs rpygat”,
"3[aTHICTb BNAMBATU Ha LWBMAKICTb peakLii npy KepyBaHHI
aBTOTPaHCMOPTOM abo iHLWMMMK MexaHiamamu',
"Mepeno3sysanHs", "MobivHi peakuii”, "MpoTunokasaHHs",
"Cnoci6 3acTocyBaHHsi Ta 4o3n" (NpUBEAEHHs 0 iHdopmallii,
3a3Ha4eHiln B OHOBIEHI KOPOTKIN XapakTepuCTULi Nikapcbkoro
3acoby Ta CCDS v 12) BeegeHHs1 3MiH npoTsirom 3 MicauiB nicns
3aTBEepAXEHHS
294 NPAMINEKCON | tabnetkn no 0,25 Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/13191/01/01
-3H mr, no 10 Tabnertok BO 3 obmexeHo 3MiHK 3 sKoCTi. [0TOBMIA Nikapcbkuin 3acid. KoHTponb rotoBoro | peuerimom
y bnictepi; no 2 abo obmexeHo BiQNOBiAaNbHICTIO nikapcbkoro 3acoby. 3miHa napameTpis cneundikadin Ta/abo
no 3 6nictepu B 10 "XapkiBCcbke [0NYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (BUNyYeHHs
KopobLi 3 KapTOHY Bignosiga hapmaLeBTU4He HEe3Ha4YHOro NokasHuKa (Hanpuknag 3acTapinoro NoKa3HUKa,
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NbBHICTIO niaNprMemMcTBO TaKoro ik 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB YK
"XapKiBCbK "3popos's Hapoay" CMakoBux [00aBOK)) - BUNYyYeHHS nokasHuka «CTupaHicTe» 3
e METO/IB KOHTPOSIO SKOCTi FOTOBOrO MiKapCbKOro 3acoby.
apmaLeB KoHTponb cTrpaHocTi TabneTok 3AiNCHIETLCS Y NPOLIEC
TUYHE BMPOBHMLITBA Ta KPUTEPI NPUINHATHOCTI HaMiBNPOAYKTY
nignpuemc (TabneTkv Hepo3dacoBaHi) 3a Moka3HNKoM « CTUpaHiCTb»
TBO iLEHTUYHUI BUMOram BCTaHoBMeHM y Crneundikauii Ha rotoBumn
"3popoB's nikapcbkui 3acio
Hapoay"
295/ NMPAMINEKCON | tabnetkv no 1 wr, Tosapuct YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/13191/01/02
-3H no 10 tabnertok y BO 3 obmexeHoto 3MiHM 3 gKocTi. FoToBUIA Nnikapcbkuii 3acib. KoHTponb rotoBoro | peyermom
GnicTtepi; no 2 abo obmexeHo BiQNOBiAanbHICTIO nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauin Ta/abo
no 3 6nictepu B 10 "XapkiBcbke [OMNYCTUMMX MEX FOTOBOrO NiKapCcbKoro 3acoby (BUIy4eHHs
KOpoO6Lii 3 KapTOHY Bignosiga hapmaLeBTUYHe He3HayHOro NokasHuka (Hanpuknag 3acTapinoro NokasHuka,
NbHICTIO nianpuemMcTBo TaKoro sk 3anax Ta cMak, abo iaeHTuikauis 6GapBHUKIB YM
"XapKiBCbK "3nopoB's Hapoay" CMakoBux [00aBOK)) - BUNYyYEeHHS NokasHuka «CTupaHicTe» 3
e MeTO/iB KOHTPOMIO SIKOCTi FOTOBOrO NiKapcbKoro 3acoby.
apmaueB KoHTponb cTupaHocTi TabneTok 3AiNCHIETLCS Y NPOLIEC
TUYHE BMPOBHMWLITBA Ta KPUTEPI NPUIRHATHOCTI HaniBNpoayKTy
nignpvemc (TabneTku Hepo3dacoBaHi) 3a Noka3HNKOM « CTUpaHICTb»
TBO iLeHTUYHUI BUMOram BCTaHOBMeHM y CreundikaLii Ha rotoBuin
"3popoB's nikapcbkui 3aci6
Hapoay"
296., NPEBEHAP® cycneHsis ans NOANSEP CWA Baet Benuka BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/15864/01/01
13/ iH'ekuin no 1 goasi EWY.CLMI dapmaceyTukanc, BpuTtaHis/ 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
PREVENAR® (0,5mn) y . Benuka bputaHis; Benbris/ 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS! yNakoBKM fikapCbKoro
13 nonepenHb0 KOPMNOP Mdpansep lpnaxgis/ 3acoby 3 BHECEHHsIM iHdhopMaLii LLoa0 3a3HavYeHHs1 OaMHULb
BAKLMHA HanoBHEHOMY EVLIH MeHoek1ypuHr CWA BMMiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTArom 6
NMHEBMOKOKO | wnpwuui; no 1 Benbris HB, MicaLiB nicns 3aTBepAXeHHs
BA nonepenHb0 Benbris; Mdawnsep
MONICAXAPUL | HanoBHeHOMY IpneHa
HA LINpYLY Ta OOHiIn dapmaceyTukanc,
KOH’IOFOBAH Bif,OKpEMIIEHIN ronui IpnaHgisa; bakctep
A B iHAMBIAyanbHOMY dapmaceyTukan
(TPUHAOUATU | yoxni y 3akputomy ContowmHe JIC,
BAJNIEHTHA NNacTMKOBOMY CUWA
ALCOPBOBAH | koHTenHepi; no 1
A) NNacTMKOBOMY
KOHTENHepy y
KapPTOHHIN KopooLyi
297 NPENIAUN rens Ans Mdpansep CLWA Mdpansep Benbris BHECEHHS 3MiH [0 peecTpauinHuX matepianis: 3mMiHu | Tuny - 3a UA/9727/01/01
eHpouepBikanbHoro IHK. MeHtobekyypuHr 3MiHn Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
BBeaeHHs1, 0,5 mr/3 Benbris HB 3MiHM) - OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKM fikapCbKOro

r,no3rrenoB
0QHOpPa3oBOMY
wnpwuui; no 1
wnpuly B
bnicTepHin ynakoBui
Ta 1 cTepunbHOMY
KateTopy B
BnicTepHin ynakoBuji

3acoby 3 BHeCEHHsIM iHdopMaLii LWo[o 3a3HavYeHHs 0gMHULb
BMMIiptoBaHHSA y cuctemi Sl (BBegeHHst 3mMiH npoTarom 6-1m
MiCALiB Nicns 3aTBepAXEHHS)
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

B KApPTOHHII kopobui

298.

MNPIOPUKC™ /
PRIORIX™
KOMBIHOBAH
A BAKUMHA
ans
NPO®INAKTUK
N KOPY,
ENIAEMIYHOI
O MAPOTUTY
TA KPACHYXU

niodinisat Ans
po3unHy Ans
iH'ekuin, 1
MOHO[]030BUI
dnakoH (1 gosa) 3
nioginisatom y
KOMMANEKTi 3
PO34YMHHKKOM (BoAa
Ans iH'ekuin) y
nonepeaHLo
HarnoBHEHOMY
wnpuui Ta ggoma
rornkamu B KapTOHHIN
kopobui; 100
MOHOZ030BMX (1
[03a) hrnakoHiB 3
nioginisatom y
KOMMNEKTi 3
PO34YMHHKKOM (BOAa
anst iv'exuin) B
amnynax Ne 100 B
oKpeMin ynakosui; 1
MynbTUA030BUI (2
[031) chnakoH 3
niocpinizatom y
KOMMMEKTi 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) B
amnyni; no 100 wTyk
dnakoHiB Ta amnyn
B OKpeMux kopobkax

"nakcoCwmi
TKnanH
Ekcnopt
Jlimiteq

Benuka
BputaHis

makcoCmiTKnsaiH
Bionogyxikans C.A.

Benbria

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny -
3MiHu 3 gkocTi. A®l. CucTema KoHTelHep/3aKynoptoBanbHUi
3aci6. 3miHa y 6e3nocepenHi ynakosui AP (akicHi Ta/abo
KinbKiCHi 3MiHW cknagy) - 4oAaBaHHS anbTepHaTUBHOIO
KoHTerHepa 1000 mn Thermo Fisher ans 36epiraHHs
NPOMI>XKHOTrO MPOAYKTY O4MLLEHOrO Bipycy kpacHyxu (Rubella
clarified bulk)

3a
peyernmom

UA/13694/01/01

299.

NPOXECTIH-
KP®

renb, 10 mr/rno40r
y Ty6i; no 1 1y6i y
KOMMAEKTI 3i
wnartenem-
[03aTOpoOM Yy nauui 3
KapTOHY

MNAT
"Ximcapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MAT
"Ximcbapm3aasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - BHECEHHS 3MiH Ao po3ainy “MapkyBaHHsa” MKA 1137
3anponoHoBaHo: MapkyBaHHs. 3rigHo i3 3aTBepA>XEHUM TEKCTOM
MapKyBaHHS 3MiHN BHECEHI B TEKCT MapKyBaHHS yMakoBKW
nikapcbkoro 3acoby L1oa0 3a3Ha4YeHHs MiXXHapogHWX No3HaYeHb
OAMHULb BUMIpHOBaHHSA. BBegeHHA 3MiH NpoTarom 6-tu Micsauis
nicns 3aTBepPOXKEHHS

3a
peuerimom

UA/5017/01/01

300.

NPOXECTOXE
nb®

renb, 10 mr/rno 80 r
y Ty6i; no 1 Ty6i y
KOMMAEKTi 3i
wnartenem-
[,03aToOpoM Y
KaPTOHHIN nadui

beseH
Xenckea
CA

Benbris

BeseH
MeHbtodekuypiHr
Bengxiym CA

Benbris

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
agMiHICTpPaTUBHI 3MiHW. BunyyeHHs BUpOGHWYOI AinbHUL
(Bkntovatoum ginbHuui ans A®I, npomixHoro npogykty abo
roTOBOrO JlikapcbKoro 3acoby, AinbHWLi ANS NPOBEAEHHS
nakyBaHHsl, BUpobHuKa, BiANOBIAanbLHOro 3a BUMYCK Cepin, Micue
npoBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHWKa BUXIGHOTO
maTepiany, peareHTy abo 4ONOMIKHOI pe4OBUHM (SIKLLO
3a3HayvYeHo Y JOCbE) - BUMYYEHHS 3aTBEPAXKEHOro BUPOOHMKa
A®I| nporectepoH Xianming Pharmaceutical Co Ltd, China;
3anponoHoBaHo: Jiangsu Jiaerke Pharmaceuticals Group Corp.,

3a
peuenmom

UA/3839/01/01




111

ITpooBxeHHs jojarka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Ltd, China

301.

neononicy
HACTOMKA

HacTolka no 25 mn y
dnakoHi, no 25 mn y
dnakoH, no 1
nakoHy y nauui 3
KapTOHY

AT
"BITAMIH
n"

YkpaiHa

AT "BITAMIHA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
3asBHVKa (BMacHWKa peecTpauiiHoro noceigyeHHs ) 3miHa
HaMeHyBaHHS Ta agpecu 3asBHMKA. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 MicauiB nicna 3aTBepaXeHHsi. 3miHu | Tuny -
ApamiHicTpaTuBHi 3miHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
MiCLis1 MPOBaXEHHS OisinbHOCTI BUpOobHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMYarum JinbHuL BUNycky cepii abo
MicLie MPOBEeAEHHSI KOHTPOIIO SKOCTI. (AiANbHICTb, 3a AKY
BiANoBiAae BUPOBHUK/iMMOpTep, BKMHOYa4mM BUNYCK cepiit)
3MiHa HallMeHyBaHHS Ta agpecy BUpobHuka 113, 6e3 3MiHu
Micus BUpOGHULTBA. TepMiH BBEOEHHS 3MiH - NPOTSArom 6
MicaLiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHN Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo
3MiHM [0 y3aranbHeHUX faHux Npo cuctemy dapmakoHarnsay
(BBEOEHHS y3aranbHeHUX faHux Npo cuctemy dapmakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BignosigansHoi 3a 30iACHEHHSs!
hapmakoHarnsay; KoOHTakTHOi ocobu 3 hapmakoHarnsgy
3asiBHMKA ANA 3AINCHEeHHs bapMakoHarnagy B YKpaiHi, AKLo
BOHa BigMiHHA Bi yNnOBHOBaXeHOi ocobu, BignosigansHoi 3a
3AiNCHeHHs hapmakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi macTep-caiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHUX JaHUX YNMOBHOBaXeHO!
ocobu 3asiBHKKa, BiANoBiAanbHoI 3a 34iNCHEeHHS
hapmakoHarnsgy. 3MiHa Micusa 34iCHEHHS1 OCHOBHOI AisiNbHOCTI
3 (hapmakoHarnsgy. 3MiHa agpecu mactep-darina cuctemm
hapmakoHarnsgy. 3miHu | Tuny - 3MiHu Wwopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun)
BHeceHHs 3MiH Ao posginy “MapkysaHHa” MKA J13.
3arBepaxeHo: Po3ain “I'padivyHe opopmneHHs ynakosku.”
HopaeTbes. 3anponoHoBaHo: Po3ain “MapkysaHHA.” 3rigHo
3aTBEPAXXEHOro TEKCTY MapKyBaHHS. OHOBMNEHHS TEKCTY
MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHSIM
iHpopmaLii LLoAo 3a3HaYEeHHS OANHULb BUMIPIOBaAHHS Yy CUCTEMI
Sl. TepmiH BBEAEHHA 3MiH - NPOTSArom 6 micauis nicns
3aTBEepPAXEHHS.

be3
peuenma

UA/5422/01/01

302.

nPOMNO®OII-
HOBO

emynbcisa ans
iHdysin, 10 mr/mn;
no 10 mn a6o no 20
MMy NAawLi; no 5
NNSLWOK Y KOHTYPHIN
YapyHKOBI ynakoBLi
y nayui 3 KapTOHY;
no 50 mn abo no
100 mn y nnswui; no
1 nnawuyi y nayui 3
KapTOHY

disznyHa
ocoba-
nignpueme
Ub
'y6eHko
Ceprin
AHartonino
BUM

YkpaiHa

ToBapucTso 3
oBMeXeHo
BiAnoBiganbHicTO
dipma "HoBodapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiH1X Matepianis: 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HalimeHyBaHHsi Ta/abo agpecu
MicLA NpoBaaXeHHs OisinbHOCTI BUpOBHMKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, Bkrovatum AinbHuLi BUnNycky cepii abo
MiCLie MPOBEAEHHSI KOHTPOJIO SIKOCTI. (BiSNbHICTb, 3a Ky
Bignosigae BUpobHMK/iIMNoOpTep, BKMOYAO4YM BUMYCK Cepii) -
3MiHa agpecu BupobHuka 113 ToBapucTteo 3 obmexeHo
BignosigansHicTio dipma "Hosodapm-biocuHtes", YkpaiHa, 6e3
3MiHM Micus BUpobHuLTBa (BBEAEeHHS 3MiH NpoTsirom 6-Tn
MicaLiB nicns 3aTBepAXeHHs); 3MiHu | Tuny - 3miHn woao
6es3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) -
OHOBRNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby 3
BHECEHHSM iHdopMalLii Woa0 3a3Ha4YeHHs OAUHNLb
BMMiptoBaHHS y cuctemi Sl (BBegeHHst 3MiH npoTarom 6-11

3a
peuenmom

UA/9488/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MicsLiB nicnsi 3aTBEpAXKEHHS)
303.| MPOCTATUNE niodinisat Ans TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/2988/01/01
H-BIO®APMA pPO3UMHY ANst "BIO®AP "BIO®APMA" 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
iH'ekuin; 5 conakoHiB MA" BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTEMY
3 niocpinizatom y hapmakoHarnagy (BBeAeHHs ysaranbHeHWX AaHWX Mpo cucTemy
GnicTtepi; no 2 hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
GnicTtepn y nayui 3 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHY (bapmakoHarnsiay 3asiBHuUKa A4S 34iMCHEeHHs: dhapMakoHarnsgy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (BkoYaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemn hapMakoHarnsay) - 3MiHa ynoBHOBaXKeHoi ocobu
3asBHVIKa, BiANOBiAanbHOI 3a 3AilCHeHHs bapmakoHarnsay:
Litova pepakuia — Qurac JdiaHa OnekcaHgpiBHa. MNponoHoBaHa
pepakuis — Mpycbkuii Ctaxicnas Bonogummnposuy.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu 3asiBHMKA,
Bi4NoBiganbHoiI 3a 3aiMCHEHHSA bapMakoHarnagy
304.| MPOCTUH €2 renb BariHanbHUin, 1 Mdpansep CLUA Mdpansep Benbris BHECEHHS 3MiH 0 peecTpauinHnX Matepianis: 3MiHu | Tuny - 3a UA/10048/01/01
mr/3r,no3rB IHK. MeHtobekyypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
nornepeaHbo Benbris HB 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapCbKoro
HanoBHeHoMY 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HavYeHHs1 OaUHULb
wnpuui; no 1 BUMiptoBaHHs y cuctemi S| (BBeeHHst 3MiH npoTsrom 6-Tu
LINpULY B KAPTOHHIN MicsILiB nicnsi 3aTBepAXKEHHS)
Kopobui
305.| MPOCTUH €2 renb BariHanbHUn, 1 NOANSEP CWA Mdpansep Benebris BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/10048/01/01
mr/3r;no3rB IHK. MeHoek1ypuHr aaMiHIiCTpaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOI AinbHUL peuernmom
nonepenHb0 Benbrisa HB (Bkntoyaroum ainbHuLi anst A®I, npomixxHoro npoaykty abo
HanoBHEHOMY roTOBOro Nikapcbkoro 3acoby, AinbHuULi AN NpoBeAeHHs!
wnpuui; no 1 nakyBaHHs1, BUpOOHMKa, BiANOBIAanbHOro 3a BUMYCK cepiit, Micue
LINPULY B KAPTOHHIN NpOoBeAEHHS1 KOHTPOIo cepii) abo nocTavanbHMKa BUXIAHOrO
KopobLi matepiany, peareHTy abo [OMOMiXXHOI PEYOBUHM (SKLLO
3a3Ha4yeHo Y [0CbE) - BUINyYEHHS! 3aTBEPAXEHOro BUpobHUKa
A®| anHonpocToH Pfizer Manufacturing Belgium NV, Belgium.
3anponoHoBaHo:
Pharmacia and Upjohn Company LLC, USA
306.| NYNbUET® TabneTku, BKpUTI HOBET TypevunH HOBEJ INTAY TypeyunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/4997/01/01
06O0r0oHKOM0, INAY a CAHAI BE 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
KULLKOBOPO34MHHI no | CAHAI BE TIOXKAPET A.LL. BeeneHHst abo 3MiHM o y3ararnbHeHUX AaHuX NPOo CUCTEMY
40 mr no 4 Tabnetku TIOXKAPE hapmakoHarnsgy (BBe4eHHs y3aranbHeHMX AaHuX Npo cuctemy
y 6nictepi; no 1 TA.L. hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHol

6nictepy B
KapTOHHII ynakoBsLi;
no 14 tabnetok y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN yrnakoBLi

3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHa Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi MacTep-danna
cucteMmn hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobum
3asBHMKa, BiANOBiganbHOI 3a hapmakoHarnsag,.

Litoua pegakuia: Dr. Rasid Sidan. MponoHoBaHa pepakuis: R.
Ayse Cetin. 3MiHa KOHTaAKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BignosiganbHoi 3a dhapmakoHarnsig. 3MiHa KOHTakTHOI ocobu
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n 3acoby ynakoeka) noceid4yeHHs1
YMOBHOBaXKEHOi 0COOM 3asiBHMKA, BiANOBIAanNbLHOI 3a
dapmakoHarnag B Ykpaini. [litoua pegakuis: Mykolenko
Olexandr Pavlovich. MNponoHoBaHa penakuis: Stefanska Olga.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
3MiHa micus 34iCHEHHSI OCHOBHOI AiSNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLLe3HaxooKeHHs1 MacTep-danna
307.| PAMI TabneTku no 2,5 wmr, CaHpos CnoBeHist Jlek C.A,, Monbwa Monblwa BHECEHHSA 3MiH 0 peecTpauinHnx martepianis: 3MiHu | Tuny - 3a UA/11299/01/01
CAHOO3® no 10 tabnertok y dapmach (BMPOBOHMLTBO 3a 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
6nictepi; no 3 toTikan3a MOBHVM LIMKITOM); 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
Gnictepu B n.o. Jlex C.A,, Monbwa 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OQNHULb
KapTOHHi KopobLi (nakyBaHHs, BUNYycK BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao po3ainy
cepii) “MapkyBaHHs" B 3aTBepaeHnx MKA J13. 3anponoHoBaHo:
MAPKVPOBKA CornacHo yTBepXgeHHOMY TEKCTY MapKMpOoBKM
BBeAeHHs1 3MiH MpoTAroM 6-Tu MicALIB NICNsa 3aTBepAXEHHS
308, PAMI TabneTku no 5 wr, CaHpo3 CnoBeHisa Nek C.A., Nonbwa MonbLia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/11299/01/02
CAHOO3® no 10 Tabnetok y dapmach (BMpPOBHMLTBO 3a 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi | peyernmom
6nictepi; no 3 toTikan3a MOBHVM LIMKITOM); 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
6nictepu B o.ao. JNlek C.A., MonbLa 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHs oaNHULb
KapTOHHi KopobLi (nakyBaHHs, BUNYyCK BUMiploBaHHs y cucteMi Sl. BHeceHHs 3MiH Ao po3ainy
cepii) “MapkyBaHHs" B 3aTBepaxeHnx MKA J13. 3anponoHoBaHo:
MAPKMPOBKA CornacHo yTBepxgeHHOMY TEKCTY MapKMpOBKU
BBeaeHHs 3MiH NpoTsiroM 6-Tu MicsaUiB Nicnsa 3aTBepXKEHHS
309.] PAMI Tabnetkv no 10 wmr, CaHpo3 CnoseHis Jlek C.A,, Monbwa Monbwa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/11299/01/03
CAHOO3® no 10 Tabnertok y $apmacsh (BUPOGHMLTBO 3a 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
Gnictepi; no 3 loTiKan3a MOBHWM LIMKITOM); 3MiHW) - OHOBMEHHSsI TEKCTY MapKyBaHHS! YNakoBKW NikapCbKoro
Gnictepu B o.o. Jlek C.A,, Monbwa 3acoby 3 BHECEHHsIM iHdopMaLii LWoa0 3a3HavyeHHs1 OAMHULb
KapTOHHI kopobLi (nakyBaHHs, BUNYyCK BMMiptoBaHHS y cuctemi Sl. BHeceHHst 3MiH 4o po3ainy
cepii) “MapkyBaHHsa” B 3aTBepaxeHnx MKA J13. 3anponoHoBaHo:
MAPKWVPOBKA CornacHo yTBep»XaeHHOMY TEKCTY MapKupoBKM
BBeaeHHs 3MiH NpoTsiroM 6-Tu MicsaUiB Nicnsa 3aTBepaXKeHHS
310 PAHEKCA® TabneTtku MeHapiHi Iiokcemby MeHapiHi-®oH Himeyunna/ BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/13676/01/01
1000 NPONOHroBaHoi Aji IHTepHeww pr XenpgeH M'v6X, CLWA 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
no 1000 mr no 10 oHan HimeyunHa 3MiHW) - BHECEHHS 3MiH Ao po3ainy «MapkyBaHHsa» MKA J13.
Tabnetok y bnicTepi; Onepeni (BMPOBHULTBO «in 3anponoHoBaHo: p. TEKCT MapKyBaHHS «3rigHO 3aTBEPAXKEHOrO
no 6 Gnictepi y OHC bulk», nakyBaHHs, TEKCTY MapKyBaHHs1». OHOBMEHHs1 TEKCTY MapKyBaHHS YNaKkoBKu/
KapTOHHI kopooLi; Iiokcemby KOHTPOSb Ta BUMYCK nikapcbkoro 3acoby 3 BHECEHHsIM iH(opMaLlii oo 3a3Ha4YeHHs!
no 15 rabnetok y pr C.A. cepii); MateoH OOMHMWUbB BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH npoTarom
Gnictepi; no 4 MaHydekuypiHr 6-TV MicsLiB nicns 3aTBepAXeHHS
Gnictepu y Cepsices J1JIC, CLLA
KapTOHHI kopobuyj; (BMPOBHULTBO «in
no 20 Tabnetok y bulk», kOHTponb
6nictepi; no 3 cepii)
6nictepu y
KaPTOHHIN KOpobLi
311.| PAHEKCA® TabneTku MeHapiHi ITokcemby MeHapiHi-®oH Himevunna/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/13676/01/02
500 NPONOHroBaHoI Aji IHTepHeLw pr XenpgeH MmobX, CLLA 3MiHuM wopno 6e3nekn/edekTuBHOCTI Ta hbapmakoHarnagy (iHuwi peuyernmom
no 500 mrno 10 oHan HimevunHa 3MiHW) - BHECEHHS 3MiH 40 po3ainy «MapkysaHHs» MKA N3.
TabneTok y 6nicTepi; Onepeni (BUPOBHMLTBO «in 3anponoHoBaHo: p. TEKCT MapKyBaHHS «3rigHO 3aTBEPAXKEHOrO
no 6 6nictepis y OHC bulk», nakyBaHHs, TEKCTY MapKyBaHHs1». OHOBMEHHS TEKCTY MapKyBaHHSI YNakoBK/
KapTOHHIN kopobuli; JTiokcemby KOHTPOSb Ta BUNYCK nikapcbkoro 3acoby 3 BHeCeHHsIM iHopMaLii LWoAo 3a3Ha4YeHHst
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
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no 15 rabnertok y pr C.A. cepii); MateoH OAVHMLB BMMIPIOBaHHS Y cuctemi Sl. BBeAeHHS 3MiH NpoTarom
6nictepi; no 4 MaHydekuypiHr 6-Tn MicsALiB MicNs 3aTBepPIKEHHS
Gnictepn y Cepgices JIJIC, CLLA
KapTOHHIl kopobuyj; (BMPOBHMLTBO «in
no 20 Tabnertok y bulk», koHTponb
6nictepi; no 3 cepii)
6nictepn y
KapTOHHI Kopobi
312/ PEBALMO TabneTku, BKpUTI Mdpansep CLUA ®apeBa Ambyas ®paHuisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/6839/01/01
NNiBKOBOIO IHK. 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenmom
obonoHkoto, no 20 3MiHW) - OHOBMNEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
mr, no 15 Tabnetok 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST O4MHULb
y bnictepi; no 6 BUMiptoBaHHs y cuctemi S| (BBeaeHHst 3aMiH npoTarom 6-Tu
6nictepiB y MicsUiB nicnst 3aTBepAXKEHHS)
KapTOHHI KopobLi
313, PEMAHTAOWH- | Ttabnetku no 0,05 r MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 6e3 UA/5426/01/01
KP no 10 Tabnetok y "Ximdpapm "Ximdpapmsasopg 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
6nictepi; no 2 3aBof "YepsoHa 3ipka" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
6nictepu B nayui 3 "YepBoHa 3anponoHoBaHo: MapkyBaHHs. 3rifHo i3 3aTBEpPAXEHVM TEKCTOM
KapTOHY 3ipka" MapKyBaHHS. OHOBMEHHs1 TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPVHHOI YMaKOBKM NiKapCbKoro 3acoby i3 3a3Ha4YeHHAM
MiXXHapOAHUX NO3Ha4YeHb OAMHULE BUMIpIOBaHHS. BBeaeHHs
3MiH NPOTAroM 6-TW MicAUIB NicNsa 3aTBepAXeHHs
314, PE-COJlb NOPOLUOK AN Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 6e3 UA/15043/01/01
opanbHOro po3ynHy BO 3 oBMexeHot 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi peuenma
no 18,9 r y naketax obmexeHo BiANOBiAanNbHICTIO 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N13:
Ne 10 (1x10), Ne 20 10 "®apmaueBTuyHa 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo 3aTBepaXeHoro
(1x20) signosiga komnaHisa "3gopos'a” TeKCTY MapKyBaHHS. OHOBMEHHSA TEKCTY MapKyBaHHS ynakoBKW
NbHiCTIO nikapcbkoro 3acoby 3 BHECEHHsIM iHdopMaLlii LWoAo 3a3Ha4YeHHs!
"®apmaue OOMHMWLbB BUMIpIOBaHHA y cuctemi Sl. BBBeAEHHS 3MiH MpOTAroM
BTUYHA 6-TW MicAUiB nicns 3aTBepaAXeHHs
KOMMaHis
"3popos'a”
315.| PEXONn TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17043/01/01
KMLLKOBOPO34UHHI no | "MIKPOXI "MIKPOXIM", 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peyernmom
400 mr, no 8 M" YkpaiHa (BupobHuya 3MiHM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKW
Tabnetok y bnicTepi, AainbHWus (BCi cTagii nikapcbkoro 3acoby L1oao 3a3HavyeHHsi MiXkHapogHUX No3Ha4YeHb
no1 abono3 BMPOBHMYOro OAMHULb BUMIpOBaHHSA. TepMiH BBEAEHHS 3MiH NPOTArom 6
6nictepu y nayui 3 npouecy); MicsUiB Nicnsi 3aTBEPAKEHHSA
KapToHy; no 10 ropuanyHa agpeca
Tabnetok y bnicTepi; Ta naboparopisi
no 2 6nictepun y i3nKo-XiMi4HOro
naJyui 3 KapToHy aHanisy Ta
KOHTpOIo
BMPOOHMLTBA)
316, PO3YyNIN® Kancynu Teepai no 3AT YropwmHa NOBHUI LINKN YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/16808/01/01
nnoc 10 mr/10 mr no 10 dapmaueB BMPOGHMLTBA, 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
Kancyn y énictepi; TUYHUIA BKIOHA0YN BUMYCK BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy
no 3 6nictepu y 3aBog cepii: 3AT apmakoHarnsigy (BBeAeHHs y3aranbHeHMX AaHuX MPo CUCTEMY
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
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KapTOHHI KopobLi EFIC dPapmaueBTU4HUN dapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocobw, BignosigansHoi
3asog ElIC, 3a 34iicHeHHs bapmakoHarnsiAy; KOHTaKTHOI ocobu 3
YropLlumHa; nosHUm bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
LMK BUPOOHULITBA, YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BKITHOYaK4M BUMYCK BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnaay (BKMoYaym
cepii: 3AT KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilleHHi MacTep-daiina
dPapmaueBTUYHUNA cucTemu chapMakoHarnsaay) - 3MiHa KOHTakTHOi ocobu
3aBopa ElIC, YNOBHOBaXKEHOi 0CObM 3asiBHMKA, BiANOBIAANbLHOI 3a
YropwmHa hapmakoHarnsag B Ykpaini. [litoua pepakuis: PegopyeHko OneHa
€preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asBHVKa, BignosiAaneHoi 3a hapmakoHarnsz B YkpaiHi
317.| PO3YNIN® Kancynu Teepai no 3AT YroplwmHa 3AT YroplmHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/16807/01/01
nntoc 20 mr/10 mr Ne 30 dapmaues dapmaLeBTUYHUN 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
(10x3) y 6nictepax TUYHUI 3aBog ElIC, BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWUX NPo cUCTEMY
3aBof YropimHa (noBHMi hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
EriC LMK BUPOBHULITBA, (hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
BKIIOYa4M BUMYCK 3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
cepii); 3AT hapmakoHarnsagy 3asBHUKa AN 34iIMCHeHHs bapMakoHarnsgy B
dapmauyeBTU4HUI YKpaiHi, KLLO BOHa BiAMiHHA BiJ YNOBHOBaXeHOi ocobu,
3aBog ElIC, BiANoOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnaay (BKnoYaym
YropumHa (noBHUi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
LMK BUPOGHMLTBA, cucTeMu dhapmakoHarnsay) - 3viHa KoHTakTHoI ocobu
BKITHOYAKYM BUMNYCK YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
cepii) hapmakoHarnsg B Ykpaini. [itova pegakuisi: degopyeHko OneHa
€BreHiBHa. MNponoHoBaHa pepakuis: €dimkiH AHgpin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
ocobu 3asiBHMKA, BignoBiganbHoi 3a papMmakoHarnag B YkpaiHi
318, POTAPUKC™/R | cycneHsis opanbHa "nmakcoCmi Benuka nakcoCmiTKnamH Benbris BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/13060/01/01
OTARIX™ (1,5 mn/posy), no 1 TKnanH BputaHnis Bionogxikana C.A. 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
BAKUUHA ONA | abono 5 Ekcnopt 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS YNaKkoBKW NikapCbKoro
MPO®ITAKTUK | nonepenHbo JlimiTeq 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEeHHS OQUHULb
n 3anoBHEHNX BMMiptoBaHHSA y cuctemi Sl. TepMiH BBEOEHHS 3MiH - 3
POTABIPYCHO | opanbHux 01.01.2021
T IHOEKLIT annikatopis a6o Ty6
B KAPTOHHIl kopobui
319, CAHOOCTATHU NOpOLLOK Ans HoBapTic LLsenuapi AGGOTT Higepnanamn BHECEHHS 3MiH 40 peecTpauinHuX matepianis: 3MiHu | Tuny - 3a UA/1537/02/01
H® INNAP cycneHsii ans dapma Al a Bionogxukanc b.B. , / 3MiHM 3 sikocTi. FOTOBWIA Nikapcbkuit 3acib. Cructema peyernmom
iH'ekuii no 10 mr 1 HigepnaHamn LLisenuapis/ KOHTElHep/3akynoptoBarnbHuii 3acib. 3miHa noctavanbHuka
dnakoH 3 (BUpPOBHUMLTBO, ABCTpisi nakyBanbHUX MaTtepianis abo KOMNAEKTYUMX (SKLO 3a3HaYeHO
Mikpocdepamn y KOHTPOSb AKOCTI, B 4OCbE) (3amiHa abo gogaBaHHs nocTtadansbHuka) (B.11.r.7. (6)
KOMMNEKTi 3 nepBuHHE IA)
PO3YNHHUKOM naxkyBaHHs BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
(HaTpito PO34YMHHMKA Ta KOHTenHep/3aKkynoptoBasbHui 3acib, a came 3miHa Ha3Bw i
Kapmenosy/Harpito anbTepHaTUBHUN agpecu noctayasibHMKa KOMMOHEHTY NEPBUHHOI YNaKoBKN —
kapbokcumeTunuen BMPOBHUK Ans aganTepy Ans dnakoHiB, 6e3 3amiHW cknagy nakyBanbHOro
tonosy, maHit (E BTOPWHHOTO matepiany. 3anponoHoBaHo: West Pharma Services IL., Ltd.,

421), Bogy ans

NakyBaHHA rotoBoro

Israel
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
iH'eKuin, npoaykTy); HoBapTic
nonokcamep 188) no ®apma LUTenH AT,
2 Mn y nonepeaHbo LLisenuapis
3anoBHEHOMY (BTOPUHHE
LnpuLi, Ta 0aHO nakyBaHHS, BUMYCK
rONnKo Ta OgHUM cepii roToBoro
afanTepom B npoaykry); Cannos
KapTOHHI KopobLi 'mM6X , ABCTpis
(KOHTpOMb AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUKIMIOYEHHSIM
MOEeKynsipHOi Macu
nonimepy); Cangos
'mM6X, ABCTpis
(BMPOBHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, KOHTPOIb
SIKOCTi, NepBUHHE
nakyBaHHs
MOPOLLKY)
320. CAHOOCTATHK NOpOoLIOK ANs HoBaprTic Lsenuapi ABGOTT HigepnaHaun BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/1537/02/02
H® NAP cycneHnsii ans dapma Al a Bionogxukanc b.B. , / 3MiHU 3 skocTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema peuernmom
iH'ekuin no 20 mr 1 HigepnaHnaun LLIseriuapis/ KOHTenHep/3akynoptoBarnbHuiA 3acib. 3MiHa nocTavarnbHuka
drnakoH 3 (BpOBHULTBO, ABCTpist nakyBarnbHVUX MmaTepianis abo KOMNIEKTYIOUNX (SIKLLO 3a3HaYeHO
Mikpocdepamm y KOHTPOIb SIKOCTI, B AoCbe) (3amiHa abo gopaBaHHsa noctavanbHuka) (B.11.r.7. (6)
KOMMNEKTi 3 nepBuHHE IA)
PO3YNHHUKOM nakyBaHHs BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
(HaTpito PO34YMHHMKA Ta KOHTenHep/3akynoptoBasibHuiA 3acib, a came 3amiHa Ha3Bw i
Kapmenoasy/Hartpito anbTepHaTUBHUN agpecy noctavanbHUKa KOMMNOHEHTY NEPBUHHOI YNaKoBK/ —
KapbokcumeTunuen BUMPOBHUWK Ans apanTtepy Ans nakoxis, 6e3 3miHu cknagy nakyBanbHOro
tonosy, manit (E BTOPWHHOTO matepiany. 3anponoHosaHo: West Pharma Services IL., Ltd.,

421), Bogy Ans
iH'ekuin,
nonokcamep 188) no
2 Mn y nonepeaHL0
3arnoBHEHOMY
Lnpuui, Ta ogHO
TOMNKOIO Ta OfHUM
afanTepom B
KapTOHHI kopobLyi

nakyBaHHSI FOTOBOrO
npoaykTy); HosapTic
dapma LtenH Al,
Llisenuapis
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii rotoBoro
npoaykry); CaHnos
'M6X , ABCTpisi
(KOHTPOMb AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUKIMIOYEHHSIM
MOMeKynsipHOi Macu
nonimepy); CaHgos
'm6X, ABCTpis
(BUPOGHMLTBO
Hepo3(acoBaHOro
NPOAYKTY, KOHTPOIb

Israel
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SIKOCTi, NEPBUHHE
nakyBaHHs
MOPOLLKY)
321.| CAHOOCTATHU NOpOLLIOK ANs HoBapTic Lsenuapi A66oTT HigepnaHnaun BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/1537/02/03
H® NAP cycneHsii ans dapma Al a Bionogxukanc B.B. , / 3MiHK 3 aKocTi. [oToBMIA Nnikapcbkuii 3aci6. Cuctema peuernmom
iH'ekuin no 30 mr 1 Higepnanaun LLiseruapis/ KOHTeNHep/3aKkynoptoBarnbHui 3acib. 3miHa nocTavanbHuka
dnakoH 3 (BpPOBHMLTBO, ABCTpist nakyBasnbHVUX MaTtepianis abo KOMNIEKTYIOUNX (SKLLO 3a3HaYeHO
Mikpocdepamn y KOHTPOSIb SAKOCTI, B [OCb€) (3amiHa abo AopaBaHHA nocTtavanbHuka) (B.11.r.7. (6)
KOMIMMEeKTi 3 nepBuHHe IA)
PO3UYNHHUKOM nakyBaHHs BHeCeHHs 3MiH o p. 3.2.P.7. Cuctema
(naTpito pOo34YnHHMKa Ta KOHTelHep/3aKyrnoptoBanbHuii 3acib, a came 3miHa Ha3Bw i
Kapmenosy/Hatpito anbTepHaTMBHUN agpecu noctayanbHUKa KOMMOHEHTY NEPBUHHOI YNaKOBKN —
KkapbokcumeTunuen BUMPOBHWK Ans apanTtepy Ans cnakoxis, 6e3 3miHM ckrnagy nakyBanbHOro
tonosy, manit (E BTOPUHHOrO matepiany. 3anponoHosaHo: West Pharma Services IL., Ltd.,
421), Bogy Ans nakyBaHHs rOTOBOro Israel
iH'ekuin, npoaykTy); HoapTic
nonokcamep 188) no dapma LUTewnH AT,
2 Mn 'y nonepeaHbo Llisenuapia
3anoBHEHOMY (BTOpUHHE
LnpuLi, Ta oaHO nakyBaHHs1, BUMYCK
rorikol Ta OAHUM cepii rotoBoro
aganTepom B npoaykry); Cannos
KapTOHHI kopobLi 'M6X , ABCTpisi
(KOHTpOMb AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUKIMIOYEHHAM
MOIEKyNapHOI macu
nonimepy); Cangos
'M6X, ABCTpisi
(BMPOBHMLTBO
Hepo3(acoBaHOro
npoAayKTy, KOHTPOnb
SIKOCTi, MepBUHHE
nakyBaHHs
NMOPOLLKY)
322 CAHOMEH crpen HasanbHWUi, CaHnpos CnoseHist Jlek CnoseHis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15870/01/01
[,030BaHNi, dapmacb dapmauyeBTMyHa 3MiHM Wwopao 6e3neku/edeKkTUBHOCTI Ta chapmakoHarnsay. peyernmom
cycneHsisa 50 loTikan3 KOMMaHisa 4. Aa. BeeneHHst abo 3MiHW 0o y3ararnbHeHUX faHuX NPo CUCTEMY
Mkr/go3y no 60 abo o.o. hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo CUCTemy

120, abo 140 po3 y
KOHTENHepi; no 1
KOHTENHepy y
KkopoOui

hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi
3a 3[ilCHeHHs hapMakoHarnsay; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iNCHeHHs bapMakoHarnagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi MacTep-danna
cuctemu hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobum
3asBHMKa, BiaANoBiganbHOI 3a hapmakoHarnag,.
Litova pegakuia: a.m.H. CebacTtbsiH XopHu / Sebastian Horn,
M.D., Ph.D. NponoHoBaHa pepakuisa: 6akanasp Hayk [aBig
ko Jlesic / David John Lewis, B.Sc (Hons), Ph.D. 3miHa
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KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnagy B YkpaiHi.
Mitoya pepakuis: BaweHko Biktopis CepriiHa / Vashchenko
Viktoriia, M.D. MponoHoBaHa pepakuia: Opnos B’syecnas
BiktopoBuuy / Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX JaHWX
yrNoOBHOBaXKeHOi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
apmakoHarnsagy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHMKA,
BiANoOBiAanbHOI 3a 3AiNCHeHHs chapmakoHarnaay B YKpaiHi.
3MiHa Micus 3AiCHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnagy. 3miHa Homepy Ta MiCLLe3HaXO[KEHHS
MacTep-canna Ha npenapat
323/ CAHOPUH- crpen HasanbHui, "KcaHTic Kinp ["aneHikym Xenc, IcnaHis BHECEHHS 3MiH 40 peecTpaLinHux Matepianis: 3MiHu | Tuny - 6e3 UA/17780/01/01
ANEPIro po3unH, 1 mr/mn no ®apma C.1., Icnais 3MiHu 3 gKocTi. [oToBUIA nikapcbkuii 3acib. Cuctema peuenma
10 mn y cpnakoHi 3 Jlimiten" (dpigiko-XiMiuHMI KOHTenHep/3akynoptoBarnbHuii 3acib. 3miHa hopmu abo posmipy
HarBUH4YEeHNM KOHTPOIb cepii, KOHTeNHepa Yn 3aKynoproBansHoro 3acoby (nepBUHHOI
posnuniosayem; no BUMYCK cepii); yNnaKkoBKW) (HECTepWnbHi Nikapcbki 3acobu) - 3miHa po3mipy
1 dnakoHy B €BpodiHc dnakoHy (Internal mouth diameter). 3anponoHosa+o: HDPE
ynakoBLi Biodpapma lMpopakt plastic bottle 15 ml — Dimensions Internal mouth diameter: 12.6
TecTiHr CneiiH, mmz=0,3 mm.
C.J1.10., IcnaHis
(mikpobionoriyHui
KOHTpOnb cepii);
CAl
MaHtoekyypiHr,
C.N.1O., Icnakis
(BMPOBHMLTBO
roToBOI NiKapCbKol
dopMun, NnepBuHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPOIb Cepii,
BMMYCK cepii)
324, CEOQATUB NU® | Tabnetku, no 20 ByapoH dpaHuisa ByapoH DdpaHuisa BHECEHHS 3MiH 40 peecTpaLifnHnX Matepianis: 3MiHu | Tuny - 6e3 UA/9343/01/01
Tabnetok y bnicTepi, 3MiHM 3 sikocTi. [oTOBMI Nikapcbkuit 3aci6. 3MiHM y BUpobHUUTBI. | peyenma
no 2 Gnictepu B 3MiHa po3mipy cepii (BkntoYaroun fianasoH po3mipy cepii)
KapTOHHI kopobLyi roTOBOro nikapcbkoro 3acoby (36inbweHHs o 10 pasis
MOPIBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM) - 36iNbLUEHHSI PO3Mipy
cepii M3 MNponoHoBaHa peaakuisa Npsme npecyBaHHa Po3mip
cepii: 300 kr (1 000 000 Tabnetok); 613 kr (2 043 333 TabneTok);
3MiHn Il Tuny - 3miHmM 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. 3miHn
y BUPOGHMUTBI. 3MiHU y NpoLieci BUpOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby, BKMOYa4n NPOMKHUIA NPOAYKT, WO
3aCTOCOBYETLCA MPW BUPOOHMLTBI rOTOBOrO fikapCcbKoro 3acoby
(cyTTeBa 3MiHa y npoueci BUpobHUUTBA, sika MOXe MaTu
iCTOTHUI BNMB Ha SKICTb, 6e3neky Ta epeKTUBHICTb MikapCbKoro
3acoby) - BHeCeHHs1 3MiH 40 npouecy BUpobHMLTBa NikapCbKoro
3acoby, 30kpema: 3aMiHa TexXHONOorii BONoroi rpaHynsAuii Ha
TEXHOMOTi0 NPSMOro NpecyBaHHs
325.| CENbTABIP Kancynu Teepai no Makneogc IHAis Makneogc IHais BHECEHHS 3MiH 40 peecTpauiiHux marepianis: 3miHu | Tuny - 3a UA/17704/01/01
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30 mr no 10 kancyn dapmacb dapmacbioTrKanc 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuyenmom
y bnictepi; no 1 loTUKanc Tlimiteq 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
6nictepy B JlimiTeq, 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HaYeHHS OOUHULb
KapTOHHI KopobLi BUMiptoBaHHs y cuctemi Sl.BHeceHHs 3aMiH Jo po3giny
«MapkyBaHHA» MKA J13: 3atBepaxeHo: Mapkuposka. TekcT
NepBUYHON N BTOPUYHON MapKUPOBKU YNakoBKM NpunaraeTcs.
3anponoHoBaHo: MapkupoBka. CornacHo yTBepXaeHHOMY
TEKCTYy MapKvVpoBKWU. BBeAeHHS 3MiH npoTarom 6-Tu micsuis
nicns 3aTBepAXEHHS.
326.| CENIbTABIP Kancynu Teepgai no Makneoac IHais Makneoac IHaia BHECEHHS 3MiH 40 peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/17704/01/02
45 mr no 10 kancyn dapmach dapmacbioTrkanc 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
y 6nictepi; no 1 loTUKanc Tlimiteq 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
Gnictepy B JlimiTeq, 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OQNHULb
KapTOHHi KopobLi BUMiptoBaHHs y cuctemi Sl.BHeceHHs 3miH Jo po3ainy
«MapkyBaHHsA» MKA J13: 3atBepaxeHo: Mapkuposka. TekcT
NepBUYHON N BTOPUYHON MapKUPOBKU yNakoBKM NpunaraeTcs.
3anponoHoBaHo: MapkupoBka. CornacHo yTBep>XaeHHOMY
TEKCTY MapKMpoBku. BBedeHHA 3MiH NpOTArom 6-Tu Micsiuis
nicns 3aTBEPAXEHHS.
327 CENbTABIP Kancynu Teepgai no Makneoac IHAis Makneoac IHais BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/17704/01/03
75 mr no 10 kancyn dapmacsb dapmacboTukanc 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenmom
y 6nictepi; no 1 loTUKanc JlimiTeq 3MiHN) OHOBMEHHsI TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
Gnictepy B JlimiTeq 3acoby 3 BHECEHHsIM iHdhopMaLii LLoa0 3a3HavYeHHs1 OaMHULb
KapTOHHI kopobLi BMMiptoBaHHS y cuctemi Sl.BHeceHHst 3amiH oo po3giny
«MapkyBaHHs» MKA N3: 3atBepaxeHo: Mapkuposka. TekcT
NepBUYHOM N BTOPUYHON MapKMPOBKM YMaKoBKW NpunaraeTtcs.
3anponoHoBaHo: MapkupoBka. CornacHo yTBepXaeHHOMY
TEKCTY MapK1MpoBku. BBeaeHHA 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepaKEHHS.
328, CEPMIOH® nioginisat Ansa Mdpansep CLWA BupobHuuTBO, Icnanis/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/5183/02/01
PO34MHY ANS iH'EKUIn IHK KOHTPOJSb SIKOCTI, Benbris 3MiHn Wwopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi | peuenmom
no 4 wr; 2 onakoHm nepBuHHE 3MiHW)

3 MOPOLLKOM Ta Mo 2
amnynu 3
PO34YMHHMKOM MO 4
M (HaTpito xnopwa,
6eH3ankoHi
xnopwg, Boga Aans
iH'ekuin) y
YapyHKOBIW
ynakosLji; no 2
YapyHKOBi YNaKkoBKX
B KapTOHHilA
kopoOui; 1 donakoH 3
nopowkom Ta no 1

amnyni 3 KIHLEBOro NPOAYKTY:
PO3YNHHUKOM Mdansep
(HaTpito xnopua, MeHo ekyypuHr

nakyBaHHsl, BUNYCK
cepii ANsi NOPOLLKY:
Baet ®apma, C.A.,
Icnatis;
BupobHuuTBO,
KOHTPOJSIb SKOCTI,
nepBuHHE
nakyBaHHSl, BUMYCK
cepii ans
PO3YMHHMKA;
BTOPVHHE
nakyBaHHsl Ta
BUMYCK cepii Ans

OHOBMEHHs1 TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA 0anHULb
BMMIiptoBaHHSA y cuctemi Sl. TepmiH BBEAEHHSA 3MiH - NpOTArom 6
MicsUIB NiCNsi 3aTBEPLKEHHS.
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OeH3ankoHito Benbris HB, Benbris
xropwa, Boga ans
iH’EKLi) B KAPTOHHIN
Kopobui; no 4
KapTOHHi KOpOOKH,
ynakoBaHi pa3om B
KapTOHHY KOpObKy
329./ CEPMIOH® Tabnetku, BKpUTI Mdpansep CLUA Mdpanisep ITania C. ITanisa BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 3a UA/5183/01/01
NNiBKOBOIO IHK. p. n. 3MiHM woao 6e3nekun/edekTMBHOCTI Ta dpapMakoHarnagy (iHwi | peyenmom
obonoHkoto, no 30 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
mr, no 15 Tabnetok 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OQNHULb
y bnictepi; no 2 BUMiptoBaHHs y cuctemi Sl. TepmiH BBeAeHHS 3MiH NpoTsrom 6
Gnictepn y MicAuUiB nicns 3aTBepaXeHHS
KapTOHHi KopobLi
330.; CEPMIOH® TabneTku, BKpUTI Mdpansep CLUA Mdpansep ITanis ITanisa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/5183/01/03
LLyKpOBOIO IHK C.p.n. 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi | peyernmom
obonoHkoto, no 10 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
Mr, no 25 TabneTtok 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HavYeHHs1 OaUHULb
y 6nictepi, no 2 BUMiptoBaHHs y cuctemi Sl. TepMiH BBeAEHHS 3MiH NpoTsirom 6
Gnictepn y MicAUiB Nicns 3aTBEpPOXXEHHSA
KapTOHHi KopobLi
331, CEPMIOH® TabneTku, BKpUTI Mdpansep CLUA Mdpansep ITanisa ITanisa BHECEHHS 3MiH O peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/5183/01/02
LyKpOBOO IHK C.p.n. 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
obornoHkoto, no 5 mr, 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
no 15 tabnetok y 3acoby 3 BHECEHHsIM iHdhopMaLii LLoa0 3a3HavYeHHs1 OguHULb
GnicTtepi; no 2 BMMiptoBaHHS y cuctemi Sl. TepmiH BBeAEHHSI 3MiH NpoTsArom 6
Gnictepn y MicAUiB nicnsi 3aTBEpPaKEHHSA
KapPTOHHIN KOpoOLi
332.| CEPOKBEIJb TabneTku, BKpUTI ACTPASE Benuka AcTpa3eHeka CLA/ BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/2535/02/01
XR NNiBKOBOIO HEKA IOK BputaHis dapmacbloTuKanc Benuka 3MiHM 3 sikocTi. ADI. Cuctema KOHTENHep/3aKkynoproBarbHUiA peuernmom
06O0r0oHKOM0, Timiteq TN, CWA (B1pobHuK BpuTtaHis 3aci6. 3miHM napameTpisB cneuundikaui Ta/abo gonycTUMmX
NPOSIOHroBaHoI A, "in bulk™); MeX, 3a3HayeHux y crneumndikauisx, ons 6esnocepenHboi

no 50 mr, no 10
Tabnetok y bnicTepi;
no 6 Gnictepis y
KapTOHHI kopobLyi

Actpa3eHeka HOK
Ilimiteq, Benuka
BpuTtaHia
(BUPOBHWK,
BiAnoBiganbHUi 3a
nakyBaHHsl Ta
BUMYCK Cepii)

ynakoBku A®I (iHwwi 3miHW) - 3miHa napameTpiB cneumndikauii ans
nonieTUneHoBMxX MiLLKiB AN KBeTianiHy dymapaTy 3a
HacTynHumu ctanaaptamu: Kogekc dpegepanbHux npasun,
21CFR 177.1520 «Henpsimi xap4oBi fo6aBku: onediHoBi
nonimepu» Ta pernameHt €C 10/2011 wopno «MnactuyHmx
matepianis i BUpobiB, NpU3Ha4YeHMX A4S KOHTaKTy 3 Xapy4oBUMU
npogyKkramu»; amiHu | Tuny - AgMiHiCTpaTuBHI 3MiHW. Buny4veHHs
BMPOBHMWYOI AinbHULI (BKNoYaoum AinbHuLi anst AdI,
NMPOMIiXXHOro NpoAykTy abo roToBoro nikapcbkoro 3acoby,
AiNbHWLI ANS NPOBeAEHHS NaKkyBaHHs, BUPOBHWKa,
BiANOBiAANbLHOroO 3a BUNYCK Cepili, MicL,e MPOBEAEHHSI KOHTPOIO
cepii) abo nocTtavanbHUKa BMXigHOro martepiany, peareHty abo
[ONOMIDKHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOChE) - BUMYYEHHSI
BnpobHuka DSM Fine Chemicals Austria Nfg GmbH & Co KG,
Fustria npomixHoro npogykty A®I kseTianiHy ypeTaHy i
KBeTianiHy nakramy; 3miHu | Tuny - 3MiHu 3 akocTti. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuyudikauin Ta/abo
OONYyCTUMMUX MEX, BU3HAYEHMX y cneumndikauisx Ha ADI, abo
BWXiZHMA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
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n/ JNiKapcbK020
n 3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

333.| CEPOKBEJb

npoueci BupobHuutea A®I (Buny4yeHHs He3HAYHOro NOKasHMKa
SIKOCTi (Hanpvknag BUMyYeHHs 3acTapinoro nokasHvika)) -
BUITyYEHHS NokasHuka «Baxki meTanuy i3 cneumdikauii Ha AP|
BHaCIiJOK OHOBNEHHA MOHorpadii Ha kBeTianiHy dymapar;
3miHu | Trny - 3minm 3 AkocTi. A®|. KoHTponb A®L. 3miHa y
napameTpax cneumdgikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHnX y cneundikauisax Ha A®I, abo BUXigHUA/MPOMIXKHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpOGHMLUTBa API (3BY)KEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii) - 3By)XeHHs Mex cneundikauii AP kseTianiHy
dymapart 3a nokasHukom «Des etanol» Ta «ArP» i3 «0,1 w/w» go
«0,10 w/w»; 3miHu | TNy - AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMPOBHMKa (BKMOYalo4m, 3a HeobxiaHOCTI, MicLie NpoBeAeHHS
KOHTponto AkocTi), abo BnacHuka mactep-caina Ha A®l, abo
noctayanbHuka A®l/BuxigHoro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCS Y BUPOOHUUTBI ADI (Ko
3a3Ha4yeHo y A0oCbE Ha Nnikapcbkuii 3acib) 3a BiACyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkiln dapmakonei y
3aTBepAXEeHOMY [OCbE, abo BUPOGHMKA HOBOI OMOMIXKHOT
PEYOBUHU (SKLLO 3a3HAYeHO Y [OChE) - 3MiHa Ha3BU BUPOOHMKa
AdI, 6e3 3MiHM MicLa BUPOOHUL TBA: 3anpornoHoBaHo: Avara
Avlon Pharma Services Ltd; amitu | Tuny - 3miHum 3 siKocTi.
["oToBUI Nikapcbkuit 3aci6. KOHTpomnb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax BUNpoGyBaHHSI rOTOBOrO MikapCbKoro
3acoby (ans npuBedeHHs y BianoBigHicTb 3 APY abo
€Bponeicbkoto hbapmakorneeto Ta BUNy4YeHHs NOCUNaHHs Ha
3acTapinuin BHYTPILLHIN MeToa BUNPOGYBaHHs i 1oro Homep) -
BHECEHHS 3MiH 4o MmeToay BunpobyBaHHA «OQHOPOAHOCTb
[03bl» BHACMNIAOK 3aMiHW BHYTPILLHBOrO METOAY TECTYBaHHS Ha
dapmakoneriHnia; 3miHu | Tuny - 3MiHK 3 akocTi. FoToBMN
nikapcbkuin 3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(ans npuBefeHHs y BianosigHicTe 3 Y abo €Bponeincbko
hapmaKkoneero Ta BUMyYeHHsI MOCUMaHHA Ha 3acTapinun
BHYTPILLHI MeToa BUNPoByBaHHS i NOro HOMep) - BHECEHHS 3MiH
no metoay BunpobyBaHHs « Mukpobuonormyeckas Ynctotay
BHACNIAOK 3aMiHW BHYTPILLHbOrO MeTOAY TECTYBaHHSA Ha
DdapmakonenHui

XR

TabneTku, BKPUTI
NniBKOBOO
000nOoHKOH,
NPOSIOHroBaHoI Aj,
no 200 mr, no 10
TabneTok y 6nicTepi;
no 6 6nictepis y
KapTOHHIN Kopobuyi

ACTPA3E
HEKA OK
NimiTen

Benuka
BpuTaHia

AcTpa3eHeka
dapmacbioTuKanc
TN, CWA (BrpobHuk

"in bulk");
AcTpa3eHeka HOK
NimiTen, Benuka

BpuTtaHis

(BUPOBHWK,
BianosiganbHUiA 3a
nakyBaHHsl Ta

BUMYCK cepii)

CLUA/
Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny -
3MiHK 3 AkocTi. ADl. Cuctema KOHTenHep/3akyrnopoBanbHUn
3aci6. 3miHu napamerTpis cneuudikauin Ta/abo gonycTUMmnx
MeX, 3a3HayeHunX y cneymndikauisx, ona 6esnocepeHboi
ynakoBku A®I (iHwwi 3miHK) - 3MiHa napameTpiB cneuundikauii ans
nonieTMNeHoBMUxX MiLLIKiB A4S KBeTianiHy dymapaTy 3a
HacTynHumu ctaHgaptamu: Kogekc denepansHux npaswun,
21CFR 177.1520 «Henpsimi xap4oBi AobaBku: onediHoBi
nonimepuy Ta pernameHt €C 10/2011 wopgo «MnacTtuyHmx
maTepianis i BUpobiB, NpU3Ha4YeHUX Ansi KOHTAKTy 3 Xap4oBUMU

3a
peuenmom

npogyKkramuy»; 3MmiHu | Tmny - AgMiHicTpaTuBHI 3MiHW. Buny4veHHs

UA/2535/02/02




122

IIponoxenHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

BMPOOHMYOI AinbHULI (BKNOYaoum ginbHuui ana Adl,
NMPOMiXXHOro NpoAykTy abo roToBoro nikapcbkoro 3acoby,
AiNbHUUI AN NpoBefeHHs NaKyBaHHS, BUPOOHYKa,
Bi4NoBiAanbHOro 3a BUNYCK cCepin, MicLe NpoBeAeHHS KOHTPOSo
cepii) abo nocTavanbHUKa BMXigHOro martepiany, peareHty abo
[OMOMIXXHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCBE) - BUITYYEHHS
BupobHuka DSM Fine Chemicals Austria Nfg GmbH & Co KG,
Fustria npomixxHoro npoaykty A®I| kBeTianiHy ypeTaHy i
KBeTianiHy naktamy; 3amiiu | Tuny - 3miHu 3 sikocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
[OMNYCTUMUX MEX, BU3Ha4YeHnX y cneuudikauisx Ha AdPl, abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuytea A®| (BUny4eHHS He3Ha4YHOro NnokasHnka
SIKOCTi (Hanpuknag BUMyYeHHs 3acTapinoro nokasHvka)) -
BUITyYEHHS Noka3Huka «Baxki meTanuy i3 cneumdikauii Ha API
BHaCNifOK OHOBMNEHHA MOHOrpadii Ha kBeTianiHy dymapar;
3MiHM | Tuny - 3miHn 3 sikocTi. A®L. KoHtponb A®L. 3miHa y
napameTpax cneumgikaui Ta/abo LonycTUMUX MEX,
BM3Ha4YeHuX y cneundikauisax Ha A®I, abo BUXigHUA/MPOMIXKHWIA
NpPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMPOGHMLTBa API (3BY)KEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii) - 3By)xeHHs Mex cneundikadii AP kseTianiHy
ymapart 3a nokasHukoM «Des etanol» Ta «ArP» i3 «0,1 w/w» oo
«0,10 w/w»; 3miHu | TNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHsI Ta/abo agpecu Micusi NPoBaKEeHHS AiSnbHOCTI
BMPOBHMKa (BKMOYao4m, 3a HeobXiaHOCTI, MicLie NpoBeAeHHs!
KOHTponto sikocTi), abo BnacHuka mactep-caiina Ha A®|, abo
noctayanbHuka A®l/BuxigHoro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCS Y BUPOOHUUTBI ADI (SKLwo
3a3Ha4yeHo y JOoCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeicbkint hapmakonei y
3aTBEPAXEHOMY [0ChE, abo BUPOOHMKA HOBOI [LONOMIXKHOI
PEYOBUHU (SIKLLO 3a3HAYeHO Y AOCbE) - 3MiHa Ha3BU BUPOBHMKa
ADI, 6e3 3MiHM Micua BMpPOGHUL TBA: 3anpornoHoBaHo: Avara
Avlon Pharma Services Ltd; 3amiHu | Tuny - 3miHun 3 AKOCTI.
["oToBUI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MmeTogax BUNpobyBaHHS rOTOBOrO MikapCbKoro
3acoby (ans npuBeaeHHs y BignosigHicTb 3 AdY abo
€BponericbKkoo dapMakoneeto Ta BUy4eHHst NOCUNaHHsA Ha
3acTapinuii BHYTPILLHIN MeToa BUNpobyBaHHs i oro Homep) -
BHECEHHS 3MiH 4o MeToay BunpobyBaHHs « OQHOPOAHOCTb
[03bl» BHACMIAOK 3aMiHV BHYTPILLUHBOrO METOAY TECTYBaHHS Ha
dapmakoneriHnin; 3miHn | Tuny - 3miHn 3 sikocTi. [oToBMIN
nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHS roTOBOro Nnikapcbkoro 3acoby
(ans npuBegeHHs y BignoBigHicTb 3 dPY abo €Bponencuko
hapmaKkomneeto Ta BUMYYEHHs1 MOCUIaHHA Ha 3acTapinun
BHYTPILLHIN MeToA BUNPOOYBaHHS i NOrO HOMEP) - BHECEHHS 3MiH
[0 meToay BunpobyBaHHS «Mukpobuonornyeckas YnctoTan

BHACNIAOK 3aMiHM BHYTPILLHbOro MeToAy TECTYBaHHS Ha
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
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dapmakonenHum
334.| CEPOKBEIb Tabnetku, BKpUTI ACTPA3E Benuka AcTtpa3eHeka CLia/ BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3aMmiHu | Tuny - 3a UA/2535/02/03
XR NnNiBKOBOIO HEKA OK BputaHis dapmacbioTrkanc Benuka 3MiHu 3 gkocTi. APl. CucTema KoHTelHep/3aKynoptoBanbHUin peuernmom
o6onoHkoto, Tlimiteq JN, CWA (BnpobHuk BputaHis 3aci6. 3miHn napameTpiB cneumndikauin Ta/abo gonycTumMmx
NPONOHroBaHoi Aif, "in bulk"); MeX, 3a3HayeHux y cneymndikauisx, ona 6esnocepeanHboi

no 300 mr, no 10
TabneTok y 6nicTepi;
no 6 GnictepiB y
KapTOHHi KopobLi

AcTtpa3eHeka FOK
JlimiTen, Benuka
BpuTtaHis
(BUPOBHWK,
BiAnNoBiganbHW 3a
nakyBaHHs1 Ta
BUMYCK cepii)

ynakoBku A®I (iHwwi 3miHW) - 3MiHa napameTpiB cneumndikauii Ans
nonieTMNeHoBMX MILLKIB AN KBETianiHy dpymapaTy 3a
HacTynHumu cTangaptamu: Kogekc dpenepanbHux npaswun,
21CFR 177.1520 «Henpsami xap4oBi fobaBku: onediHoBi
nonimepu» Ta pernameHt €C 10/2011 wopo «MnacTtnyHux
matepianis i BUpobiB, NpU3Ha4YeHnX A KOHTaKTy 3 XapyoBUMU
npogykramuy»; aMmiHu | Tuny - AOMiHiCTpaTUBHI 3MiHW. Buny4veHHs
BMPOBOHMYOI AinbHUL (BKIOYaouy ginbHuui ans Adl,
NMPOMIiXXHOro NpoAykTy abo roToBoro nikapcbkoro 3acoby,
AiNbHUUI AN NpoBefeHHs NaKyBaHHs, BUPOGHYKa,
Bi4NoBiAanbHOro 3a BUNYCK Cepin, MicLe NpoBeAEHHSA KOHTPOMO
cepii) abo noctavanbHUKa BUXigHOro Mmatepiany, peareHty abo
[OMOMIXXHOI PEYOBUHM (SIKLLLO 3a3HAYEHO Y AIOChE) - BUNTYYEHHS
BupobHuka DSM Fine Chemicals Austria Nfg GmbH & Co KG,
Fustria npomixHoro npoaykty A®I kseTianiHy ypeTany i
KBeTianiHy naktamy; amiHu | Tuny - 3MiHu 3 sikocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneyudikadin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHNX y cneumndikauiax Ha A®I, abo
BUXiZHUA/NPOMIKHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuytea A®| (BUny4eHHs He3Ha4YHOro NokasHuka
SIKOCTi (HanpWKnag BUNMyYeHHs 3acTapinoro nokasHuka)) -
BUITyYEHHS NoKa3Huka «Baxki meTanuny i3 cneundikauii Ha APl
BHacnigoK OHOBMNEHHA MoHorpadii Ha kBeTianiHy doymapar;
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax crneumdikadi Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHUX Yy crneumndikauisx Ha A®I, abo BUXiZHUIA/MPOMIKHUIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y MPOLECi
BMpo6HULUTBa API (3BY)KEHHS [ONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii) - 3ByxeHHs1 Mex cneundikauii AP kseTianiHy
dymapart 3a nokasHukom «Des etanol» Ta «ArP» i3 «0,1 w/w» go
«0,10 w/w»; 3miHu | TNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micusi NPOBaMXKEHHS AisNbHOCTI
BMPOGHMKa (BKMOYa4m, 3a HeobXiaHOCTI, MicLe NpoBeAeHHst
KOHTpoOnto sikocTi), abo BnacHuka mactep-caina Ha AdI, abo
noctavanbHuka A®l/BuxigHoro matepiany/peareHTy/npoMiKHOro
NMPOAYKTY, WO 3aCTOCOBYHOTLCS Y BUPoOHUUTBI ADI (sKLLO
3a3HayvYeHo Y 4OCbE Ha nikapcbkui 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponericbkini hapmakonei y
3aTBepAXeHOMY [OCbe, abo BUPOBHMKA HOBOI AOMOMIXKHOT
PEYOBMHU (SIKLLLO 3a3HAY€HO Y AOCbE) - 3MiHa Ha3BW BUPOBHUKa
A®I, 6e3 3miHn Micus BUpOOHMLTBA: 3anponoHoBaHo: Avara
Avlon Pharma Services Ltd; 3amiHu | Tuny - 3miHun 3 AKOCTi.
[oToBUIA Nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3MiHa y meTogax BunpobyBaHHS rOTOBOrO fikapCbKOro
3acoby (ans npuBeAeHHs y BignosigHicTb 3 APY abo
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€Bponeicbkoo hapMakoneeto Ta BUNy4YeHHs NOCUIaHHA Ha
3acTapinui BHYTPILLHi MeToA BUNpoOyBaHHS i Moro Homep) -
BHECEHHS 3MiH 40 MeToAy BunpobyBaHHA « OQHOPOAHOCTb
[[03bl» BHACNAOK 3aMiHW BHYTPILLHbOrO METOAY TECTYBaHHSA Ha
®apmakonenHuin; 3miim | Tuny - 3miHn 3 akocTi. FoToBMIA
nikapcbkui 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUnpobyBaHHsi FOTOBOro NikapCbKoro 3acoby
(ansa npuBedeHHs y BianosigHicTe 3 [J®Y abo €Bponencobko
hapmakorneelo Ta BUMy4YeHHs1 MOCUIaHHA Ha 3acTapinun
BHYTPILLHI MeToA BUNPOOYBaHHS i NOro HOMep) - BHECEHHS 3MiH
no metoay BunpobyBaHHSA « Mukpobuonormyeckas ynctoran
BHAaCNiAOK 3aMiHM BHYTPILLHbOrO MeToAy TECTYBAHHS Ha
dapmakonenHui

UA/2535/02/04

335.

CEPOKBEIb
XR

TabneTku, BKpUTI
NniBKOBOO
060MoHKOM,
NPOSIOHroBaHoI Aj,
no 400 mr, no 10
TabneTok y 6nicTepi;
no 6 Gnictepis y
KapTOHHi KopobLi

ACTPA3E
HEKA HOK
JlimiTeq

Benuka
BputaHis

AcTtpa3eHeka
dapmacbloTuKanc
TN, CWA (B1pobHuK
"in bulk");
AcTtpa3eHeka HOK
Ilimiteq, Benuka
BpuTtaHis
(BUPOBHWK,
BiANoOBiAanbHUIA 3a
nakyBaHHs Ta
BUNYCK cepii)

CLuA/
Benuka
BpuTtaHis

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHM 3 AkocTi. ADIl. Cuctema KoHTEeNHep/3aKkynoproBarnbHUiA
3aci6. 3miHu napameTpiB cneuudikadin Ta/abo gonycTUMmnx
MeX, 3a3HayeHuX y cneymndikauisx, ona 6esnocepenHbol
ynakoBku A®I (iHwwi 3miHW) - 3miHa napameTpiB cneumdikauii ans
nonieTMNeHoBMX MILLKIB AN KBETianiHy doymapaTy 3a
HacTynHumu cTaHgaptamu: Kogekc denepanbHux npasun,
21CFR 177.1520 «Henpsami xap4oBi fobaBku: onegiHosi
nonimepu» Ta pernameHt €C 10/2011 wogo «MnacTnyHmx
maTepianis i BUpo6iB, NpM3Ha4YEHUX Anst KOHTAKTY 3 Xap4oBUMU
nNpoAayKTammy; 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. BunyveHHs
BMPOBHMWYOI AinbHULI (BKNOYaoun AinbHuLi ans AdI,
NPOMiXXHOro NpoAykTy abo roToBoro nikapcbkoro 3acoby,
AiNbHUUI ANS NpoBefeHHs NakyBaHHs, BUPOGHYKa,
Bi4NoBiganbHoOro 3a BUNYCK Cepin, Micue NpoBeAeHHSA KOHTPOMO
cepii) abo nocTa4anbHWKa BUXiAHOro MaTepiany, peareHTy abo
[OOMOMIXXHOI PEYOBUHM (SIKLLLO 3a3HAYEHO Y JOCHE) - BUNYYEHHS
BupobHuka DSM Fine Chemicals Austria Nfg GmbH & Co KG,
Fustria npomixHoro npoaykty A®| kBeTianiHy ypeTany i
KBeTianiHy nakramy; amiHu | Tuny - 3MiHu 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OOMNYCTUMUX MEX, BU3Ha4YeHuX y cneuudikauisx Ha AdDl, abo
BUXiAHUA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
npoueci BupobHuutea A®| (BUny4eHHs HE3HAYHOro NokasHuka
SKOCTi (Hanpuknag BUNy4YeHHs 3acTapinoro nokasHuka)) -
BUITyYEHHS MoKa3HuKka «Baxki meTanuny i3 cneundikauii Ha ADI
BHACNIiAOK OHOBMNEHHA MOHOrpadii Ha kBeTianiHy dymapar;
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneumadikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4yeHuX y cneundikauiax Ha A®I, abo BUXiGHUA/NMPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOOHMUTBa A®I (3BY)XEHHS AONYCTUMMUX MEX, BU3HAYEHUX Y
cneumadikauii) - 3BykeHHs1 mex cneundikauii A®| kseTianiHy
dymapart 3a nokasHukom «Des etanol» Ta «ArP» i3 «0,1 w/w» go
«0,10 w/w»; 3miHu | TNy - AgMiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micust NPOBaKEHHS AiSNbHOCTI

3a
peuenmom

BMPOOHMKA (BKMOYaYK, 3a HEOOXiAHOCTI, MicLie MpoBeAEeHHsI
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KOHTponto AkocTi), abo BnacHuka mactep-dainna Ha Adl, abo
noctayanbHuka A®l/BuxigHoro martepiany/peareHTy/npoMixKHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCS Y BUPOOHNUTBI ADI (Ko
3a3HaYeHo y [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €BponeWickkin hapmakonei y
3aTBEPOKEHOMY 40CkE, abo BUPOBHUKA HOBOI JOMNOMIXHOT
PEeYOBUHU (SKLLO 3a3HAYEHO Y [IOCbE) - 3MiHA Ha3BU BUPOOHMKa
ADI, 6e3 3MiHM MicLa BUPOOHMLTBA: 3anpornoHoBaHo: Avara
Avlon Pharma Services Ltd; 3miHu | Tuny - 3miHm 3 siKocTi.
["oToBwMIA nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHsS rOTOBOrO NikapCbKOro
3acoby (Ans npvBeAeHHs y BiAnoBigHicTL 3 APY abo
€Bponeicbkoto hapMakorneeto Ta BUNy4YeHHs NOCUNaHHA Ha
3acTapinui BHYTPILLHi MeToA BUNpoOyBaHHS i oro Homep) -
BHECEHHS 3MiH 4o MeToay BunpobyBaHHA « OQHOPOAHOCTb
[03bl» BHACMAOK 3aMiHW BHYTPILLHbOrO METOAY TECTYBaHHS Ha
dapmakonenHuin; 3miim | Tuny - 3miHu 3 skocTi. FoToBUNIA
nikapcbkuit 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsi FOTOBOro Nikapcbkoro 3acoby
(ans npuBeeHHs y BianosigHicTe 3 1®Y abo €Bponencbkoo
hapmakoneeto Ta BUNy4YeHHs NOCUNaHHA Ha 3acTapinun
BHYTPILLHI MeToA BUNPOOYBaHHS i NOro HOMep) - BHECEHHS 3MiH
no metoay BunpobysaHHsA « Mukpobuonormyeckas ynctora»
BHACMiLOK 3aMiHM BHYTPILLHLOro MeToAy TeCTYBaHHS Ha
dapmakonenHui

336.

CUHTOMIUWH

KpucTaniyHum
NOPOLLIOK
(cybeTaHuis) y
NoABINHUX
nonieTuneHoBmx
naketax ans
BMPOBHMUTBA
HECTEPUNbHUX
nikapcbknx cpopm

NAT
"Ximcbapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MAT
"Ximcbapm3aasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny -
3MiHK 3 skocTi. AD®l. BupobHuuTBo. 3MiHa BUpOGHUKa
BUXiAHOrO/MPOMIiXKHOro NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobHMUYomy npoueci AP, abo 3miHa
BMPOOHMKa (BKMOYato4m, Ae HeobxigHo, MicLie NpoBeAeHHs
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
00Cbe)(iHLWi 3MiHW) - BBEAEHHS 40AATKOBO [0 iCHYHOYOI AinbHULI
(Ne2 uexy Ne1) BupobHuuTBa HOBOI AinbHMLi (N5 Lexy Ne2)
BMpoGHMUTBa APl CUHTOMILMH, KpUCTaniYHUIA NOPOLLIOK
(cybeTaHuin) 6e3 3MiHKM TexHomnorii BUpobHMLTBA Ta
obnagHaHHsi, 6e3 3miHM po3mipy cepii ADI, 6e3 3miH y
crneumikauii, agpecu BUpoGHMLTBA. 3MiHK NOB si3aHi 3
PEKOHCTPYKLUIE Ha TepuTopii NignpMemcTBa BUpOGHUYOro
Kopnycy BUpoBHMLTBa TBEPAUX MikapCbkux 3acobiBs; 3miHu | Tuny
- 3MiHun 3 skocTi. A®l. BUpoBGHULTBO. 3MiHM B NpoLeci
BMpobHuuTBa APl (HesHayHa 3miHa y npoueci BUpobHMUTBa
AQI) - Ha cTagii TN 3 “Cywka i npociB CMHTOMIUMH cybCcTaHuii”
3MIHMBCA TWN CyLLApKK; 3MiHa Y BUPOBHULITBI Ha HOBIN AinNbHULL
(AinbHUUA Neb ex Ne2) cnpuymMHeHa 3MeHLLEHHSIM Yacy
npoLecy CyLiHHS 40 HeobxigHOI BTpaTK B Maci npu
BMCYLLYBaHHI, BKa3aHoi y cneumdikauisgx Ha Ui MPOMiXHi
NpPOAYKTU, NMPU LibOMY TeMnepaTtypa CyLIiHHA 3anuunach 6e3
3MiH

UA/14196/01/01

337.

CUHYDOPTE®

MOpPOLLIOK

3AT

YropmHa

AT Jlabopatopio

Icnanis

BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny -

6e3

UA/6478/01/01
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niodpinisoBaHuii ans | ®apmaues Penr XXodpe, 3MiHM Wwoao 6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy. peuenma

pO3uunHy onsa TUYHUIA Icnania (BupobHuk BeeneHHs abo 3MiHM 40 y3aranbHeHUX faHuX MpPo CUCTEMY

iHTpaHasanbHoro 3aBoj BiANoBiAanbHWIM 3a (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX OaHUX NPO CUCTEMY

3acTocyBaHHs, 35 ETIC NOBHWI LINKN hapmakoHarnsigy, 3aMmiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi

[,03, reMOoniTUYHNI BMPOOHULTBA, 3a 3[iiCHEeHHs1 hapmMakoHarnsay; KOHTakTHOT ocobu 3

iHaexc 1:6000 - BKIIOYa4M BUMYCK (hapmakoHarnsay 3asiBHuKa A 34iIMCHEeHHs dhapMakoHarnsgy B

1:12000; cepii); JlTabopaTopiec YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi ocobu,

1 conakoH 3 EHTEMA, C.1., BiANOBiAaNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy (Bkovarym

MOPOLLKOM Y IcnaHis KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna

KOMMnekTi 3 1 (AnbTepHaTUBHUI cucTeMu hapmakoHarnsay) - amiHa KOHTakTHoi ocobu

amnynoto BUPOBHWK, YyNOBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBIAanLHOI 3a

PO3YMHHMKA NO 5 Mn BiANOBiAanbHUIA 3a dapmakoHarnag B Ykpaini. [litoua pegakuia: PenopyeHko OneHa

(Bopa ans iH ekuin) BTOPVHHE €preHiBHa. [NponoHoBaHa pefakuis: €dimkiH AHApPIV

Ta posnunoBavem- nakyBaHHs1) ["eopriioBuy.

[,03aTopoM Y 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI

KOHTYPHIn ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnag B YkpaiHi

YapyHKOBIN

ynakosLi; no 1

KOHTYPHIN

YapyHKOBIN ynakoBLii

B nayli 3 KAPTOHY

338, CIMIAOHA YHO | tabnetku no 6,5 wmr, Amakca Benvka IHTepnabop Benn LLisenuapis BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 6e3 UA/14581/01/01
no 30 Tabnertok y dapma BputaHis Arl, Wsenuapis 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta dhapmakoHarnagy (iHLwi peuernma
Gnictepi; no 1 abo 3 nTao (anbTepHaTMBHUI 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”:
6nictepu B BUMPOBHUK: KOHTPOSb 3anpornoHoBaHo: MapkyBaHHs. BignosigHo A0 3aTBepAXeHoro
KapTOHHI kopobLi cepint); llabop TEeKCTY MapKyBaHHsl. OHOBINEHHSI TEKCTY MapKyBaHHS! YraKoBKM

Llonninrep AT, nikapcbkoro 3acoby 3 BHeceHHsIM iHdhopMaLlii LLoao 3a3HavyeHHs
Llisenuapia OOMHMUb BUMIipIOBaHHA Yy cuctemi Sl. BBeaeHHs 3MiH npoTsirom
(anbTepHaTMBHUI 6-TW MicsUiB nicns 3aTBepaAXeHHs
BUMPOBHUK: KOHTPOSb
sikocTi); Makc
Liennep 3boHe AT,
Llisenuapis
(BMpPOBHMLTBO 3a
MOBHWM LIMKIOM);
Coro dnopgaic
IHTEepHELLHN
CeiT3epneng CA,
LLisenuapis
(anbTepHaTUBHUMI
BMPOBHMUK:
nepBuHHE
nakyBaHHs
(dpacyBaHHs),
BTOPVHHE
nakyBaHHS,
MapKyBaHHs1)

339, CIHAPAHON® Tabnetkm 3AT YropwmHa 3AT YropwmHa/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/14842/01/01
NPONOHroBaHoI Aji dapmaueB dapmaueBTUYHUI Ipeuis 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. peuyernmom
no2 mrno 14 TUMHUIA 3aBop ElIC, BBegeHHsi abo 3MiHM A0 y3aranbHeHUX AaHUX NPO cUcTemy
TabneTok y bnictepi; 3aBog YropwmHa apmakoHarnsigy (BBeAeHHs y3aranbHeHMX AaHuX MPo CUCTEMY
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 2, 4 abo 6 EFIC (BunyckHuia dapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobw, BignosigansHoi
6nictepiB y KOHTpOIb); 3a 34iiCHeHHsA bapmakoHarnsify; KOHTaKTHOI ocobu 3
KapTOHHIN yrnakosLi dapmarteH bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
IHTepHewHn C.A., YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
peuia (noBHMI BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnaay (BKMoYaym
LMK BUPOOHULITBA, KOHTaKTHi gaHi) Ta/abo 3mMiHu y po3MmilLleHHi MacTep-danna
BKIIOYa4M BUMYCK cucTemu chapMakoHarnsaay) - 3MiHa KOHTakTHOi ocobun
cepii); ®apmarteH YyNOBHOBaXeHOi 0cobu 3asiBHMKA, BiANOBIAanLHOI 3a
C.A., lpeuis dapmakoHarnag B Ykpaini. [litoua pegakuia: PenopyeHko OneHa
(MOBHWI LKKN €preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
BMPOOHULTBA, ["eopriioBuy.
BKITHOYAK4M BUMNYCK 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
cepii) ocobu 3asiBHUKA, BiANOBiAanbHOI 3a papmakoHarnag B YkpaiHi
340./ CIHAPAHON® Tabnetku 3AT YroplwmHa 3AT YropwwHa/ BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/14842/01/02
NPOJIOHroBaHoI Aji dapmaueB dapmaueBTUYHUI peuis 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
no 3 mrno 14 TUYHUI 3aBog ElIC, BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO CUCTeEMY
Tabnetok y bnicTtepi; 3aBof YropwmHa hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
no2,4 a6o 6 EriC (BunyckHui (hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHOi ocobu, BignosigansHoi
GnictepiB y KOHTPOJb); 3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIN ynakosLi dapmaTeH apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsgy B
IHTepHewHn C.A., YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
peuis (NoBHMI BiANoBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnaay (BKmoYarym
LMK BUPOBHULITBA, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-daiina
BKIOHA0YY BUMYCK cucTeMu dhapmakoHarnsay) - 3viHa KoHTakTHoI ocobu
cepii); ®apmaTteH YNOBHOBa)KeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
C.A,, peuis hapmakoHarnsg B Ykpaii. [litova pegakuis: PegopyeHko OneHa
(MOBHUI LKKN €BreHiBHa. MNponoHoBaHa pepakuis: €dimkiH AHgpin
BMPOGHMLTBA, ["eopriioBuy.
BKIOHA0YY BUMYCK 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
cepii) ocobu 3asiBHMKA, BignoBiganbHoi 3a papMmakoHarnag B YkpaiHi
341, CIHOPAHON® TabneTtku 3AT YropwmHa 3AT YroplmHa/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14842/01/03
NPOMOHroBaHoi Aji $apmaues dapmaueBTU4HUI Ipeuis 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
no4 mrno 14 TUYHUA 3aBop ElIC, BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
Tabnetok y bnicTepi; 3aBoj YropwmHa hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo CUCTEMY
no 2, 4 abo 6 ErcC (BunyckHuia hapmakoHarnsay, 3miHa ynoBHoBaxxeHoi ocobw, BignosigansHoi
GnictepiB y KOHTpOIb); 3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
KapTOHHIN ynakoBLi dapmaTteH hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
IHTepHewHn C.A., YkpaiHi, SIKLLLO BOHa BigMiHHA Bifj ynoBHOBaxeHOoi ocobu,
peuis (noBHUWA BiANOBiAanNbHOI 3a 34iCHeHH:A bapMakoHarnagy (Bko4ar4m
UMKI BUPOBHULTBA, KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
BKIOYA0YN BUMYCK cucTemMu hapMakoHarnsigy) - 3MiHa KOHTakTHOi ocobu
cepii); ®apmaTteH yNoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
C.A., I'peuis apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
(NoBHWUI LUK €sreHiBHa. NMponoHoBaHa peaakuin: €dimkiH AHApIn
BMPOGHNLTBA, ["eopriioBuy.
BKIOMA0YN BUMYCK 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
cepii) ocobu 3asiBHUKA, BigNoBiganbHOI 3a papmakoHarnag B YkpaiHi
342, CIHAPAHON® Tabnetkm 3AT YropwmHa 3AT YropwmHa/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/14842/01/04
NPONOHroBaHoI Aji dapmaueB dapmaueBTUYHUI Ipeuis 3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. peuyernmom
no 8 mrno 14 TUMHUIA 3aBop ElIC, BBegeHHsi abo 3MiHM A0 y3aranbHeHUX AaHUX NPO cUcTemy
TabneTok y bnictepi; 3aBog YropwmHa dapmakoHarnsigy (BBe4EeHHs y3aranbHeHMX AaHuX Npo cUCTeMy
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 2, 4 abo 6 EFIC (BunyckHuia dapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocobw, BignosigansHoi
6nictepiB y KOHTpOIb); 3a 34iiCHeHHsA bapmakoHarnsify; KOHTaKTHOI ocobu 3
KapTOHHIN yrnakosLi dapmarteH bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
IHTepHewHn C.A., YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
peuia (noBHMI BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnagy (Bknoyaym
LMK BUPOOHULITBA, KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
BKIIOYa4M BUMYCK cucTemu chapMakoHarnsaay) - 3MiHa KOHTakTHOi ocobun
cepii); ®apmarteH YyNOBHOBaXeHOi 0cobu 3asiBHMKA, BiANOBIAanLHOI 3a
C.A., lpeuis dapmakoHarnag B Ykpaini. [litoua pegakuia: PenopyeHko OneHa
(MOBHWI LKKN €preHiBHa. [NponoHoBaHa pefakuis: €dimkiH AHOpi
BMPOOHMLTBA, ["eopriioBuy.
BKITHOYAK4M BUMNYCK 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
cepii) ocobu 3asiBHUKA, BiANOBiAanbHOI 3a papmakoHarnag B YkpaiHi
343, CIHErPA TabneTku, BKpUTI HOBEN TypevunH HOBEN INTAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/15696/01/01
NniBKOBOIO ITAY a CAHAI BE 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapmakoHarnsagy. peuernmom
06ornoHkoto, no 25 CAHAI BE TIOIKAPET A.LU. BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO CUCTeEMY
Mr no 4 Tabnetku y TIOXKAPE hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
GnicTtepi; no 1 TA.LL hapmakoHarnsigy, 3aMiHa ynoBHOBa)eHoi ocobu, BignosigansHoi
Gnictepy y 3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHII ynakoBLii; apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsgy B
no 1 rabnetui y YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
6nictepi; no 1 BiANoBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnaay (BKmoYarym
Gnictepy y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
KapTOHHIN ynakoBLii cucTemu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi ocobu
3asBHMKa, BignosiganbHoI 3a hapmakoHarnag. Litoya pegakuis:
Dr. Rasid Sidan. NMponoHoBaHa pegakuis: R. Ayse Cetin. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
hapmakoHarnsg. 3MiHa KOHTaKTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHMKA, BianoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi.
[itova pepakuis: Mykolenko Olexandr Pavlovich. NponoHoBaHa
pepakuia: Stefanska Olga. 3mMiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0ocobu ynoBHOBaXeHOi 0cobu 3asiBHMKA, BianoBiganbHoI 3a
apmakoHarnsag B YkpaiHi. 3MiHa micusa 34iMCHEHHS OCHOBHOI
fisnbHOCTI 3 hapmakoHarnagy. 3miHa Micue3HaxoaXeHHs
MacTep-canna
344.| CIHEITPA TabneTku, BKpUTI HOBET TypevunH HOBE TAY TypeyunHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15696/01/02
NniBKOBOO INAY a CAHAI BE 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta chapMakoHarnaay. peyernmom
obornoHkoto, no 50 CAHAI BE TIOXKAPET A.LL. BeeneHHst abo 3MiHK 00 y3aranbHEHUX AaHKX NPO CUCTEMY
Mr no 4 Tabnetku y TIOXKAPE hapmakoHarnsay (BBe4eHHs y3aranbHeHUX AaHuX Npo CUCTemy
Gnictepi; no 1 TA.L. hapmakoHarnsgy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHoi

Gnictepy y
KapTOHHIN ynakoBsLi;
no 1 rabnetui y
6nictepi; no 1
6nictepy y
KapTOHHIN yrnakoBLi

3a 3[iliCHeHHs1 hapMakoHarnsay; KOHTaKTHOi ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMmakoHarnsgy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cuctemu hapmakoHarnsay) - 3miHa ynoBHoBaXKeHoi 0cobum
3asBHMKa, BignoBiganbHoi 3a hapmakoHarnag. [iroya pegakuis:
Dr. Rasid Sidan. MponoHoBaHa pepakuis: R. Ayse Cetin. 3miHa
KOHTaKTHUX AaHUX yNOBHOBaXeHOoi ocobu, BignosigansHoi 3a
apmakoHarnsg. 3MiHa KOHTakTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Hitova pepakuis: Mykolenko Olexandr Pavlovich. lNponoHosaHa
pepakuis: Stefanska Olga. 3mMiHa KOHTAKTHUX JAHWUX KOHTAKTHOT
ocobu ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBIiAANbHOI 3a
hapmakoHarnsg B YkpaiHi. 3MiHa micus 3[iNCHEHHA OCHOBHOI
nisinbHOCTI 3 hapmakoHarnagy. 3miHa MicLe3HaxoaKeHHs!
MacTep-canna
345, CIHErPA Tabnetku, BKpUTI HOBEN TypevunH HOBEN NTAY TypeyunHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 3a UA/15696/01/03
NnNiBKOBOIO ITAY a CAHAI BE 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
obonoHkoto, no 100 CAHAI BE TIIXKAPET A.LU. BeeneHHst abo 3miHM 4o y3aranbHeHUX faHuX Npo CUCTEMY
Mr no 4 TabneTku y TIOXAPE hapmakoHarnagy (BBeAeHHs ysaranbHeHUX JaHux Npo cucTemy
GnicTtepi; no 1 TA.LL (hbapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
6nictepy y 3a 34iicCHeHHs bapmakoHarnsily; KOHTakTHoi ocobu 3
KapTOHHII ynakoBsLii; hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsagy B
no 1 rabnetui y YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
6nictepi; no 1 BiANoBiAanbHOI 3a 3AiNCHEeHHs hapMakoHarnaay (BKmoyar4m
Gnictepy y KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
KapTOHHIN ynakoBLii cucTeMu hapmakoHarnsay) - 3miHa ynoBHoBaXeHoi ocobum
3asBHMKa, BignoBiganbHoI 3a papmakoHarnag. Litoya pegakuis:
Dr. Rasid Sidan. NMponoHoBaHa pepakuis: R. Ayse Cetin. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
hapmakoHarnsg. 3MiHa KOHTakTHOI 0coby yNnoBHOBaXXeHOI
ocobu 3asiBHMKa, BignosiaaneHoi 3a hapmakoHarnsg B YKpaii.
[itova pepakuis: Mykolenko Olexandr Pavlovich. NMponoHoBaHa
pepakuin: Stefanska Olga. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAANbLHOI 3a
hapmakoHarnsg B YkpaiHi. 3MiHa micus 34iliCHEHHS1 OCHOBHOI
nisinbHOCTI 3 hapmakoHarnagy. 3miHa micue3HaxoaeHHs
mMacTep-canna
346, CMO®KABIBE emynbcisa Ans ®peseHiyc HimeuunH ®peseniyc Kabi Ab. Lseuis BHECEHHSA 3MiH 0 peecTpauinHmux martepianis: 3aMiHu | Tuny - 3a UA/14345/01/01
H iHdysint; no 1206 Kabi a 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta dhapmakoHarnsgy (iHwi | peyernmom
NEPUPEPUYH mn, no 1448 mn, no Honunang 3MiHW) - 3riAHO BUCHOBKY AenapTameHTy dapMaueBTUYHOI
un 1904 mn B M6X gisinbHocTi: 3amiHa po3sginy “rPAPIYHE O®OPMINEHHA
TPUKaMepHoOMyY YMAKOBKW” Ha “MAPKYBAHHA” B 3aTBepmxeHnx MKA J13.
NNacTMKOBOMY 3anponoHosaHo: MAPKYBAHHA 3rigHo 3aTBEpAXeHOro TeKkCTy
KOHTENHepI MapKyBaHHS. 3ri4HO BUCHOBKY YNpaBniHHA eKcrepTusmn
«BiodiH», gkun iHCTPYKUiN Ta HoMeHknaTypu: OHOBMEHHSA TEKCTY MapKyBaHHS
pasom 3 YNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
AHTUOKUCHNKOM 3a3HavYeHHs O4MHWLL BUMIpIOBaHHS y cuctemi Sl. BBegeHHs
BMilLYIOTb Y 3MiH NPOTAroM 6-Tu MicauiB Nicnsa 3aTBEpOXKEHHSA
30BHILLHIN

NNacTUKOBUI MiLLIOK;
no 1206 mn, no
1448 mn, no 1904
MI B TPUKaMepHoMYy
nnacTykoBOMyY
KOHTENHepI
"Biodpin", AKkni
pasom 3
AHTUOKUCHUKOM
BMilLYIOTb Y
30BHILLHIN
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

NNacTUKOBUIA MiLLIOK;
no 4 miwkun B
KopobLi

347.

CMO®KABIBE
H
LEHTPANBbHAU
n

emynbceisa ans
iHdpysin; no 986 mn,
no 1477 mn, no
1970 mn, no 2463
M1 B TPUKaMEpPHOMY
NnacTMKOBOMY
KOHTenHepi
«BiodiH», akun
pasom 3
AHTUOKUCHUKOM
BMiLLYIOTb Y
30BHILLHIN
NNacTUKOBMIA MiLLOK;
no 986 mn, no 1477
mn, no 1970 mn B
TPUKaMepHOMY
nnacTMKOBOMY
KOHTenHepi
«BiodiH», akun
pasom 3
AHTUOKUCHUKOM
BMIiLLYIOTb Y
30BHILLHIN
NNacTUKOBUIA MiLLIOK;
no 4 milkun B
kopobui; no 2463 mn
B TPUKaMepHOMY
NNacTMKOBOMY
KOHTENHepI
«bBiodpiH», aknn
pasom 3
AHTUOKMCHUKOM
BMilLYIOTb Y
30BHILLHIN
NNacTUKOBUI MiLLIOK;
no 3 Milkun B
KopobLi

®peseHiyc
Kabi

[Oonunang
mbX

HimeyunH
a

®peseHiyc Kabi Ab.

LLBeuis

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny -
3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - 3riJHO BYCHOBKY AenapTameHTy dapMaLeBTUYHOI
fisnbHocTi: 3amina posginy “I’PAPIYHE O®OPMINEHHA
YMNAKOBKWN” Ha “MAPKYBAHHA” B 3aTBepaxeHux MKA 3.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepaXeHOro TekcTy
MapKyBaHHS. 3rilHO BUCHOBKY ynpaBriHHS eKcrnepTusm
iHCTPYKLi Ta HOMeHKNaTypu: OHOBMEHHSI TEKCTY MapKyBaHHS
yrnakoBKU nikapcbKkoro 3acoby 3 BHECEHHsIM iHdopMaLlii woao
3a3Ha4YeHHs1 OQMHWLb BUMIPIOBaHHS Yy cucteMi S|. BBeaeHHst
3MiH NPOTArom 6-Tu MicAUIB NicNga 3aTBepaAXeHHN

3a
peuernmom

UA/14346/01/01

348.

COHOOKC®

Tabnetkn no 0,015,
no 10 Tabnetok y
6nictepi; no 1 abo 3
6nictepn y nayui 3
KapTOHY

MNAT
"Ximcbapm
3aBoj
"YepBoHa
3ipka"

YkpaiHa

MNAT
"Ximcbapm3aasop
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX matepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - 3MiHW BHECEHI B TEKCT MapKyBaHHS MEPBUHHOI Ta
BTOPVHHOI YMaKoBKM NiKapCbKoro 3acoby Lo[0 3a3HavyeHHs
Mi>)KHapOAHWUX NO3HAYeHb OAMHULL BUMIpHOBaHHSA. BHECEHHS
3MiH o po3giny “MapkyBaHHsa” MKA 113”: Ons CoHOoke®,
Tabnetkn no 0,015 r, no 10 Tabnetok y 6nictepi; no 1 abo 3
6nictepn y nayui 3 kapToHy. 3anponoHoBaHo: MapkyBaHHS1.
3rigHo i3 3aTBEpAXEeHUM TEKCTOM MapKyBaHHS. [Ans CoHAOKC®,
Tabnetkv no 0,015 r in bulk: Ne 10000 (no 10 TabneTtok y
6nictepi; no 1000 6nicTepis y KopobLi 3 KAPTOHY) OHOBMEHHSI

be3
peuenma

UA/7257/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TEKCTY MapKyBaHHS, BBEAEHHSA HanncaHHsa oanHuub S|
natuHeueto (40AATKOBO A0 KMPUMNLL) y TEKCTi MapKyBaHHS.
BBefeHHs 3MiH MpoTsArom 6-Tu MicsAUiB NiCnsA 3aTBEpAXEHHS
349/ COHOOKC® Tabnetkv no 0,015, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3aMmiHu | Tuny - - UA/13739/01/01
in bulk: Ne10000 (no | "Ximdpapm "Ximdpapmsasopg 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
10 Tabnetok y 3aBof "YepsoHa 3ipka" 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS NEPBUHHOI Ta
6nictepi; no 1000 "YepBoHa BTOPWHHOI YNaKOBKM fikapcbKoro 3acoby Loao 3asHavyeHHs
GnictepiB y kopobui 3ipka" Mi>XXHapOOHWX MO3HaYeHb OAMHUL BUMIpIOBaHHA. BHeceHHS
3 KapTOHY) 3MiH Ao po3giny “MapkyBaHHa” MKA 113”: Oina CoHaoke®,
Tabnetkn no 0,015 r, no 10 Tabnetok y Gnictepi; no 1 abo 3
6nictepu y nayui 3 kapToHy. 3anponoHoBaHo: MapkyBaHHS.
3rigHo i3 3aTBepAXEeHNM TEKCTOM MapkyBaHHs. [ins CoHAokc®,
Tabnetkv no 0,015 r in bulk: Ne 10000 (no 10 TabneTtok y
6nictepi; no 1000 6nicTepiB y kOopobLi 3 KAPTOHY) OHOBMEHHS
TEKCTY MapKyBaHHs!, BBEI€HHS HanncaHHs oanHuupb S|
natuHeueto (40AATKOBO A0 KMPUMULL) Y TEKCTi MapKyBaHHS.
BBeAeHHs1 3MiH MpOTAroM 6-TW MicsLIB NICnsA 3aTBepAXEHHS
350, COPLE®® rpaHynu ans ATNKANOI Pecny6nik Ankanoig Afl- Pecny6bnika BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/11157/01/01
opanbHOoi cycneHsii 0o AL a Ckon'e MakenoHis 3MiHM 3 siKocTi. FoTOBMIA Nikapcbkuii 3acib. KoHTponb rotoBoro | peuernmom
100mr/5mMn no 32 r Ckon'e MakenoHis nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS FOTOBOrO
rpaHyn (ans 60 mn nikapcbkoro 3acoby (He3HayHa 3MmiHa y 3aTBepaXeHUX MeTofax
cycneHsii) abo 53 r BMNPOBYBaHHS) - OHOBIEHHS 3aTBEepAKeHOro Metoaa
rpaHyn (ans 100 mn BMNpobyBaHHa BEPX ons kinbkicHOro BU3HaYeHHs1 HaTpito
cycnexsii) y 6eH30aTy Ta ANs KinbKiCHOrO BU3HaYEeHHS LiedikcuMy (BHECEHHS
dnakoHi, no 1 He3HayHMX 3MiH Yy NPUroTyBaHHsi BUNPOGYBaHHOIO PO3YMHY);
cnakoHy B 3MiHK | TMNY - 3MiHK 3 sikocTi. MeanyHi npuctpoi. 3miHa
KOMMEKTi 3 NpPUCTPOIB AN BUMipOBaHHS 4,031 abo BBEAEHHS NiKapCbKOro
nnacTMacoBolo 3acoby (qoaaBaHHsA abo 3aMiHa NPUCTPOID, KU He €
MipHOIO NOXKOIO B HeBif'EMHOI YaCTUHOI MEePBUHHOI ynakoBku) - MNpUCTpil, aKk1in
KapPTOHHI kopobLi mae CE-MapKyBaHHs - 3amiHa NnacTUKoBOI MipHOI Noxku PS
2.5/5B 3 CE-mapkyBaHHsiM (nocTavanbHuku Va Plast dooel —
Ohrid Republic of North Macedonia Ta Urbanc d.o.o. Stegne
11/13B 1000 Ljubljiana) Ha nnacTukoBy MipHy noxky PS 2.5/5 3
CE-mapkyBaHHsiM (nocTavanbHuk Plastika Razborsek d.o.o.
Studenec 5c¢, 1260 Ljubljana-Polje Slovenija)
351.| CO®rEH TabneTku, BKpUTI FETEPO IHais [eTepo J1a63 IHaisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17059/01/01
NniBKOBOO JIAB3 NimiTeq 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
obonoHkoto, no 400 NIMITEL BeeneHHst abo 3MiHW o y3ararnbHeHUX faHuX NPo CUCTEMY
mr Ne 28 y hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHUX Npo CUCTemy

KOHTENHepi; no 1
KOHTENHepy y
KopobLi

hapmakoHarnsay, 3miHa ynoBHoBaxxeHoi ocobu, BignosigansHoi
3a 3[ilCHeHHs1 hapMakoHarnsay; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHa Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHsA hapMakoHarnagy (Bkmnovaym
KOHTaKTHi AaHi) Ta/abo 3miHu y po3MilLleHHi MacTep-danna
cuctemy hapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asBHMKa,
BiANOBiAanNbHOI 3a 34iCHeHHa hbapmakoHarnsagy B YKpaiHi:
Litoua pepakuia — JobpoBonbcbka Hatanis OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EngaHia Animosuy. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI 0coOuM 3asiBHUKA, BignoBiganbHOI
3a 34ifcHeHHs hbapMakoHarnagy B YkpaiHi
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
352 CO®reEH-n Tabnetku, BKpUTI FETEPO IHAisa letepo J1a63 IHAisa BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/17060/01/01
NnNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuenmom
obornoHkoto, no 90 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTEMY
Mr neginacBipy Ta dhapmakoHarnagy (BBeAeHHs ysaranbHeHWX AaHuX Npo cucTemy
400 mr hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
cogpocbysipy, no 28 3a 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
TabneTtok y bapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dhapMakoHarnsagy B
KOHTelHepi, no 1 YKpaiHi, K0 BOHa BiAMiHHA Bi yNOBHOBaXXeHOi ocobu,
KOHTENHepy y BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroYaym
KapTOHHi KopobLi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTeMu hapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asBHUKa,
BiANoBiAanbHOI 3a 3AiNCHeHHs chapmakoHarnaay B YKpaiHi:
Litova pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaniz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI ocobu 3asiBHMKaA, BianoBiganbHoi
3a 3[iiCHeHHs chbapMakoHarnagy B YkpaiHi
353, CMUPT pPO34unH Ana MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpaulinHux matepianis: 3MiHu | Tuny - 3a UA/15513/01/02
ETUNOBUNA 30BHiLLIHLOrO "Ximdpapm "Ximdpapmsasopg 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
96% 3acTocyBaHHs 96 % 3aBof "YepsoHa 3ipka" 3MiHW) - BHECEHHS 3MiH 0 po3ainy “MapkyBaHHsa” MKA J13”:
no 100 mny "YepBoHa 3anponoHoBaHo: MapkyBaHHsi. BignosigHo [0 3aTBepAKEHOro
dnakoHax 3ipka" TEKCTY MapKyBaHHsi 3MiHW BHECEHi B TEKCT MapKyBaHHS!
yNaKoBKW fikapcbKoro 3acoby Loao 3a3HavYeHHst MiXkHapoaHMX
no3Ha4yeHb OAUHULL BUMIpOBaHHSA. BBeAEHHS 3MiH NpOTAromM 6-
TV MicaUiB NicNga 3aTBepaAXeHHS
354.| CMIPOHOJIAKT | nopouuok CAHO®I dpaHuis CaHodi Ximi dpaHuis BHECEHHS 3MiH O peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/15780/01/01
OH (cybeTaHuis) y oBox XIMI 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikar

nonieTUneHoBMx
naketax ans
hapmaLeBTUYHOrO
3acTOCyBaHHs

BignoBigHOCTI €Bponelicbkint papmakonei/MoHorpadii. 3MiHu,
noB'A3aHi 3 HeobXigHICTIO NpMBeAEHHS Y BiANOBIQHICTL A0
MoHorpadii IdY abo €Bponeickkoi chapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei aepxasu €C (3MiHa y
crneymgikauisix, nos'sa3aHa 3i amiHamu B [1®Y, abo €Bponeinchkii
hapmakonei, abo iHLWi HauioHanbHi thapmakonei aepxasu
€C) - - npuBeaeHHs cneundikauii A®I 3a nokasHnkom «Onucy» y
BiANOBIAHICTb 40 BUMOr MoHorpacii EP «CnipoHOonakToH»;
BanponoHosaHo: Onuc. MopoLwuok Big 6inoro 4o xoBTyBaTO-
6inoro konbopy; 3miHu | Tuny - 3miHn 3 skocTi. API. KoHTponb
A®I. B3miHa y napameTpax crneumndikauin Ta/abo gonycTummx
MeX, BU3HaveHux y cneuudikauisx Ha AdI, abo
BMXiAHUA/NPOMIXKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (3BYyXEHHSI ONYCTUMUX MEX,
BM3HaYeHuX y cneumndikauii) — 3ByXXeHHS 4ONYCTUMUX MEX Y
cneumadikauii API 3a nokasHMKOM «BinbHi MepkanTocnonykmy;
3anponoHoBaHo: < 0,10 mn 0,01 H. po3uuHy 1ogy; 3miHum | Tuny -
3MmiHu 3 akocTi. A®Il. KoHTponbe A®L. 3miHa y napameTpax
cneumdikauin Ta/abo gonyCTUMUX MEX, BUSHAYEHNX Y
cneuungikauisix Ha A®l, abo BUXIGHUA/NPOMIXXHMWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BMpobHMUTBa A®DI (BUNYYEHHSI HE3HAYHOro NOKAa3HUKA SKOCTI




133

ITpooBxeHHs jojarka 3

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

(Hanpuknag BUMyYeHHS 3acTapifioro NOKasHuKa)) — BUITyYEHHS 3i
cneumngikauii A®I nokasHuka «laeHTuddikauis meTogom
cnektpodoTomeTpia B YP obnacTi» (y cneundikadii 3anuieni
nOBi ineHTngikauii A®l metonom cnektpometpii B 14 obnacTi Ta
metofom BEPX); amiHu | Tvny - 3miHm 3 gkocTti. A®I. KoHTponb
A®I. 3miHa y napameTpax crneumdikauin Ta/abo gonycTummux
MeX, BU3Ha4YeHUX y cneyundikauisx Ha APl abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS Y
npoueci BupobHuytea A®| (BunyvyeHHs He3Ha4YHOro NokKasHMKa
SIKOCTi (Hanpuknag BUMyYeHHs 3acTapinoro nokasHuka)) —
BUIyYeHHs 3i cneundikauii APl nokasHuka «OnTnyHe
obepTaHHsa npu Temnepatypi 25 °C (B nepepaxyHKy Ha Cyxy
peyvoBuHY) Bif -45,0° no -41,0°» USP <781> (y cneuundikauii
HasiBHUIA NokasHuk «OnTuyHe obepTaHHs npu Temnepatypi 20
°C (B nepepaxyHKy Ha Cyxy pe4oBuHy) Bia -45,0° no -41,0°» EP
2.2.7). Y 38’3Ky 3 BUIyYEHHAM NoKa3HuKa 3i cneyudikadii Ta
MeTO/iB KOHTPOMIO BiAOyNucsa penakTopchbki NpaBku LLOA0
Hymepaulii

TpaBa, no 50 r abo
100 r y naykax 3
BHYTPILLHIM NakeToMm

AT
"Ny6Hudpa
om"

Ykpaina

AT "Jly6Hncpapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - 3MiHM Ao po3sainy “Ynakoska” MKA I13, a came
HaHEeCEHHS NOBHOrO TEKCTY IHCTPYKLUIT ANS MeanYHoro
3acTocyBaHHs J13 Ha nayui, 6e3 BknagaHHs iHCTPYKLii ons
MeanYHOro 3actocyBaHHs J13 B nauky. [itouya pegakuisi:
Ynakoeka Mo 50 r, 100 r y naketu, BUroToBMEHi 3 nanepy abo
nniBKM 3 NOAanNbLUUMM BKNagaHHAM B Nayku 3 KapToHy. Mayku 3
BiNOBIAHOMO KiNbKICTIO IHCTPYKLi ANA MeONYHOro 3aCTOCYBaHHS
npenapary BkrnagarTb B rpyrnoBy ynakosky. [pornoHoBaHa
pepakuis: Ynakoska 1o 50 r, 100 r y nakeTu, BUroTOBMEHi 3
nanepy abo nniBku 3 NoAanbLlUMM BKINAagaHHSIM B Mayku 3
KapTOHY. TeKCT iHCTPYKUii ANS MeAnYHOro 3acTocyBaHHS
nikapcbkoro 3acoby HaHeceHo Ha nayui. OHOBMEHHsI TEKCTY
MapKyBaHHS ynakoBKW fikapcbKoro 3acoby y 3B"A3Ky i3
HaHeCEeHHsIM NOBHOrO TEKCTY IHCTPYKLIi Ha nayky (6e3
BKNaAaHHA iHCTPYKLUIT AN MeOUYHOro 3acTOCyBaHHS B MayKy).
BBeaeHHs 3MiH NpoTSAroM 6-Tu MicAUIB Nicna 3aTBEPOKEHHS.
CynyTHs 3miHa
- 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acit. KoHTporb roToBOro
nikapcbkoro 3acoby (iHwi 3miHu). BBeaeHHst 3amMiH npoTtsirom 6-Tu
MicsAUIB nicnsi 3aTBEPAXKEHHSA

be3
peuenma

UA/9371/01/01

Ne Hasea
n/ JNiKapcbK020
n 3acoby
355 cnoPuLy
TPABA
356.| CMOPULLY
TPABA

Tpaga pizaHo-
npecoBaHa no 100 r
y naukax 3
BHYTPILUHIM NakeTom

MpAT
"NikTpasn"

YkpaiHa

MpAT "Jliktpasn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX matepianis: 3MiHu | Tuny -
3MiHM 3 AAKOCTi. [0TOBMIA Nikapcbkui 3aci6. 3MiHM y BUPOBHULTBI.
3MiHK y npoLeci BUPOBOHMLTBaA rOTOBOrO flikapCbKoro 3acoby,
BKIOHAKYM NPOMIXXHUIA NPOAYKT, L0 3aCTOCOBYETLCH NpU
BMPOOHMLITBI FOTOBOrO NikapcbKoro 3acoby (He3HavHa 3MiHa y
npoueci BUpobHULTBA) - BHECEHHS 3MiH 4O MaTepianis
peecTpauinHoro 4ocbe, @ CaMe BHECEHHSI HE3HAYHUX 3MiH B
onunc TexHonorivyHoro npotecy (oHosneHHs p. 3.2.P.3.3 Onuc
BMPOOHMYOro npouecy Ta KoHTponto npouecy; 3.2.P.3.4

be3
peuenma

KoHTpomnb KpUTUYHKUX CTagiv i npomixxHoi npogykuii; 3.2.P.3.5.

UA/5886/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Banigauis npouecy Ta #oro ouiHka); 3miHu |l Tuny - 3miHn 3
AKocTi. [oToBWIA nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB crneuudikadin Ta/abo
OOMNYyCTUMMX MEX FOTOBOr0 Nikapcbkoro 3acoby (3miHa
3HAXoAUTLCA N03a 3aTBEPAKEHUMU AONYCTUMUMUN MEXaMU
cneundikauin) - 3MiHa HOpMyBaHHS crielmdikaLii 3a NoKasHNKOM
«KycoukoB anvHon 6onee 12 mm»; 3anponoHoBaHo: LLImaTtoykis
O0BXMHOW Ginblwe 12 mm - He Ginbwe 20 %.
357/ CTONEPAH Kancynu Teepgi no 2 HOHinab, CLUA CsiccKo Cepsices Lsenuapis/ BHECEHHS 3MiH O peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/4685/01/01
mr, no 4 abo 8 Jn Al, Wsenuapis IHpis/ aaMiHIiCTpaTUBHI 3MiHWM. BunyyeHHs BUPOGHMYOI AinbHUL peuernma
Kancyn y 6nictepi; (BMPOBHMK Monbla (Bkmtoyatoum ainbHuLi ans A®I, npomixxHoro npoaykty abo
no 1 6nictepy B BiAnoBiganbHW 3a roTOBOrO Nikapcbkoro 3acoby, AinbHULI 4N NPOBEAEHHS
KapTOHHIN nayui BMPOOHULTBO, nakyBaHHsl, BUpobHYKa, BiANOBIAaNbLHOro 3a BUNYCK cepiit, Micue
KOHTPOIb Ta BUMYCK NpOBeAEHHS KOHTPOIIo cepii) abo nocTavanbHUKa BUXIGHOrO
npoaykty in bulk); matepiany, peareHTy abo [OMOMiXKHOI PEYOBWHM (SKLLO
Crpaiigc Papma 3a3Hay4YeHo Y [OCbE) - BUNYYEHHST 3aTBEPOKEHOrO BUPOBHMKa
CarieHc JlimiTeq, A®| nonepamiay rigpoxnopug OLON S.P.A., Utanus.
IHAis (BUPOBHMK 3anponoHoBaHo: M/S LAKE CHEMICALS PRIVATE LIMITED,
BiAnNoBiAanbHW 3a Nhans
BMPOBHULITBO,
KOHTPOJSb Ta BUMYCK
npoaykty in bulk);
TOB OC dapmauis,
Monbwa (BUpoGHMK
BiANOBiAanbHUIA 3a
yrnakoBKY, KOHTPOSb
Ta BUNYCK cepii
rOTOBOTrO NPOAYKTY)
358, CTPENCINC® NbOAAHMKK; No 8 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 6e3 UA/3915/01/01
nnoc NbOAAHWKIB Y BeHkizep BputaHis Xenckep BpuTtaHis AaMiHicTpaTyBHI 3MiHW. 3MiHa Koy ATX - 3MiHM BHECEHO A0 peuernma
GnicTtepi; no 2 Xenckep IHTepHewHn NimiTen IHCTPYKUIT AN MeanyHOro 3acTocyBaHHA npenaparty Ao po3ainy
Gnictepu B IHTepHeLw "®apmakoTepanesTuyHa rpyna.Kog ATX" BignosigHo Ao
KapPTOHHI kopobLi Hn Jimiten MixkHapogHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/) kogis ATX. 3aTBepaxeHo:
3acobu, Lo 3acTOCOBYOTLCS NP 3axBOptoBaHHsAX ropra. Kog
ATX R0O2A A20. 3anponoHoBaHo: NpenapaTtu, wo
3aCTOCOBYIOTbCS MPU 3aXBOPIOBAHHAX ropna. AHTUCENTUKN.
Ouxnop6eHaunosui cnupt. Kog ATX RO2A A03 (BBegeHHs! 3MiH
NpoTAroMm 6-T1 MicaUiB Nicna 3aTBEPOKEHHSA)
359. CTPENTOUMAO Tabnetku no 300 mr, AT YkpaiHa AT "Jly6Hupapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHnX Marepianis: 3mMiHu | Tuny - 3a UA/6759/01/01
no 10 Tabnetok y "IlybHndpa 3MiHu 3 sikocTi. [oToBMIA Nikapcbkuit 3acib. Cructema peuernmom
Gnictepax; no 10 pm" KOHTElHep/3aKynoptoBarnbHuii 3acib. 3miHa po3mipy ynakoBku

TabneTok y 6nicTepi,
no 10 6nictepis y
navui

roTOBOTO JiKapCbKOro 3aco0y (iHLWi 3MiHW) - BBEAEHHSI
popaTkosoro Buay nakysaHHst Ne100 (10x10) no 10 TabneTtok y
6nictepi; no 10 6nicTepis, y nayuj, 3 BiANOBIAHNUMM 3MiHaMK 40
po3giny “Ynakoska” MKA J13. 3miHn BHeceHi y po3gin
"YnakoBka" B iHCTPYKLit0O AN MEQMYHOro 3aCTOCYBaHHS y
3B'A3KY 3 BB4EHHSIM 404aTKOBOI YNakoBKW, AK HAcMigoK -
3aTBEPAXEHHSI TEKCTY MapKyBaHHS [OAATKOBOI YraKoBKW
nikapcbkoro 3acoby (BeegeHHs1 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepOXKEHHS)
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
360.| CYNb®AOUME | tabnetkmno 0,5, MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/6031/01/01
TOKCHWH no 10 tabnetok y "Ximdpapm "Ximdpapmsasog 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
6nictepi, no 2 3aBof "YepsoHa 3ipka" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3
6nictepu y nayui 3 "YepBoHa 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3 3aTBEpPAXEHUM TEKCTOM
KapToHy; no 10 3ipka" MapKyBaHHS. 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKM
TabneTtok y nikapcbKoro 3acoby Loao 3asHavyeHHs MiXkHapOoAHWX NO3Ha4YeHb
GnicTtepax OOMHMWUb BUMipOBaHHS. BBeleHHs 3MiH NpoTsirom 6-Tu micsuis
nicns 3aTBepAXeHHst
361.] CYMETPOJIIM® | cycneHsis opanbHa 3AT YroplwmHa 3AT YroplmHa BHECEHHS 3MiH 0 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/3194/01/01
no 100 mny dapmaueB dapmaueBTUYHUI 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
bnakoHi; no 1 TUYHUI 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
drnakoHy 3 3aBoj hapmakoHarnagy (BBeAeHHs y3aranbHeHVX AaHWX Npo cucTemy
antoMiHieBOO ErIC (hapmakoHarnsay, amiHa ynoBHoBa)eHoi ocobu, BignosigansHoi
KpULLEYKoo Ta 3a 34iicHeHHs bapmakoHarnsily; KOHTakTHoi ocobu 3
MIpHOIO EMKICTIO hapmakoHarnsay 3asBHUKa AN 34iIMCHeHHs bapMakoHarnsagy B
ob'emom 5 mn, 3 YKpaiHi, KO BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
LiHO noainkn 1 mn, BiANoBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnaay (BKroYaym
Y KapTOHHIl kopobLi KOHTaKTHi faHi) Ta/abo 3miHM y po3MmilLleHHi MacTep-danna
cuctTeMu hapmakoHarnsay) - amiHa KOHTakTHoOi ocobu
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAanNbLHOI 3a
hapmakoHarnsg B Ykpaii. [litoua pegakuis: PegopyeHko OneHa
€preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBW YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BignoBiganbHOI 3a hapmakoHarnag B YkpaiHi
362.| CYMETPONIM® | tabnetku no 400 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpauitHux Martepianis: 3miHu | Tuny - 3a UA/3194/02/01
mr/80 mr, no 10 dapmaues dapmaueBTUYHUN 3MiHM Wwoao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peuenmom
Tabnetok y bnicTepi; TUYHUA 3aBsop ElIC BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
no 2 6nictepu y 3aBoj hapmakoHarnagy (BBegeHHs y3aranbHeHWX AaHWX NPo CUCTEMY
KapPTOHHI kopobLi ETIC hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu, BignosigansHoi
3a 34iicHeHHs hapmakoHarnsify; KOHTakTHoi ocobu 3
apmakoHarnsay 3asBHVKa AN 34iIMCHeHHs hapmakoHarnsagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOoi ocobu,
BiANoBiAanbHoI 3a 3aiicHeHHs hapMakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHu y po3mileHHi MacTep-daiina
cucTemMu hapMakoHarnsigy) - 3MiHa KOHTakTHOi ocobu
yNoBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
apmakoHarnsg B YkpaiHi. [litoua pegakuia: ®enopyeHko OneHa
€gsreHiBHa. [MponoHoBaHa peaakuia: €dimkiH AHapin
["eopriioBuy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBU YNOBHOBaXEHOT
ocobu 3asiBHMKa, BiANOBIAanbHOI 3a hapMmakoHarnsg B YkpaiHi
363./ CYNPACTUH® Tabnetku no 25 wr, 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/9251/01/01
no 10 Tabnetok y dapmaueB dapmaueBTUYHUI 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. peuyernmom
6nictepi; no 2 TUMHUIA 3aBog ElIC BBegeHHst abo 3mMiHM A0 y3aranbHeHMX aHUX NPO CUCTEMY
6nictepu B 3aBoj hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Mpo CUCTemy
KapTOHHIN Kopobui ErIC hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansbHoi

3a 34ilcHeHHs1 hapMakoHarnagy; KOHTakTHoi ocobu 3
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hapmakoHarnagy 3asBHuUKa ANs 34iMCHEHHS dapMakoHarnagy B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXXeHOi 0cobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnaay (BKMoYaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3milLleHHi MacTep-danna
cucTemu chapMakoHarnsaay) - 3MiHa KOHTakTHOi ocobun
YNOBHOBa)KEHOi 0CObM 3asiBHMKA, BiANOBIAANbLHOI 3a
dapmakoHarnag B Ykpaini. [litova pegakuis: PegopyeHko OneHa
€preHiBHa. [NponoHoBaHa peaakuia: €dimkiH AHApPIN
["eopriioBny.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOT
ocobu 3asBHVKa, BignosiganeHoi 3a hapmakoHarnsg B YkpaiHi

364.

CYMNPACTUH®

PO34UH ANg iH'eKUin,
20 mr/mn, no 1 Mn B
amnyni; no 5 amnyn
Y KapTOHHiIl kopoOLyi

3AT
dapmaueB
TUYHUNA
3aBof
ErIC

YropwmHa

3AT
dapmaueBTUYHUIA
3asog ElC

YropwmHa

BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
(hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
(hapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOI ocobu 3
(hapmakoHarnsay 3asiBHuUKa s 34iMCHeHHs: dhapMakoHarnsgy B
YKpaiHi, KLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanNbHOI 3a 34iiCHeHHA hbapMakoHarnsay (BkoYaym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-danna
cucTemmn dpapmakoHarnagy) - 3MiHa KOHTakTHoi 0cobu
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii. [litova pepakuis: PegopyeHko OneHa
€BreHiBHa. MNponoHoBaHa pepakuis: €dimkiH AHgpin
["eopriioBny.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXKEHOI
ocobu 3asiBHUKA, BignoBiaanbHOI 3a hapmakoHarnag B YkpaiHi

3a
peyernmom

UA/0322/01/01

365.

TABEKC®

TabneTku, BKpUTI
obonoHkoto, no 1,5
mr; in bulk Ne 5400:
no 20 Tabnetok y
Gnictepi; no 270
GnictepiB y
noninponineHosin
KopobLi

AT
"BITAMIH
n"

YkpaiHa

AT "Codapma"

Bonrapis

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/IE-cepTudikar
BignoBigHOCTI €Bponelicbkin papmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HeobXigHICTIO NpMBeAEHHS Y BiANOBIQHICTL A0
MoHorpadii IdY abo €Bponeickkoi chapmakonei, abo iHLwoi
HauioHanbHoI papmakonei gepxasn €C (3MiHa y
creymgikauisix, nos'sa3aHa 3i amiHamu B [1®Y, abo €Bponeinchkii
hapmakonei, abo iHLWil HauioHanbHi thapmakonei gepxasu
€C) - NnpuBeAEHHs NoKa3sHKKa SKOCTi MikpobionoriyHa ynctora y
cneumaikauii BXIGHOTO KOHTPOIIO aKTUBHOI PEYOBUHU Y
Bi4NOBIAHOCTI A0 Aito4oi MoHorpadii €sponericbkoi hapmakonei
5.1.4.; 3miHu Il Tuny - 3minn 3 sikocTi. A®L. BupobHuuteo. 3miHa
BMPOOHMKA BUXiAHOrO/MPOMIDKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUPOBHNYOMY npoueci AdI, abo 3miHa
BMPOOHMKa (BKIoYakoun, e HeobxigHo, MicLie NPOBEAEHHS
KOHTponto skocTi) AP (3a BigcyTHOCTI cepTudikaTta
BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXXeHoOMY
[0CbE)(BBEAEHHS HOBOro BUpobHuka APl 3 HagaHHsIM macTep-
danna Ha ADI) - foaaeTbCA HOBUI BUPOBHUK aKTUBHOT
pevoBuHu Cytisine — Sichuan Xieli Pharmaceutical Co., Ltd,

UA/13201/01/01
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Kutan po Bxe 3arBepgxeHoro SOPHARMA AD;
3anponoHoBaHo: Manufacturer: SOPHARMA AD 16 lliensko
Shosse Str. , Sofia 1220, Bulgaria Manufacturing site:
SOPHARMA AD 110, 23 rd Pehoten Shipchenski PolkBlvd.,
6100 Kazanlak, Bulgaria 2. Headquarters address SICHUAN
XIELI PHARMACEUTICAL CO., LTD. N0.588, Middle Section of
Mudan Avenua, Tianpeng Town, Pengzhou, Sichuan 611930,
CHINA Manufacturing site: SICHUAN XIELI
PHARMACEUTICAL CO., LTD. No.588, Middle Section of
Mudan Avenua, Tianpeng Town, Pengzhou, Sichuan 611930,
CHINA

366.

TABEKC®

TabneTku, BKpUTI
obornoHkoto, no 1,5
mr; no 20 TabneTok
y bnictepi; no 5
GnictepiB y
KapTOHHIM nayui

AT
"BITAMIH
n"

YkpaiHa

BupobHuutBo
Hepo3gacoBaHoi
npoAayKuii, nepBuHHa
ynakoBka abo
BMPOBHMLTBO 3a
NOBHUM uUuknom: AT
"Codpapma",
Bonrapis
BTopuHHa ynakoBka,
[[03BiN Ha BUMYCK
cepii: AT
"BITAMIHW",
YkpaiHa

Bonrapis/
YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAnNoBiAHOCTI €Bponelickbkin hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeObXiQHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii APY abo €sponevicbkoi hapmakonei, abo iHLwoi
HauioHanbHOI hapmakonei aepxasun €C (3miHa y
cneymgikauisix, nos'sa3aHa 3i amiHamu B [1PY, abo €Bponeinchkiin
dapmakonei, abo iHLWi HauioHanbHi hapmakonei aepxasu
€C) - NnpyBeAeHHs NokasHKKa SKOCTi MikpobionoriyHa yicToTa y
cneymikauii BXiAHOrO KOHTPOMIO aKTUBHOI PEYOBUHU Y
BiANOBIAHOCTI 40 Aito4oi MOHorpadii €Bponeicebkoi thapmakonei
5.1.4.; amiHm Il Tuny - 3miHn 3 skocTi. APl BupobHuuteo. 3miHa
BMPOBHMKa BUXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoueci AdI, abo 3miHa
BMPOGHUWKa (BKMoYao4m, e HeobxigHo, MicLie NpoBedeHHs
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponenchkil hapmakonei y 3aTBepaXeHoMy
0oCbe)(BBEAEHHSI HOBOrO BUpobHUka A®| 3 HagaHHsSM macTep-
avina Ha A®I) - nopaeTbcst HOBUIA BUPOBHUK aKTUBHOI
peyoBuHu Cytisine — Sichuan Xieli Pharmaceutical Co., Ltd,
Kutan go Bxe 3arsepaxeHoro SOPHARMA AD;
3anponoHoBaHo: Manufacturer: SOPHARMA AD 16 lliensko
Shosse Str. , Sofia 1220, Bulgaria Manufacturing site:
SOPHARMA AD 110, 23 rd Pehoten Shipchenski PolkBIvd.,
6100 Kazanlak, Bulgaria 2. Headquarters address SICHUAN
XIELI PHARMACEUTICAL CO., LTD. No.588, Middle Section of
Mudan Avenua, Tianpeng Town, Pengzhou, Sichuan 611930,
CHINA Manufacturing site: SICHUAN XIELI
PHARMACEUTICAL CO., LTD. No.588, Middle Section of
Mudan Avenua, Tianpeng Town, Pengzhou, Sichuan 611930,
CHINA

be3
peuenma

UA/2537/01/01

367.

TAOA®IN

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
Mmr; no 2 abo no 4
Tabnetku y bnictepi,
no 1 6nictepy y

FETEPO
NAB3
NIMITEQ

IHAis

[eTepo J1ab3
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM wopno 6eanekn/edekTMBHOCTI Ta hapmakoHarnagy.
BBegeHHst abo 3MiHM A0 y3aranbHeHUX JaHUX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHX AaHUX Npo CUCTEMY
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansbHoi
3a 34ifCHeHHs1 hapMakoHarnagy; KOHTakTHoi ocobu 3

3a
peuernmom

UA/17697/01/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Kopobui dapmakoHarnagy 3asBHuUKa Ans 3AiMCHeHH dapMakoHarnsay B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEHHA hapMakoHarnsay (BKo4aym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3milLleHHi MacTep-danna
cucTeMu papmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asaBHUKa,
BiANOBiAanNbHOI 3a 3AINCHEHHSA hapMakoHarnsgy B YKpaiHi:
Litoya pepakuis — Jobpoeonbcbka Hatanig OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaniz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI ocobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHs cbapmakoHarnsgy B YkpaiHi
368, TADA®IN TabneTku, BKpUTI FETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 0 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/17697/01/02
NNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMaKkoHarnsagy. peuernmom
06onoHkoto, no 20 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTEMY
Mmrno 2 abo no 4 (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHMX MPo CUCTeEMY
Tabnetku y GnicTepi, (hbapmakoHarnsigy, aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
no 1 Gnictepy y 3a 3[iiCHeHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
Kopobui apmakoHarnsagy 3asBHuUKa AN 3A4INCHEeHHs bapMakoHarnagy B
YKpaiHi, KLLO BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 34iicCHeHHA hbapMakoHarnsay (BkoYaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asiBHUMKa,
BiANoBiAanbHOI 3a 3AiNCHeHHA pbapmakoHarnagy B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iMCHeHHsa cdhapMmakoHarnsay B YkpaiHi
369, TAMOKCU®EH | tabnetkv no 10 mr Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/5528/01/01
-300POB'A Ne 60 (10x6) y BO 3 oBMexeHot BHECEHHS 3MiH [0 po3ainy “MapkysaHHs” MKA N3: peuernmom
Gnictepax; no 60 obmexeHo BiQNOBiAaNbHICTIO 3anponoHoaHo: MAPKYBAHHA BianoBigHo Ao 3aTBepa)KeHOro
TabneTtok y 10 "®apmaueBTnyHa TEKCTY MapKyBaHHS. TakoXX OHOBMEHHS TEKCTY MapKyBaHHs
KOHTENHepax Bignosiga KomMnaHis "3gopos'a” yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
nnactMacoBsux; No NbHICTIO 3a3HavYeHHs OAMHWLL BUMIPIOBaHHS Y cuctemi Sl. BBegeHHs
60 TabneTok y "®apmaue 3MiH NPOTArom 6-Tu MicAUIB NicNsa 3aTBepAXeHHSA
KOHTENHepI BTUYHA
nnactMacoBomy; no KOMMaHis
1 KOHTenHepy y "3popos'a"
KapPTOHHIN KOpooLyi
370, TAMOKCU®EH | tabnetkv no 20 mr Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/5528/01/02
-300POB'A Ne 30 (10x3), Ne 60 BO 3 obmMexeHow BHECEHHS 3MiH Ao po3ainy “MapkysaHHs” MKA 113: peyernmom
(10x6) y 6nictepax obmMexeHo BiAnoBiganbHicTO 3anponoHoBaHo: MAPKYBAHHA BignosigHo [0 3aTBepaKeHOro
10 "®apmaueBTnyHa TEKCTY MapKyBaHHS. TakoXX OHOBMEHHS TEKCTY MapKyBaHHs
Bignosiga KoMnaHis "3gopos'a” YNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopmalii Lwoao
NbHICTIO 3a3HavYeHHs O4MHWLbL BUMIpIOBaHHS y cuctemi SI. BBegeHHs
"dapmaue 3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOXKEHHSA
BTMYHA
KOMMaHis
"3g0opos's"
371, TBIHPUKC™ cycneHsis ans nakcoCmi Benuka makcoCmiTKnsanH Benbris BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/13056/01/01
BAKUMHA ONA | iH'exuivi no 1 gosi (1 TKnamH BpuTaHia Bionogxikans C.A. 3MiHuM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay (iHwi peuyernmom
MPO®INMAKTUK | mn/gosy)y Ekcnopt 3MiHM) - OHOBINEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
U TENATUTIB nonepegHbLo NimiTen 3acoby 3 BHECEHHsIM iHdopMaLii LLogo 3a3HavYeHHs 0gMHULb
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
A HanoBHEHOMY BUMiptoBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH - 3
(IHAKTUBOBA wnpuui Ne 1y 01.01.2021
HA)IB KOMMIEKTi 3 rofkoto
(AOCOPBOBA
HA)
372.| TETPAL TabneTku, BKpUTI FETEPO IHAis leTepo J1a63 IHgia BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/16596/01/01
NnNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkoto, no 50 JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTEMY
mr, no 30 TabneTok (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHUX MPo CUCTEMY
Yy KOHTelHepi; no 1 (hbapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KOHTENHepy y 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHoi ocobu 3
KapTOHHIl kopoOLyj; hapmakoHarnsay 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsagy B
no 10 Tabnetok y YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
6nictepi, no 8 BiANOBiAanbHOI 3a 3AiNCHEeHHS dhapmakoHarnaay (BKroYaym
GnictepiB y KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
KapTOHHi KopobLi cucTemu chapMakoHarnsagy) - 3MiHa KOHTaKTHOT ocobu 3asiBHUMKa,
BiAnNoBiAanbHOI 3a 3AiNCHeHHA pbapmakoHarnsagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs1 chbapMakoHarnsagy B YKpaiHi
373.| TEINTHOP Tabnetku no 20 wmr, FETEPO IHAis FETEPO NAB3 IHais BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/16947/01/01
no 10 Tabnertok y NAB3 JNIIMITEL 3MiHM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
Gnictepi, no 1 abo 3 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX aHUX NPO CUCTEMY
6nictepu y kopobui 3 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
KapTOHY hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapMakoHarnsgy; KOHTakTHoOI ocobu 3
hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cuctemu dhapmakoHarnsay) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHYMKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hapmakoHarnagy B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosud. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 34iNcHeHHs pbapMakoHarnagy B YkpaiHi
374.| TEINMHOP Tabnetku no 40 wmr, FETEPO IHAis FETEPO JIAB3 IHais BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16947/01/02
no 10 Tabnetok y JIAB3 NIMITEQ 3MiHM Wwopo 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
Gnictepi, no 1 abo 3 NIMITEQ BeeneHHst abo 3MiHW o y3ararnbHeHUX AaHuX NPO CUCTEMY

6nictepu y kopobui 3
KapTOHY

hapmakoHarnagy (BBegeHHs! y3aranbHeHX AaHUX Npo CUCTEMY
hapmakoHarnagy, 3miHa ynosHoBaxeHoi ocobu, BignosigansHol
3a 34ifCHeHHs hapMakoHarnaay; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asBHVKa AN 34iMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YyNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y po3milLeHHi MacTep-danna
cuctemy hapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asBHMKA,
BiANOBiAanNbHOI 3a 34iCHeHHa pbapmakoHarnsagy B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
lMponoHoBaHa pepakuis — HypieB EngaHxiz AnimoBudy. 3miHa
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n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu 3asiBHMKa, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsgy B YkpaiHi
375.| TENNIHOP Tabnetkn no 80 wmr, FETEPO IHAis FETEPO NAB3 IHgia BHECEHHSA 3MiH [0 peecTpauinHnx martepianis: 3MmiHu | Tuny - 3a UA/16947/01/03
no 10 tabnetok y NAB3 JIMITEQ 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
6nictepi, no 1 abo 3 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Gnictepu y kopobui 3 hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
KapTOHY hapmakoHarnsigy, 3aMiHa yrnoBHOBa)eHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHA hapMakoHarnsay (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asiBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHeHHsA chapmakoHarnaay B YKpaiHi:
Litoya pepakuis — Jobpoeonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBud. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0co6u 3asiBHMKa, BiAnoBiganbHol
3a 3[iiCHeHHs1 cbapMakoHarnsagy B YKpaiHi
376, TEHO®OBIPY TabneTku, BKpUTI FETEPO IHAis letepo J1a63 IHais BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/15263/01/01
AN30MNPOKCHU NNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwopao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
ny ®YMAPAT obornoHkoto, no 300 NIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO cUCTeMy
mr, no 30 TabneTok (hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHUX MPO CUCTEMY
Yy KOHTelHepi; no 1 hapmakoHarnsigy, aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KOHTENHepyY y 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHI kopobLi hapmakoHarnaay 3asBHuka Ans 34inCHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BigMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNCHeHHs dhapmMakoHarnsgy (Bknovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsagy) - 3MiHa KOHTakTHOT ocobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hapmakoHarnagy B YKpaiHi:
[itoya pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnpaHia Animosud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iicHeHHs1 hapmakoHarnagy B YKpaiHi
377.| TECANIH TabneTku, BKpUTI Awmakca Benuka IHTepnabop benn LLisenuapis BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/17262/01/01
NNiBKOBOIO dapma BputaHis ATl, Wsenuapis 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi peuernma
obonoHkoto; no 10 nTo (KOHTPOMb SIKOCTI); 3MiHM) - BHECEHHA 3MiH 40 po3ainy “MapkyBaHHs” MKA N13”:

Tabnetok y bnicTepi;
no 2 a6o 6 Grictepis
Y KapTOHHI kopobLi

Jla6op LlonniHrep
Al , Weenuapis
(KOHTPOMb SIKOCTI);
Makc Lennep 3b0He
ATl Wsenuapis
(BUPOBHMLTBO 3a
MOBHUM LIMKIIOM);
Coro ®nopgaic
IHTEpHELHN
CeiT3epneng CA,
LLiBenuapis
(nepBuHHE
nakyBaHHs!

3anponoHoBaHo: MapkyBaHHs1. BignosigHo Ao 3aTBepAXKeHOoro

TEKCTY MapKyBaHHsi. OHOBMEHHSI TEKCTY MapKyBaHHSI yNakoBKU

nikapcbkoro 3acoby 3 BHECEHHsIM iH(opMaLlii LWoAo 3a3Ha4YeHHS!

OOVHMWUbB BUMIpIOBaHHS Y cuctemi Sl. BBegeHHs 3MiH npoTarom
6-Tn MicsLiB nicns 3aTBepAXeHHN
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(cpacysaHHs),
BTOPVHHE
nakyBaHHS1,
MapKyBaHHS)
378.| TUBEPLUUH® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH [0 peecTpauinHnx matepianis: 3aMmiHu | Tuny - 3a UA/0175/01/01
NnNiBKOBOIO dapmaueB dPapmaueBTUYHUI 3MiHM Wwoao 6esnekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
obonoHkoto, no 25 TUYHUIA 3asog ElC BeeneHHs abo 3MiHM 40 y3aranbHeHUX faHuX MpPo CUCTEMY
mr no 50 TabneTok y 3aBofj (hapmakoHarnsigy (BBeAEeHHs y3aranbHEeHUX AaHUX MPO CUCTEMY
cbnakoHi; no 1 ErIC (hbapmakoHarnsigy, aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
¢nakoHy B 3a 3[iiCHeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
KapTOHHIN yrnakoBsLi hapmakoHarnsay 3asBHUKa AN 34iIMCHeHHs bapMakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (BkoYaym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTemu chapmakoHarnsaay) - 3MiHa KOHTakTHOi ocobu
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAanNbHOI 3a
hapmakoHarnsg B Ykpaii. [litoua pegakuis: PegopyeHko OneHa
€preHiBHa. [MponoHoBaHa peaakuia: €EdimkiH AHApPIN
["eopriioBny.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBU yNOBHOBaXXeHOI
ocobu 3asiBHMKA, BigNoBiganbHOI 3a papmakoHarnag B YkpaiHi
379.| TIAMMPOCAH® Tabnetku no 100 mr MPO.ME[ Yecbka MPO.MEQ.LIC Yecbka BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/12821/01/01
no 10 Tabnertok y .UC MNpara | Pecny6nik Mpara a.c. Pecny6nika 3MiHM 3 sikocTi. [oTOBMIA Nikapcbkuii 3acib. KoHTponb rotoBoro | peuenmom
GnicTtepi; no 3 abo 6, a.c. a nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS FOTOBOrO

abo 9 GnictepiB y
KapTOHHI kopobUi

nikapcbkoro 3acoby (iHwi 3mMiHuM y meTogax BunpobyBaHb
(Bkntoyaroum 3aMiHy abo fONOBHEHHS)) - 3aMiHa MeToay
BMNpobyBaHHs 13 3a nokasHuka «laeHTuddikauia Tianpuay
rigpoxnopuay», a came |4 cnektpometpia Ha NIR
CNeKTpOMETpIto
BBeaeHHs 3MiH NpoTaromM 6-Tu MicAUiB NicNa 3aTBEPOKEHHS;
3MiHM | Tuny - 3miHK 3 sikocTi. FoToBWI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTopax
BUNPOOYBaHHSA rOTOBOro MikapCbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPAXEHNX MeToAax BUNPoByBaHHSA); HE3HAUHI 3MiHW Y
3aTBepAXeHOMY MeTogi BunpobyBaHHs 113 3a nokasHukom
«KinbkicHWi BMicT Tianpuay B 1 Tabnetui»; 3MiHu | Tuny - 3miHn
3 sikocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTofax BUNpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (He3Ha4yHa 3MiHa y 3aTBepaXeHUX MeTofax
BMNPOOGYBaHHSI) - HE3HAYHI 3MiHU y 3aTBEPAXEHOMY MeTofi
BUNpobGyBaHHsi 113 3a nokasHWKoM «PO34MHEHHSI»; 3MiHK | TUNY
- 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acit. KoHTporb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax BUnpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y 3aTBepa)KeHUX MeTogax
BMNPOBYBaHHS) - HE3HAYHI 3MiHWN Y 3aTBEpPAXXEeHOMY MeTOoAi
BuNpobysaHHs 13 3a nokasHmkom «BTpaTta B maci npu
BUCYLLYBaHHI»; 3MiHM | TUny - 3MiHuM 3 AkocTi. [oToBUNI
nikapcbkni 3aci6. KOHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHS roTOBOro NikapcbKoro 3acody
(He3Ha4Ha 3MiHa y 3aTBepAXXeHUX MeTodax BUnpobyBaHHS) -
He3Ha4Hi 3MiHU y 3aTBepAXeHOMY MeTogdi BunpobysaHHs 113 3a
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
nokasHukoMm «CynyTHi Aomilkn» meTtogom BEPX; amiHu | Tuny -
3MiHu 3 aKocTi. ToToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax BunpobyBaHHsi FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y 3aTBepaXeHuX MeTofax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW y 3aTBEPAXXEHOMY MeTofi
BunpobysaHHs 13 3a nokasHnkom «CynyTHI AOMILLKU»
meTogom TCX
380.| TIOTPUA3OIIH | po3unH Ans iH'ekuin, MAT YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 3a UA/2931/01/02
® 25 mr/mn, no 2 mn B "lannuda 3MiHM 3 gKocTi. [oToBUIA Nnikapcbkuii 3acib. 3MiHW y BUpOBHULTBI. | peuermom
amnyni; no 10 amnyn pm" 3MiHKM y npoLeci BUpOGHULTBA rOTOBOrO flikapcbkoro 3acoby,
Y KOHTYPHIl BKIOHAK0YY NMPOMIKHUIA NPOJYKT, LLLO 3aCTOCOBYETLCH NP
YapyHKOBIW BMPOBHMLITBI rOTOBOrO fikapcbKoro 3acoby (HeaHayHa 3miHa y
ynakosLi; no 1 npoueci BUpobHULTBA) - BHECEHHS 3MiH A0 po3giny 3.2.P.3.
KOHTYPHIN Mpouec BMpOGHMLTBA Nikapcbkoro 3acoby, 3okpema:
YapyHKOBIN ynakoBLi BUKNaAEHHS TEXHOMOriYHOI cxemu BupobHuuTea 113 B HOBIl
B navui; no4 mn B penakuii
amnyni, no 5 amnyn
Y KOHTYPHI
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKu B navui
381, TOKKATA® TabneTku, BKpUTI MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/17648/01/01
NNiBKOBOIO "®apmak” 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI. | peuyernmom
o6oroHkoto, no 50 3MiHa po3mipy cepii (Bkntoyaroun fianasoH po3mipy cepii)
mr; no 10 TabneTok roTOBOro nikapcbkoro 3acoby (36inbweHHsa o 10 pasis
y 6nictepi; no 3 MOPIBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM) - 36iNbLUEHHS PO3Mipy
Gnictepn y nayui cepii roToBOro nikapcbkoro 3acoby. MNponoHoBaHa pefakLis:
23,18 kr (150,0 Tuc. Tabn.), 92,7 kr (600,0 Tvc. Tabn); aminHm |
TUNY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaroun gianasoH
po3Mipy cepii) roroBoro nikapcekoro 3acoby (3meHLweHHst Ao 10
pasiB) - 3BMEHLLEHHS PO3Mipy Cepii roTOBOro nikapcbKoro 3acoby:
MponoHoBaHa pepakuis: 185,4 kr (1200,0 Tuc. Tabn.), 370,8 kr
(2400,0 Tuc. Tabn.)
382.| TOKKATA® TabneTku, BKpUTI MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17648/01/02
NNiBKOBOIO "®apmak” 3MiHM 3 sikocTi. [0TOBMI nikapcbkuii 3aci6. 3mMiHK y BUpoBHULTBI. | peuenmom
o6oroHkoto, no 150 3MiHa po3mipy cepii (BkoYarum gianasoH po3mipy cepii)
mr; no 10 TabneTok roTOBOro nikapcbkoro 3acoby (36inbweHHs o 10 pasis
y 6nictepi; no 3 MOPIBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM) - 36iNbLUEHHS PO3MipY
Gnictepu y nayui cepii rotoBoro nikapcekoro 3aco6y. lNponoHoBaHa pegakuis:
23,0 «r (50,0 T1c. Tabn.), 92,0 kr (200,0 Tuc. Tabn.), 184,0 kr
(400,0 Tnc. Tabn.), 368,0 kr (800,0 Tuc. Tabn.)
383, TOPACEMIA- Tabnetku no 5 wr, TOB Ykpaina MNIBA XpsaTtcka Xopsaris BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3miHu | Tuny - 3a UA/10754/01/01
TEBA no 10 Tabnetok y «TeBa 0.0.0. AaMiHicTpaTyBHI 3MiHU. 3MiHa HariMeHyBaHHSA Ta/abo agpecun peuyernmom
6nictepi; no 2 abo 3 YkpaiHa» 3asiBHMKa (BnacHVKa peecTpaLiiHOro NocBiaYeHHs )

6nictepn y
KapTOHHIN Kopobui
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
384/ TOPACEMIA- Tabnetkv no 10 wmr, TOB YkpaiHa MNIBA Xpsatcka Xopsaris BHECEHHS 3MiH 4O peecTpaLlinHux martepianis: 3miHu | Tuny - 3a UA/10754/01/02
TEBA no 10 tabnetok y «TeBa [.0.0. ApamiHicTpaTuBHi 3miHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu peuenmom
6nictepi; no 2 abo 3 YkpaiHa» 3asBHVKa (BNacHWKa peecTpaLiiHoro NocBiAYeHHs )
6nictepn y
KapTOHHI KopobLi
385 TPACTUBA TabneTku, BKpUTI FETEPO IHois [eTepo J1a63 IHaisa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - - UA/15605/01/01
NnNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy.
06onoHkoto, no 600 NIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTEMY
Mr/200 mr/300 mr in (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHUX NPo CUCTeMy
bulk Ne 500 y (hbapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KOHTEeNHepax 3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (Bkno4aym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asaBHMKa,
BiAnNoBiAanbHOI 3a 3AiNCHeHHA pbapmakoHarnsagy B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs cbapMakoHarnsagy B YKpaiHi
386., TPACTUBA TabneTku, BKpUTI FETEPO IHais letepo J1a63 IHAis BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/15606/01/01
NNiBKOBOIO NAB3 JlimiTeq 3MiHM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
06onoHkoto, no 600 JIIMITEQ BBeneHHst abo 3MiHM J0 y3aranbHeHUX AaHWX NPO cUCTeMy
mMr/200 mr/300 mr, no hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
30 TabneTok y hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
KOHTENHepi; no 1 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KOHTENHepyY y hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnsay B
KapTOHHI kopobUi YKpaiHi, SIKLLO BOHa BiAgMiHHA Bif yNOBHOBaXXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cuctemu dhapmakoHarnsgy) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHYKa,
BiANOBiAaNbHOI 3a 3AINCHEeHHS dapmakoHarnsaay B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosigansHoi
3a 34iNcHeHHs pbapMakoHarnagy B YkpaiHi
387. ®AMOTUOUH Tabnetku no 20 wmr; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/8118/01/01
no 10 Tabnetok y "Knismean "Knismegnpenapart” 3MiHM 3 sikocTi. [0TOBMI nikapcbkuii 3aci6. 3MiHM y BUpOBHUUTBI | peuenmom
Gnictepi; no 2 penapat” (iHWi 3MiHW) - BUKNageHHs1 TEKCTY KOPOTKOro onucy
Gnictepu y nayui TEXHOIOrYHOro NpoLecy Ta TEXHOSOr4YHOI CXeMU BUPOBHMLITBA
B HOBIl pefakLii, 3okpema: BugarneHHs onucy caHiTapHol
NiAroTOBKW; BUAANEHHS iHAeKciB o6naaHaHHs, EMHOCTEN,
HOMEpIB NPUMILLEHb; 3a3HA4YEHHSA CUCTEMU KOHTponto 113 B
BroK-CXeMi TEXHOMOriYHOro npouecy
388. ®PEMOCTOH® TabneTku, BKpUTI ABGoTT Hinepnan A66oTT HigepnaHnaun BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/4837/01/01
KOHTI NniBKOBOO Xenckea an Bionogxikanc b.B. 3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHui peuyernmom
obonoHkoto, no 1 MpopakTtc 3MiHW) - 3ri4HO BUCHOBKY AenapTameHTy dapmaLeBTUYHOI
mr/5 mr no 28 B.B. nisnbHOCTi: BHeceHHs 3MiH o p. MapkyBaHHa MKA 113:

TabneTok y 6nicTepi;
no 1 abo 2, abo 3

3anponoHoBaHo: p. MapkyBaHHS1 «3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs1». 3rifHO BUCHOBKY yNpaBIiHHA ekcnepTuan
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

6nictepu B kopobui

iHCTPYKLi Ta HOMEHKIaTypu: OHOBIEHHS TEKCTY MapKyBaHHsI

yrnakoBKU nikapcbKoro 3acoby 3 BHECEHHsIM iHdopMaLlii woao

3a3Ha4YeHHs OQUHMLB BUMIpIOBaHHS y cuctemi Sl. BBegeHHst
3MiH MPOTArom 6-T1 MicALIB MiCNsA 3aTBEpAXEHHS

389.

®EPBEKC AnA
OITEN

NMOPOLLOK Anst
opanbHOro Po3yuHy;
8 calue y KapTOHHiIn
KopobLLi

YMCA
CAC

®paHuisa

YMNCA CAC

®paHuisa

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3MmiHu | Tuny -
3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - 3rigHO BUCHOBKY AenapTameHTy hapmaLleBTUYHOI
LisiNbHOCTI: BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapkyBaHHs1. 3rifHO 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs1. 3rigHO BUCHOBKY YMpaBniHHSA ekcrnepTuan
iHCTPYKUi Ta HOMeHKknaTypu: OHOBMNEHHS TEKCTY MapKyBaHHS
yrnakoBKU nikapcbkoro 3acoby 3 BHeCEeHHsIM iHdopMaLlii woao
3a3Ha4YeHHs1 OQMHWLb BUMIPIOBaHHS Yy cucteMi S|. BBeaeHHst
3MiH NPOTArom 6-TW MicsALIB NicNga 3aTBepAXeHHs

be3
peuenma

UA/7600/01/01

390.

®EPBEKC Ans
AoPoOCnux 3
MAJITMHOBUM
CMAKOM

NOPOLLIOK ANst
0OpanbHOro po3ymnHy,
8 calue y KapTOHHIN
KopoobLi

YMCA
CAC

®paHuis

YMNCA CAC

®paHuisa

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH Ao po3ainy «MapkyBaHHa» MKA J13:
3anponoHoBaHo: MapkyBaHHs. 3rifHO 3aTBEepAXKEHOro TEKCTY
MapKyBaHHS. OHOBIMEHHS1 TEKCTY MapKyBaHHS YNaKoBKu
nikapcbkoro 3acoby i3 3a3Ha4yeHHs1 MidKHapoAHMX NO3Ha4YeHb
OAVHULb BUMIpIOBaHHA. BBeaeHHSA 3MiH NpoTarom 6-tu Micsauis
nicns 3aTBepaKeHHs

6e3
peuenma

UA/3128/01/01

391.

®EPPYM JIEK

TabneTku xyBanbHi
no 100 mr; no 10
TabneTok y cTpuni
abo y 6nictepi, no 3
cTpunu abo
Gnictepu B
KapTOHHI kopobLi

CaHnpos
dapmacb
loTiKan3a
a.a.

CnoseHis

Jlek
dapmauyeBTryHa
KoMnaHisa a.4.

CnogBeHis

BHECEHHSA 3MiH [0 peecTpauinHmux martepianis: 3amiHu | Tuny -
3MiHM Wwopo 6eanekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHst abo 3miHM 4o y3aranbHeHUX faHux Npo cCUCTeMy
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
(hapmakoHarnsigy, aMmiHa ynoBHoBa)eHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuka Ans 34inCHeHHA hapMakoHarnagy B
YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif ynoBHOBaxeHOoi ocobwu,
BiANoBiAanbHOI 3a 3aiMCHeHHs hapmakoHarnaay (BKnoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3milLeHHi macTep-daiina
cuctemu papmakoHarnsay) - 3MiHa ynoBHoBaxeHoi 0cobu
3asBHMKa, BignosiganbHoi 3a papmakoHarnag. Liroya pegakuis:
CebacTbsiH XOpH, AOKTOp MeAUYHMX Hayk. Sebastian Horn,
M.D., Ph.D. lNMponoHoBaHa pegakuisa: Oasig OxoH Jlesic,
6akanasp Hayk. David John Lewis, B.Sc (Hons), Ph.D. 3miHa
KOHTaKTHOI 0cobu 3asBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi. [itova pegakuisa: BaweHko BikTopis
CepriiBHa. Vashchenko Viktoriia, M.D. NMponoHoBaHa pegakuis:
Opnos B’auecnas Bikroposuy. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX [laHUX YNoBHOBaXeHOi ocobw, BignosiganbHoi 3a
3AiNCHeHHs hapMakoHarnsagy. 3MiHa KOHTaKTHUX SaHUX
KOHTAKTHOI 0cobu 3asiBHMKA, BiAnoBiaanbHOI 3a 34iNCHEHHSs
apmakoHarnsgy B YkpaiHi.
3MiHa Micus 34iMCHEeHHsI OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXOOKEHHSI
macTep-danna

3a
peuernmom

UA/0127/02/01

392.

®EPPYM JIEK

cupon, 50 mr/5 mn
no 100 mny
dnakoHi; no 1

CaHpos
dapmach
loTiKan3

CnoBeHist

BUMYCK cepii: Jlek
dapmaueBTUYHa
KoMnaHisa g.4a.,

CnoseHisi/
TypeyunHa/
PymyHisi

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM Wwopno 6eanekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHMX gaHWX NPO CUCTEMY

3a
peuenmom

UA/0127/03/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dnakoHy B a.a. CnoBeHis; hapmakoHarnsigy (BBeAEeHHs y3aranbHeHUX AaHuX NPo CUCTemy
KOMMIEKTi 3 MipHOH BMPOOHMLTBO in hapmakoHarnsigy, 3aMmiHa yrnoBHOBaXeHoi ocobu, BignosigansHoi
FNOXKOK B KAPTOHHIN bulk, nakyBaHHs: 3a 3[iiCHEeHHs1 hapmMakoHarnsay; KOHTakTHoOi ocobu 3
Kopobui Canpo3s Inak CaHnan hapmakoHarnsay 3asiBHVKa AN 34iIMCHeHHs dbapMakoHarnsgy B
Be TikapeT A.C., YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
TypeyunHa; BiANOBiAanNbHOI 3a 3AiNCHEHHS dhapmakoHarnaay (BKMoYaym
KOHTpOIb/BUNpobyB KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilleHHi MacTep-daiina
aHHs cepii: C.K. cucTemu chapMmakoHarnsaay) - 3MiHa ynoBHOBaXKeHoi ocobm
CaHpos C.P.J1., 3asiBHMKa, BiANOBiAanbHOI 3a papmakoHarnag. Hitoya pegakuis:
PymyHis CebacTbssH XOpH, AOKTOp MeAUYHMX Hayk. Sebastian Horn,
M.D., Ph.D. lNMponoHoBaHa pepakuisa: Oasia OxoH Jlesic,
6akanasp Hayk. David John Lewis, B.Sc (Hons), Ph.D. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsay B YkpaiHi. [itoua pepakuisn: BaieHko BikTopis
CepriiBHa. Vashchenko Viktoriia, M.D. NMponoHoBaHa pepakuis:
Opnog B’ayecnas Biktoposuy. Viacheslav Orlov, M.D. 3MmiHa
KOHTaKTHUX JaHUX YNOBHOBaXKeHO! ocobu, BiAnoBigansHoi 3a
30iACHEHHS (hapMakoHarnsgy. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
apmakoHarnsgy B YkpaiHi.
3MiHa Micus 3AiCHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsigy. 3MiHa HoMepy Ta MiCLLe3HaXO4KEHHS
MacTep-canna
393, ofiKcoTmg™ aeposornb Ansa "makcoCwmi Benuka 'nakco Bennkom dpaHuis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3amiHu | Tuny - 3a UA/7547/01/01
EBOXAJNEP™ iHranauin, TKnsH BputaHis MpopakLuH, Icnanis 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
nososaHui, 50 EkcnopTt ®paHuia; Makco 3MiHW) - OHOBMEHHSsI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
MKr/go3y no 120 fos JlimiTeq Bennkom C.A., 3acoby 3 BHECEHHsIM iHdopMaLlii LWoAo 3a3HauyeHHs O4UHULb
B aepo30SIbHOMY IcnaHis BMMiptoBaHHS y cuctemi Sl. BegeHHst 3mMiH npoTarom 6-tu
GanoHi 3 [o3yH4YUM MicAUiB Nicnst 3aTBEPOKEHHSA
KnanaHom; no 1
HanoHy B kopobui
394.| onikcoTng™ aeposornb Ansa "nmakcoCmi Benuka 'nakco Bennkom dpaHuis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/7547/01/02
EBOXANEP™ iHranauin, TKnsH BputaHis MpopakLuH, Icnanis 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
nososaHui, 125 Ekcnopt ®paHuis; Makco 3MiHW) - OHOBMEHHsI TEKCTY MapKyBaHHS YNaKkoBKW NikapCbKoro
Mkr/go3sy no 60 gos TNiviteq Bennkom C.A., 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
abo no 120 o3 B IcnaHis BMMIiptoBaHHSA y cuctemi Sl. BegeHHs 3mMiH npoTarom 6-tu
aepo3onbHOMY MicsUiB Nicnsi 3aTBEPAKEHHSA
6anoHi 3 4o3yunMm
KnanaHom, no 1
HanoHy B kopobLi
395.| ®NYKAN kancynu no 30 mr no FETEPO IHAis [etepo J1a63 IHais BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17009/01/01
10 kancyn y JIAB3 JimiTeq 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom
6nictepi, no 1 NIMITE BBegeHHst abo 3MiHM 40 y3aranbHeHUX AaHWX NPO cucTeMy

6nictepy y kopobui 3
KapTOHY

hapMmakoHarnagy (BBe4eHHs! y3aranbHeHWX AaHUX NPo CUCTEMY
hapmakoHarnsigy, 3aMmiHa yrnoBHOBa)keHOi ocobu, BignosiganbHoi
3a 34iNCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iMCHeHHs bapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym
KOHTaKTHi gaHi) Ta/abo 3miHn y po3MilLeHHi macTep-danna
cucTeMy papmakoHarnsgy) - 3miHa KOHTakTHOI 0cobu 3asiBHUKA,
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiANOBiAANbHOI 3a 3AiNCHEHHSA hapMakoHarnsay B YKpaiHi:
Litova pepakuis — Jobpoeonbcbka Hatanig OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHUX KOHTaKTHOI ocobu 3asiBHMKA, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsgy B YkpaiHi
396.| ®NYKAN Kancynu no 45 wr, FETEPO IHois [eTepo J1a63 IHaisa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 3a UA/17009/01/02
no 10 kancyn y NAB3 Tlimiteq 3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
6nictepi, no 1 JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHEeHUX AaHWX NPO CUCTEMY
6nictepy y kopobui 3 (hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHUX MPo CUCTEMY
KapTOHY (hbapmakoHarnsigy, 3aMmiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapMakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUKa Ans 34inCHeHHA hapMakoHarnaay B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHEeHHA hapMakoHarnsay (Bkno4aym
KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asaBHMKa,
BiANOBiAanbHOI 3a 3AiNCHeHHA hapmakoHarnsaay B YKpaiHi:
Litoua pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI 0cobu 3asiBHMKA, BianoBigansHoi
3a 3[iiCHeHHs cbapMakoHarnsagy B YKpaiHi
397.| ®NYKAN Kancynu no 75 wr, FETEPO IHais letepo J1a63 IHaia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17009/01/03
no 10 kancyn y NAB3 JlimiTeq 3MiHM Wwopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
GnicTtepi, no 1 JIIMITEQ BBeneHHst abo 3MiHM J0 y3aranbHeHUX AaHKX NPO cUCTEMY
6nictepy y kopobui 3 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
KapTOHY hapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
YKkpaiHi, kL0 BOHa BiAMiHHA Bif yNnoBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3mileHHi MacTep-daiina
cuctemu dhapmakoHarnsgy) - 3aMmiHa KOHTakTHOT 0cobu 3asiBHYKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA hbapmakoHarnsay B YKpaiHi:
[itova pepakuis — [lobpoBonbcbka HaTtanist OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosigansHoi
3a 34iNcHeHHs pbapMakoHarnagy B YkpaiHi
398.| ®OPKCICTA TabneTku, BKpUTI Actpa3eH LLseuis Bupo6Huk "in bulk": CLUA/ BHECEHHS 3MiH [0 peecTpaLiHMx maTtepianis: 3MiHa 3asiBHUKa 3a UA/13302/01/01
NniBKOBOO eka Ab BpicTon-Marepc Benvka (BBeaeHHs 3MiH NpoTArom 6-Tu MicsAUiB NiCNs 3aTBEPAXEHHS) peyernmom
060r0oHKO, Mo 5 Mr, CkBibo BpuTtaHis/
no 10 Tabnetok y MaHydakTypiHr Lsewis
Gnictepi; no 3 Komnati, CLUA;
6nictepu y BupobHuK,

KapTOHHIN KopobLyi

BianoBiganbHWiA 3a
nepBuHHE Ta
BTOPVHHE
nakyBaHHSl, BUMYCK
cepii:
Actpa3eHeka HOK
NimiTen, Benuka
BpurtaHis;
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BupobHuK,
BiAnNoOBiganbHW 3a
KOHTPOIb SAKOCTi:
Actpa3eHeka Ab,
LLBeuis;
Bupo6Huk "in bulk":
AcTtpa3eHeka
dapmacbioTrkanc
JiN, CWA
399./ ®OPKCIFTA TabneTku, BKpUTI AcTtpa3eH LLsewis Bupo6Huk "in bulk™: CLuA/ BHECEHHS 3MiH 1O peecTpaLuinH1X MaTtepianis: 3MiHa 3asiBHUKa 3a UA/13302/01/02
NNiBKOBOIO eka Ab Bpicton-Maiepc Benuka (BBeaeHHs 3MiH NpoTarom 6-Tu MicsLiB nicnst 3aTBepAXKEHHS) peuernmom
obonoHkoto, no 10 CkBi66 BpuraHis/
mr, no 10 TabneTok MaHydakTypiHr LLBewis
y bnictepi; no 3 Komnati, CLUA,;
Gnictepn y Bupo6HuK,
KapTOHHI kopobLji BiANoBiAanbHWA 3a
nepBuHHE Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepit:
AcTtpa3eHeka HOK
JlimiTen, Benuka
BpuTaHis;
BupobHuK,
BiANOBiAanbHUIA 3a
KOHTPOSb SAKOCTI:
Actpa3eHeka Ab,
Lseuis;
Bupo6Huk "in bulk":
AcTpa3eHeka
dapmacboTukanc
JMN, CWA
400.| ®PI®IIO PO3YMH peKTanbHUNM, KYCYM IHais KYCYM XENTXKEP IHaisa BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/17753/01/01
KNISMA 21,4r/9,4rB 118 XENTXKE NBT NTO 3MiHM 3 sikocTi. [oTOBMI Nikapcbkuit 3aci6. 3MiHM y BUPOBHUUTBI. | peyenma
mn, no 133 mny P MBT 3MiHa po3mipy cepii (BkntoYaroun fgiana3oH po3mipy cepii)
cbnakoHi 3 nTh roTOBOro nikapcbkoro 3acoby (36inbweHHsa o 10 pasis
HaKOHEYHMKOM Ta MOPIBHSHO i3 3aTBEPAXEHUM PO3MIpOM) - BBEAEHHS OOATKOBOro
KOBMaykom, no 1 po3Mipy cepii roToBOro nikapcbkoro 3acoby. 3anponoHoBaHo:
dnakoHy y 66,5 n (500 dnakoHiB); 199,5 n (1500 dnakoHiB)
KapTOHHIN ynakoBLi
401.| ®Y3IKYTAH Masb2 % nob5r, 15 Oepmadpa HimeyunH mibe M6X HimevunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/10307/02/01
ra6o 30 r y Ty6i; no pm Al a ApuHanmitTenn 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapMakoHarnaay. peyernmom

1 Ty6i B KAPTOHHIN
navui

BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cUucTemy
hapMmakoHarnagy (BBe4eHHs! y3aranbHeHWX AaHUX NPo CUCTEMY
hapmakoHarnsigy, 3aMmiHa yrnoBHOBa)keHOi ocobu, BignosiganbHoi

3a 34iNCHeHHs hapMakoHarnagy; KOHTakTHoOI ocobu 3
hapmakoHarnsay 3asiBHVKa AN 34iMCHeHHs bapmakoHarnsagy B
YKpaiHi, AKL0 BOHa BiAMiHHA Bif YNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iCHeHHA hapmakoHarnsgy (BkMovaym

KOHTaKTHi gaHi) Ta/abo 3miHn y po3MilLeHHi macTep-danna

cucTeMy papmakoHarnsgy) - 3miHa KOHTakTHoOi ocobu
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YMOBHOBaXKEHOi 0COOM 3asiBHMKA, BiANOBIAanNbLHOI 3a
papmakoHarnsg B YkpaiHi. [litoua pepakuis: banabaw Bitanin
Mwukonanosuy. NponoHoBaHa pefakuis: Heyan Mapis MNasnisHa.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asBHVKa, BianosiAaneHoI 3a hapmakoHarnsg B YkpaiHi
402, ®YPALUNIH® Tabnetkv ans MAT YkpaiHa MAT "Tanuudapm”, Ykpaina BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 6e3 UA/5187/01/01
NPUroTyBaHHs "lannuda YkpaiHa; MNAT 3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernma
pO34unHy onsa pm" "KviBmegnpenapat", 3MiHW) - 3MiHW BHECEHO B |HCTpYKLio Ans MeanyHoro
30BHILLUHBOrO YkpaiHa 3acTOoCyBaHHS Nikapcbkoro 3acoby Ao po3ainy: "Cnocib
3acTocyBaHHs no 20 3acToCcyBaHHS Ta 403W" BiANOBIAHO A0 OHOBNEHOI iHChopMaLii 3
mr, no 10 TabneTok 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby (4ofaHo
y cTpunax; no 10 iHcbopmaLito Wwoao obMexxeHHs 3acTocyBaHHst npenapaty Ao 10
TabneTtok y [HiB) Ha niacTasi AaHux cuctemu bapmakoHarnagy MAT
6nictepax; no 10 "Manuydapm", sk oaWH i3 3axodiB 3 MiHIMi3aLlii pu3nkiB po3BUTKY
TabneTok y 6nicTepi, pPEe3nCTEeHTHOCTI 40 Npenapary BHacnigoK TpMBanoro
no 2 6nictepu B 3acTocyBaHHs. BBegeHHA 3MiH NpoTsarom 6-Tn Micauis nicns
navui 3aTBEPAKEHHS
403, XABPUKC™ cycneHsisa ans "makcoCwmi Benuka "nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/16497/01/02
1440 BAKUMHA | iv'ekuin 1440 O TKnsH BputaHis Bionogxikana C.A. 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapmakoHarnagy (iHwi | peyernmom
ansa ELISA no 1 mn (1 EkcnopTt 3MiHW) - OHOBMEHHSsI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
NPO®IIAKTUK | posa ans gopocnux) JlimiTeq 3acoby 3 BHECEHHsIM iHdhopMaLlii LLoao 3a3HauYeHHs1 OAMHULb
UTEMATUTY A | y dnakoHax; no 1 BMMiptoBaHHs y cuctemi Sl. TepmiH BBeaeHHs 3amiH 3 01.01.2021
cnakoHy B p. nicnsa 3aTBepAXeHHs
KapTOHHI kopobLi
abo nonepeaHbO
HanoOBHEHMNX
wnpuuax y
KOMMIEKTi 3 rONnKoto;
no 1 wnpuuy B
KapPTOHHIN kopobLi
404.| XNOPo®IINT KOHLeHTpaT Ansa Tosapuct YkpaiHa KOHTPOJSb SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/1556/04/01
PO34mnHY Ana BO 3 BUMYCK Cepii: 3MiHK 3 sikocTi. FoToBUMIA Nikapcbkuit 3aci6. KoHTponb roToBoro | peuenmom
iH'EKUiN, cnupTOoBUNA, obmexeHo ToBapucTso 3 nikapcbkoro 3acoby. 3miHa y MmeTofax BUnpobyBaHHsi FOTOBOrO
2,5mMr/mMnno2mnB 10 obmexeHot nikapcbkoro 3acoby (He3Ha4yHa 3MiHa y 3aTBepaXeHUX MeTofax
amnynax; no 10 Bignosiga BiAnoBiganbHicTO BUNPOGYBaHHS1) - BHECEHHS 3MiH 40 MeToaMkK “[lenpecopHi
amnyn y navui 3 NbHICTIO "[locnigHun 3aBof peyvyoBUHU” AoLinbHa 3MiHa PiBHSA TECT-A03M NikapCbKoro 3acoby.
KapTOHY; M0 2 MN B "[locnigHn "THUJIC", YKpaiHa; OntumanbHa BeNnu4MHa Ans HaginHocTi BUNpobyBaHHS NOBUMHHA
amnyni; no 10 amnyn 1 3aBOf, BCi cTagji 6yTV MakcumarnbHO Bnu3bKot [0 cepefHbOi TepaneBTUYHOT
y 6nictepi; no 1 "THUNC" BMPOGHMLTBA, 003K iH'eKUiiHOro Npenapary xnopodininTy y nepepaxyBaHHi Ha
6nictepy y navui 3 KOHTPOJSb SKOCTI, 1 Kr macwu Tina Kiwkun. 3anponoHosaHo: TecT-go3a - 1,6 mn
KapTOHY BUMYCK cepii: po3uunHy (1 mn npenapaty — 19,0 mn cTepunbHoro po3vunHy 9,0
ToBapucTso 3 r/n HaTpito xnopuay) Ha 1 Kr Macu Tina Killku BHYTPILLHbOBEHHO;
obmexeHot CynyTHS 3MiHa: - 3MiHM 3 siKoCTi. [oTOoBUI Nikapcbknii 3acib.
BiQNOBiAaNbHICTIO KoHTponb rotosoro nikapcbkoro 3acoby. 3miHa napameTpis
"®apmaueBTuyHa cneumadikauin Ta/abo JonyCTMMUX MEX roTOBOrO MikapCbKoro
KOMMaHis 3acoby (iHLwWi 3miHK)
"3gopos'a", YkpaiHa
405.| UENEBPEKC® kancynu no 200 wr; NeAN3EP CLUA Heondapma IHk., CLUA/ BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis: 3MiHu | Tuny - 3a UA/4463/01/02
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 10 kancyn y IHK. CLUA (BpobHMUTBO HimeuyunHa agMiHiCTpaTMBHI 3aMiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuernmom
6nictepi; no 1, abo npenapary "in MiCLii MPOBaAKEHHS AiANbHOCTI BUPOOHWMKaA (BKNOYaoun, 3a
no 2, abo no 3 bulk"); Mdparzep HeoOXigHOCTI, MiCLie MPOBeAEHHSI KOHTPOIO SKOCTi), abo
Gnictepn y MeHodekyypuHr BrnacHuka mactep-ganna Ha A®|, abo noctayanbHuKa
KapTOHHi Kopobui Honunena M'mobX, Adl/BnxigHoro matepiany/peareHTy/npoMi>KHOrO NPOAYKTY, LU0
HimewunHa 3aCTOCOBYHOTLCA Y BUPOOHULTBI AP (SKLLO 3a3HAYEHO Y A0ChE
(nakyBaHHs, Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTa BignoBigHOCTI
KOHTPOIb SKOCTi Npw €Bponelicbkii hapmakonei y 3aTBepaXeHoOMy A0Cbe, abo
BUMYCKY, BUMYCK BMPOBHMKa HOBOI OMOMIXXHOI PEYOBUHU (SIKLLO 3a3HaYeHO y
cepii, MapKkyBaHHS); [0CbE) - 3MiHa Ha3BM BUPOOHWMKA Ajtoyoi pevoBuHM Lienekokcuo,
Mdpansep 6e3 3MiHM (PhaKTUYHOro po3TallyBaHHs AiNbHULI.
dapmactoTikana BanponoHoBaHo: Pfizer Asia Manufacturing Pacific Pte Ltd,
JINC, CWA Singapore
(BMPOBHMLTBO
npenaparty "in
bulk"); P-dapm
xepmaHi TM6X,
HimeuunHa (Bunyck
cepii, NakyBaHHs,
MapKyBaHHS,
KOHTPOIb SIKOCTi Npu
BUMYCKY)
406.| LETPUNEB TabneTku, BKpUTI FETEPO IHais [eTepo J1a63 IHaisa BHECEHHSA 3MiH [0 peecTpauinHmux martepianis: 3aMiHu | Tuny - 6e3 UA/15063/01/01
HEO NNiBKOBOIO NAB3 JlimiTeq 3MiHM wopno 6eanekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuenma
060r0oHKOI0, N0 5 Mr JIIMITEQ BBeneHHst abo 3MiHM [0 y3aranbHeHUX JaHUX NPO CUCTEMY
no 10 Tabnetok y hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHUX Npo cucTemy
Gnictepi; no 1 abo 3 (hapmakoHarnsigy, aMmiHa ynoBHoBa)eHoi ocobu, BignosigansHoi
Gnictepu B 3a 3[iiCHEHHs1 hapmakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHI kopoobLi; hapmakoHarnaay 3asBHuUka Ans 34inCHeHHA hapMakoHarnagy B
no 10 Tabnetok y YKkpaiHi, SIKLLO0 BOHa BigMiHHa Bif yNnoBHOBaxeHOoi ocobu,
Gnictepi; no 1 BiANoBiAanbHOI 3a 3aiNcHeHHs hapmakoHarnaay (BknoYaym
6nicTepy B KapTOHii KOHTaKTHi AaHi) Ta/abo 3MiHN y po3milLeHHi macTep-daiina
kopobui; no 10 cucTemu hapMakoHarnsagy) - 3MiHa KOHTakTHOT ocobu 3asiBHUKa,
KapTOHHMUX KOPOBOK BiANOBiAanNbHOI 3a 3AiNCHeHHA hbapmakoHarnsagy B YKpaiHi:
Y KapTOHHI kopobui [itova pepakuis — [lobpoBonbcbka HaTtaniss OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies EnaaHia Animosud. 3miHa
KOHTaKTHUX JlaHUX KOHTaKTHOI 0cobu 3asBHMKa, BianosigansHoi
3a 34icHeHHs bapmakoHarnagy B YkpaiHi
407.| UETPUNEB cupon 2,5 mr/5vmn no €BPO IHAis OLC JlimiTeq IHais BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/9079/02/01
cupon 30 mn abo no 50 mn NAN®KEP 3MiHu 3 sikocTi. [oToBUI Nikapcbkuit 3aci6. KoHTporb roToBOro peuernma
abo no 100 mn MPAVBIT nikapcbkoro 3acoby. 3miHa y MeTofax BUNpobyBaHHsi FOTOBOrO
cupony y drnakoHi; NIMITER nikapcbkoro 3acoby (iHLWwi 3MiHM y MeTodax BunpobyBaHb

no 1 dpnakoHy 3
MIPHUM KOBMAYkoMm y
KapTOHHIN Kopobui

(BKkMoYaro4um 3amiHy abo [ONOBHEHHS)); CYNnyTHSA 3MiHa: - 3MiHK 3
sAkocTi. FoToBuUi nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneundikauii Ta/abo
[0NYCTUMMUX MEX rOTOBOrO fiKapCbKOro 3acoby (4ONOBHEHHSI
abo 3amiHa nokasHuka cneuudikadii 3a pesynbTatamu
pocnigxeHb 3 6e3nekn abo AKOCTI (3a BUHATKOM NiKapCbKnX
3acob6iB 6ionoriYyHOro/iMyHOMOriYHOro NOXOAXKEHHS)) - BHECEHHSI
He3Ha4yHMX 3MiH Ta pegakuiiHux npaBok Ao Metogis
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BuNpobyBaHHs 113 06ymoBneHo NpuBeaeHHSM Y BiAMOBIOHICTb
[0 MaTepianis BUpobHMka. BBegeHHs 3MiH NpoTsirom 3-x Micsiuis
nicnsa 3aTBepAXeHHs.; 3MiHu | Tuny - 3miHu 3 sikocTi. [oToBMI
nikapcbkui 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuundgikauin Ta/abo 4ONyCTUMUX MeX
rOTOBOTO Nikapcbkoro 3acoby (iHLWi 3MiHW) - BHECEHHS1 HE3HaYHNX
3MiH Ta pefakuiiHux npaBok o Cneumndikauii M3 ta
BUITYYEHHS MPUMITKM - HE PYTUHHUIA TECT 3a MOKa3HUKOM
«MikpobionoriyHa YucToTa» 06yMOBMEHO NMPUBEAEHHAM Y
BiANOBIAHICTbL 4O MaTepianiB BUpobHuka. BBeaeHHst 3amiH
NPOTAroM 3-X MiCALIB NiCNsa 3aTBEPAXKEHHS.

408.

LIE®ANEKCUH
ANKANOIO®

NOPOLLIOK ANst
opanbHOoi cycneHsii,
250 mr/5 mn (gns
100 mn) no 65,4 1
NOPOLLKY Y ¢hrnaKkoHi;
no 1 conakoHy y
KOMMNEKTi 3
nnacTMacoBolo
MIPHOIO NTOXKOIO Y
KapTOHHi KopobLi

ANKANOT
OAL

Ckon'e

Pecny6nik
a
MakenoHis

Ankanoig ALl -
Ckon'e

Pecny6bnika
MakenoHis

BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 gkocTi. MeanyHi npucTpoi. 3miHa NpucTpoiB Ans
BMMIipIOBaHHS 031 abo BBeOEHHS Nikapcbkoro 3acoby
(nopaBaHHsA abo 3amiHa MPUCTPOID, SIKUI HE € HEBIf'EMHOI0
YacTMHOI NEPBUHHOI ynakoBku) - MpucTpin, skuin mae CE-
MapKyBaHHS! -
3aMiHa nnacTukoBoi MipHoi noxku PS 2.5/5B 3 CE-MapkyBaHHAM
(noctavanbHuk Va Plast dooel — Ohrid Republic of North
Macedonia) Ha nnacTukoBy MipHOT noxkun PS 2.5/5 3 CE-
MapKyBaHHsM (noctayanbHuk Plastika Razborsek d.o.o.
Studenec 5c, 1260 Ljubljana-Polje Slovenija); amiHu | Tvny -
3miHu 3 sikocTi. CepTudpikaT BignosigHocTi/ME-cepTudikar
BignoBigHOCTI €Bponelicbkint hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMeHoro ceptudikara BignosiaHOCTi abo
BUITyYEeHHs cepTudikata BianoBiaHOCTI €Bponeincbkin
dapmakonei: ans A®l; ona BuxigHoro
matepiany/peareHTy/npoMi>KHOro NpoayKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMLTBI ADI; Anst 4ONOMiKHOI
peyvoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - OHoBnEHWI cepTudikaT Bif yke 3aTBepaXXeHOro
BMPOOGHMKA - NOAaHHsA OHOBEHOro cepTudikarta BignoBigHOCTI
€sponeicbkin hapmakonei R1-CEP 1997-007-Rev 07 Bia yxe
3aTBepaxeHoro BupobHuka AP| LiedpanekcrHy moHorigpary,
NMOPOLLOK Y 3B A3KY 3i 3MiHOIO Ha3By BnacHuka 3 DSM Sinochem
Pharmaceuticals Netherlands B.V., Higepnanau Ha Centrient
Pharmaceuticals Netherlands B.V., HigepnaHgu ta Bupo6Hu4oi
ninbHUUi 3 DSM Sinochem Pharmaceuticals Spain, S.A., IcnaHis
Ha Centrient Pharmaceuticals Spain, S.A., IcnaHis (Bupo6Hu4a
OinbHUUSA 3anuwmnacs Tieto camoto). BknoyeHo B CEP ouiHky
pV3VKY eNeMEHTHUX JOMILLOK

3a
peyernmom

UA/0264/01/01

4009.

LUEDOMA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 100
mr no 10 TabneTok y
6nictepi; no 1 abo 2
6nictepwn y kopobui

CaHpos
dapmacb
loTikan3a
a.a.

CnoseHist

CaHnpos 'M6X-
TexOnc

ABcTpis

BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM wopno 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy.
BBegeHHsi abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs y3aranbHeHX AaHUX NPo CUCTEMY
hapmakoHarnsgy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
3a 34iCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHVKa AN 34iIMCHeHHs dhapmakoHarnsagy B
YKpaiHi, K0 BOHa BiAMiHHA Bif YyNOBHOBaXeHOi ocobu,
BigNoBiganbHOI 3a 34iicHeHHs bapMakoHarnagy (BKno4aym

3a
peuenmom

UA/14864/01/01
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
cucTemu chapMakoHarnsagy) - 3MiHa ynoBHOBaXeHOoi ocobm
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarns.

Litova pepakuis: CebacTbsaH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa peaakuis: Jasig
IxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa KOHTaKTHOI 0coOU 3asiBHMKA, BiANoBiganbHOI 3a
3fificHeHHs dbapmakoHarnsaay B Ykpaini. [itoya pepakuis:
BauweHko Biktopis CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis:

Opnos B’syecnas Bikroposuy. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOI ocobu, BignosigansHoi 3a
30iCHEHHs hapmakoHarnsaay. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnagy B YkpaiHi.
3MiHa Micus 3AiCHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsgy. 3MiHa HoOMepy Ta MiCLLe3HaXO4KEHHSI
MacTep-canna

410.

LE®OMA

TabneTku, BKpUTI
NniBKOBOO
o6onoHkoto, no 200
mr no 10 TabneTok y
Gnictepi; no 1 abo 2
Gnictepu y kopobui

CaHnpos
dapmacsb
loTiKan3a
Aa.no.

CnoBeHist

CaHpos 'm6X-
TexOnc

ABcTpis

BHECEHHSA 3MiH 40 peecTpauinHux MmaTtepianiB: BHECEHHSA 3MiH 4O
peecTpauinHux maTtepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. BeeneHHs abo
3MiHM [0 y3aranbHeHUX faHUX Npo cucTeMy cdbapMakoHarnsay
(BBEOEHHS y3aranbHeHUX faHux Npo cuctemy dapmakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BignosigansHoi 3a 30iNCHEHHSs!
(hapmakoHarnsiay; KOHTaKTHOI ocobu 3 hapmMakoHarnsay
3asBHMKa ANg 34iNCHeHHsA dhapmakoHarnagy B YKpaiHi, SKwo
BOHa BigMiHHA Bi ynOBHOBa)KeHOI ocobu, BignoBigansHoi 3a
3AicHeHHs hapMmakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI macTep-caiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHoOBaXeHOi 0cobu 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnsa.

[itoua pepakuis: CebacTbsH XOpH, JOKTOP MEAUYHUX Hayk.
Sebastian Horn, M.D., Ph.D. lNponoHoBaHa pegakuis: [Jasig
IxoH JeBic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTaKkTHOI ocobu 3asiBHMKa, BiANOBiAanbHOI 3a
34iMcHeHHs hapMakoHarnagy B YkpaiHi. [litova pegakuis:
BawyeHko Bikropis CepriiBHa. Vashchenko Viktoriia, M.D.
lMponoHoBaHa pegakuis:

Opnos B’auecnas Bikroposud. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX [laHUX YNoBHOBaXeHOi ocobw, BignosiganbHoi 3a
3AiMCHeHHs hapMakoHarnagy. 3MiHa KOHTaKTHUX SaHUX
KOHTaKTHOI 0cobu 3asBHMKa, BiANOBiAanbHOI 3a 30iACHEHHS
hapmakoHarnsgy B YKpaiHi.
3MiHa Micus 34iMCHEeHHs OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXO4KEHHSI
MacTep-canna

3a
peuernmom

UA/14864/01/02

411.

UMKNOAUHOH
®

TabneTkn, BKpUTI
obonoHkoto, no 15
TabneTok y 6nicTepi;
no2 abono4
bnictepu B

BioHopuka
CE

HimeuunH
a

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiH1X matepianis: 3miHu | Tuny —
AofaBaHHS AiNbHULI, fie NPOBOANUTLCSI KOHTPOSb Ha
MikpobionoriyHy unctoty AP| (eKCTpakTy NNoAiB NPYTHAKY
3BMYAHOro HaTUBHOrO Cyxoro); 3anponoHoBaHo: 3.2.5.2.1.2
Manufacturers of herbal preparation Microbiological quality

be3
peuenma

UA/0267/02/01
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Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1
KapTOHHI KopobLi

(alternative to testing performed by Bionorica SE): Labor L + S
AG Mangelsfeld 4,5,6 97708 Bad Bocklet-Gropenbrach,
Germany; 3miHu | TNy — BUNy4YeHHs HE3HA4YHOrO NapameTpy
BMNpoByBaHHA Nig yac BupobHuuTBa ADI, a came Buxig
npomixHoro npoaykTy (Yield (weighing + calculation): (85 -
100)%) ans IPC 10; BusHayeHHs BUxody NPOMiXKHOrO NPOAYKTY
He € BupilWanbHum Ansi npouecy. CniBBigHOLLIEHHS EKCTPaKTy
nikapcbkoro 3acoby 40 HAaTUBHOrO EKCTPAKTY € BaXNUBUM
napamMeTpoM i 3anuLIaeTbCa HE3MIHHUM; 3MiHU | TNy —
BUITy4YEHHS1 HE3HAYHOro NapameTpy BUNpobyBaHHS Mig yac
BMpobHuuTBa API, a came yacy 3miwyBaHHsa (Mixing time (time
measurement): (20x 2) min) ans IPC 01; CniBBigHOLWEHHSA
EKCTpaKTy fikapcbKoro 3acoby A0 HAaTMBHOTO EKCTPaKTY €
BaXXNMBUM NapaMeTPOM i 3anunLIaeTbCs HE3MIHHUM; 3MiHK | TUny
— OHOBIEHHS MeToAiB komnaHii PhytoLab GmbH & Co. KG, a
came OHOBIEHHS METOAMKUN BU3HAYEHHSI acdhriaTOKCUHIB B
POCIVHHIN CUPOBUHI 3 HE3HAYHMMU 3MiHAMU Ta 3MiHOIO HOMepY
TecTy 3 SOP 805050 _fruit, issue 3 Ha PV.11.P019_03; amiHn |
TUNY — OHOBMEHHS MeTopaiB koMmnaHii PhytoLab GmbH & Co. KG,
a caMe OHOBIEHHsSI METOAUKM BU3HAUYEHHS adnaToOKCHHIB B
POCIMHHIN CUPOBUHI 3 HE3HAYHVMMU 3MiHaMM Ta 3MiHOIO HOMEpY
TecTy 3 SOP 805050 _fruit, issue 3 Ha SOP 805023, issue 1;
3MiHu | TUNy - oHoBReHHs MeTogiB koMmnaHii PhytoLab GmbH &
Co. KG, a came OHOBMEHHS METOAMKN BU3HAYEHHS NecTuumnais B
POCHMHHIN cMpoBUHi. 3anponoHoBaHa meTtoauka SOP
720010_reg, VO1 3acHOBaHa Ha 3aTBepaXeHiln, ane MiCTUTb
HabaraTo 6inbLue AeTanel Npo NiAroToBKy 3paskiB Ta
BMMIPIOBaHHS; 3MiHM | TUNY — po3’eQHaHHA 3aranbHOro metoay
3a nokasHunkom «lgeHTudikauisa ipugoigis TWX» ana A®I Ta
roTOBOro NikapcbKoro 3acoby Ha okpeMi MeTOAK; B METOANKY
ans A®l (Agnus castus dry extract) BHeceHi He3HauHi 3MiHW 3i
3MiHoto Homepy TecTy 3 TLC Iridoids, B PY PM 277/01 Ha TLC
Iridoids, B PY PM 637/01; HopMyBaHHS1 32 @HUM NMOKa3HWKOM
3anuiieHo 6e3 3MiH; 3MiHu | TUNY — po3’eAHaHHs 3aranbHOro
MeTOAY KiNIbKICHOro BU3HaYeHHS KacCTULMHY B POCIIVHHIN
cupoBuHi, A®| Ta rotoBoMmy nikapcbkomy 3acobi Ha okpemi
MEeTOAN; B METOAMKY KiNlbKICHOro BU3Ha4YeHHs kacTuumHy B ADI
(Agnus castus dry extract) BHeceHi He3HayHi 3MiHM 3i 3MiHOI
Homepy TecTy 3 B PY PM 311/02 Ha B PY PM 638/01;
HOPMYBaHHS 32 JaHUM NMOKa3HVKOM 3anuweHo 6e3 3MiH; 3miHu |
TUNY — PO3’€AHaHHS 3aranbHOr0 MeToAy KifbKiCHOrO BU3HAYeHHS
KacTULMHY B POCIIMHHIN cnpoBuHi, APl Ta roToBOMY NikapCbKOMY
3acobi Ha okpeMi MeToau; B METOAWKY KiNlbKICHOrO BU3HAYeHHs!
KacTULIMHY B POCIMHHIN cnpoBuHi (Nnoam Agnus castus) BHeCeHi
He3Hau4Hi 3MiHu 3i 3MiHOK HOMepy TecTy 3 B PY PM 311/02 Ha B
PY PM 712/01; HopMyBaHHS 3a JaHWUM MOKa3HWKOM 3anuileHo
6e3 3MiH; 3MiHu | TNy — BUnyYeHHs 3i cneyundikauii AdI
€KCTpaKTy MogiB NPYTHSAKY 3BUM4ANHOTO HAaTMBHOMO CYyXOro
nokasHuka «3anax», OCKiflbKu1 Lie He BUMaraeTbCcs
«PekomeHgauismu wopno cneundikain: npouenypu

BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI AN POCIIMHHNX




153

ITpooBxeHHs jojarka 3

Ne Hasea ®Popma eunycky 3asieHuK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ JliKapcbKo20 (nikapcbka ¢popma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

PEYOBUH, POCIMHHUX NpenapariB Ta Nikapcbknx 3acobis
POCIIMHHOTO MOXOAXKEHHSA/TPaAMLIHI Nikapcbki 3acobu
pocnMHHOro noxoaxeHHs» (EMA/CPMP/QWP/2820/00 Rev.2).
BignosigHo Ao BuULLe3ragaHoro KepiBHMUTBA, cnig Hagatu
akicHun onuc. Cneundikauisi extr. agni casti spir. sicc.
BiANOBIAAE LM BUMOram, BKIKOYaOUM TECT HA 30BHILLHIN
BUrnAA. TecTyBaHHSA 3anaxy akTUBHOro dhapmaueBTU4HOro
iHrpeaieHTa nepcoHanom nabopatopii 6inbLue He € NPUIAHATHUM,
OCKiMbKY Lji TECTW BKIIOYaTb MPUAOM 340POBUMMW NIOABMMN
aKTUMBHOro hapmaLeBTUYHOrO iHrpedieHTa;
3MiHu | TNy — meTtoa BunpobyBaHHA Ans A®| ekcTpakTy nnoais
MPYTHSKY 3BMYaAHOr0 HaTUBHOMO CYXOro 3a NOKa3HWKOM
«BTpara B maci npu BuCyLLlyBaHHi» 3aMiHeHo 3 2.2.32 «BTpata B
Maci npu BuCyLlyBaHHI» Ha 2.8.17 «BusHayeHHst BTpaTu B Maci
npu BUCYLLYBaHHI EKCTPAKTIB» 3rifHO 3aranbHoi ctaTTi EP
«Plantarum medicinalium extracta - Extracta sicca»;
HOPMYBaHHS 3@ @HUM NOKa3HMKOM He 3MiHWUNocs; 3MiHu | Tuny
— npuBeAeHHs cneuudikauii pocnuHHOI cybcTaHuii nnoais
npyTHaKY 3BuyariHoro (Fructis Agni casti) no gitouoi moHorpadiii
EP «Agni casti fructus»; aminum | Tuny — fogasaHHs metoay
BMNPOGYBaHHS BaXXKUX MeTaniB y POCINUHHIA cnpoBuHi (SOP
810100), skmit po3pobreHnit KOHTPaKTHO nabopaTopieto
PhytoLab Ta 6a3yeTbcsa Ha Ph. Eur. moHorpacis 2.4.27. Kpim
TOro, y cneumaikadii 6yno sHeceHi Homepu COI 3aTBEpAXKEHNX
MeTopaiB BUNpobyBaHb; 3mMiHu | Tuny — go posginy 3.2.5.6
Cuctema ynakoBKu/yKynopku BKMOYeHa cnewlmaikaLis koMmnaHii
Bionorica SE ansi LDPE-nnockMx MiLLKiB, W0 BUKOPUCTOBYOTHCSA
ansa ynakoskn A®| ekcTpakTy NnoAis NPyTHAKY 3BUYaANHOro
HaTMBHOro cyxoro. [akyBanbHui maTtepian He 3MIHUBCS; 3MiHK |
TUNY — OHOBMEHHS po3ainy «3.2.S.6 Cuctema
yNaKoBKU/yKYNOPKW»: NpeACTaBnNeHNiA 3aranbHuiA ONuc CUCTeEMU
KOHTEMNHEPIB, L0 BUKOPUCTOBYETLCS AN YNAKOBKN POCIINHHOI
cy6eTaHuii Ta leknapadito BianoBigHOCTI AN NakyBanbHUX
MaTepianis BianoBigHO 4o nonoxeHb doaaTtka 1 go
«KepiBHMUTBa WOAO BUKOpUCTaHHS dopmaty CTD npu
niaroToBLi 3a8BKN Ha peecTpaLito TpaguLinHNX NikapCbKnx
3acobiB pocnuHHoro noxomxeHHsi» (EMA / HMPC / 71049/2007);
3MiHM | TUNY — 36inbLUEHHs Nepioay NOBTOPHOro BUNPOBYBaHHS
ans A®I ekcTpakTy NoAiB NPYTHAKY 3BU4ANHOrO HaTUBHOIO
cyxoro 3 24 micsuis Ao 36 MicsAuiB Ha OCHOBI pe3ynbTarTis
OocnigxeHHs ctabinbHOCTi y peanbHoOMy Yaci; 3amiHu | Tuny —
OONOBHEHHSA cneumdikauii API nokasHMKOM AKOCTI
«niponiananHoBi ankanoign < 52,4 ppm» 3 BigNoBIgHUM
meToaoMm BunpobysaHHsa (SOP 805521 issue 2), Ons
BUSIBITEHHSAM MOXIMBOro 3abpyAHeHHst Ha BinbLu paHHin cTaaii
BMPOBOHMYOro npouecy, nipponisignHy ankanoigm 6yaoyTte
nepesipeHi Ha AD| «Cyxuii eKCTpaKT NogiB NPYTHAKY
3BMYariHoro (agnus castus)»; amiHu | Tuny - BBeAeHHs
nabopatopii Labor L + S AG B akoCTi 4oAaTKoBOi
BMNpoByBanbHoOi NnabopaTtopii TeCTyBaHHS MikpobionoriyHoi
ynctotm I13; 3anponoHosaxo: 3.2.P.3.1 Manufacturer(s)
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Microbiological quality (alternative to testing performed by
Bionorica SE): Labor L + S AG Mangelsfeld 4,5,6 97708 Bad
Bocklet-Gro?enbrach, Germany; 3miHu | Tvny - 3MiHK y npoueci
BMPOBHMLITBA FOTOBOr0 MikapcbKoro 3acoby, BKoYayn
MPOMiXXHWI NPOAYKT, L0 3aCTOCOBYETHCSA NPU BUPOBHNLTBI
roTOBOrO NiKapCcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPOBHMUTBA); 3MiHM | TUNY - 3MiHa AONYCTUMOI MeXi Y
cneumikadii, nig yac BMpobHuLTBa Ha cTagil «[puroTyBaHHsi
mMacu Ans npecyBaHHA» 3a NokasHuKom «BTpaTta B maci npu
BucywyBaHHi» 34.0 — 5.0 % 00 4.0 — 6.0 %; 3miHu | TNy —
[of4aHu NnokasHUK skocTti «OgHopigHicTb macu EP 2.9.5» B
SIKOCTi TEXHOMOTIYHOro BMNpobyBaHHS nif Yac BUPOOHMLTBA Ha
cTagii «[purotyBaHHsa TabneTok, BKpUTUX OBOMOHKO»
[opaBaHHA 40O[ATKOBOro KOHTPOIO B MPOLLEC He BMMBAE Ha
BMPOBHMUNIA NpoLiec 3a Mexamu iCHyluMx cxeM. [Ans
BUSIBIEeHHs1 Byab-akoi HeoaHOPIAHOCTI TecT Oyae BMKOHyBaTUCS
[04aTKOBO Ha BinbLu paHHii cTagii, y npoueci BUpobHMUTBA, AK
MOTOYHWI onepavinHU KOHTPOSb; 3MiHW | TUNY — BNPOBaKEHHS
cneundikauii Ha TepmiH npuaaTtHocTi N3, Wwob YiTko BU3HaUNUTH
napameTpu Ta Mexi, siki MatoTb BiJHOLLIEHHS [0 TEPMIHY
npuaatHocTi 113 Ta € 0OCHOBOW ANt NOTOYHUX A0CHiIAXEHb
cTabinbHOCTi; 3MiHM | TUNY — BUNy4eHHs 3i cneumdikauii M3
nokasHuka «3anuLKoBi PO3YnHHMKKM, eTaHon: < 5000 ppm EP
2.2.28»; 3miHu | TUNy — po3’egHaHHA 3aranbHOro meToay 3a
nokasHukom «lgeHtudikadisa ipugoigis TWX» ana A®I Ta
roTOBOro NikapcbKoro 3acoby Ha okpeMi MeTOAK; B MeTOANKY
ons 13 BHeceHi He3HauHi 3miHK 3i 3MiHOO HoMepy TecTy 3 TLC
Iridoids, B PY PM 277/01 Ha TLC Iridoids, B PY PM 603/01;
3MiHK | TUNY — po3’egHaHHA 3aranbHOro MeToay KinbKiCHOro
BM3HAYEeHHS KaCTULMHY B POCMVHHIN CUPOBUHI, AD| Ta roToBOMY
nikapcbkomy 3acobi Ha okpeMi METOAM; B METOAWMKY KinbKiCHOro
BM3HaYeHHs KacTuumHy B 113 BHeCeHi He3HauHi 3MiHK 3i 3MiHO
Homepy TecTy 3 B PY PM 311/02 Ha B PY PM 311/04;
[00aTKOBO BHECEHI pefakLUiviHi 3MiHW [0 KPUTEPIO NPUAHATHOCTI
3a AaHUM NOKa3HWKOM; 3MiHM | Tuny — MeTopg BUNpobyBaHHs
SOP 805521 Bunyck 1 ons TecTyBaHHs ankanoigis niponiauguHy
6yB OHOBMEHWI A0 Bepcii 2 Yepe3 He3HaYHi peaakuUiiHi npaBky;
3MiHm | TUNy - gonoBHeHHs cneumadikauii M3 nokasHMKOM AKoCTi
«niponiananHoBi ankanoigu — rpaHndHa/gobosa no3a
pO3paxoByETbLCA MO pe3dynbTaram TECTYBaHHS aKTUBHOI
cy6eTaHuii, < 1.0 pg/day»/ ns BUABNEHHSIM MOXITMBOrO
3abpyaHeHHs1 Ha GinbLU paHHin cTagii BUpobHMYoro npouecy,
nipponisiguHy ankanoign 6yayTb nepesipeHi Ha APl «cyxui
€KCTpaKT NnogiB NPYTHAKY 3BMYanHOro (agnus castus)».
MipponisananHy ankanoign B A4aHW Yac TeCTylTbCs Ha CTaaii
roTOBOro NPOAyKTy. [Ans BUSIBAEHHS MOXITMBOro 3abpyaHeHHs
Ha GinbL paHHin cTagii BupobHuyoro npouecy, MNMA byayts
nepeBipeHi B POCMMHHIM aKTUBHIN CyBCTaHUii «CyXui ekcTpakT
agnus castus». Y cneundikauii roroBoro fikapcbkoro 3acoby
BMICT NipponisanaunHy ankanoign po3paxoByeETbCs, BUXOASUN 3
pe3ynbTaTiB TECTYBaHHA aKTUMBHOI CybCTaHUii; 3mMiHm | Tuny -
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[0[laBaHHsA MocTavarnbHKa antoMiHieBOi onbru 4o Bxe
3aTBEpPOKEHNX NMocTadanbHUKIB; 3MiHM | TNy — 3MiHa Ha3BW Ta
agpecy KOHTpakTHoi nabopaTopii, ie MPOBOAUTLCS KOHTPOIb
nikapcbKOi POCNIMHHOI CUPOBWHW ([OAATKOBO BHECEHI peaaKLUinHi
npaeku fo posainy 3.2.S.2.1); 3anponoHoBaHo: GBA Pharma
GmbH Ernst-Abbe-Strafe 40 89079 Ulm, Germany; 3miHu | Tuny
— 3MiHa Ha3BW KOHTPaKTHOI nabopaTopii, Ae NPoBOANTLCS
KoHTponb A®I Ta roToBoro nikapcbkoro 3acoby, 6e3 3amiHu Micus
BMpOOHMUTBA; 3anponoHoBaHo: Labor LS SE & Co. KG; 3miHu |
TUMY - OHOBIEHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
ynakoBok J13 i3 3a3Ha4eHHsIM MiXXHapOAHWX NO3HaYeHb OANHULb
BMMiptOBaHHSA. BBefeHHsA 3MiH NnpoTsarom 6-Tv MicsiuiB nicns
3aTBEepPAKEHHS
412 UMKNTODPOCDA | nopoliok Ans CaHpos3 CnoBeHis [xisiHrcy XeHrpyi Kuran/ BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/15802/01/01
Mig CAHOO3® PO34YnHY onsa dapmach Megiuin Ko., IlTa, ABcTpis/ 3MiHU Wwoao 6e3nekn/edeKkTBHOCTI Ta dhapMakoHarnaay. peuernmom
iH ekuin abo iHdysin loTikan3 Kutan HimeyunHa BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTeEMY
no 500 mr; no 1 abo a.a. (BMPOBHMLTBO hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHWX Npo cucTemy
2 dnakoHu 3 Hepo3dacoBaHol dhapmakoHarnsgy, 3miHa ynoBHoBaxKeHoi ocobw, BignosigansHoi
NOPOLLIKOM Y KOpoOLyi npoaykuii, nepBuHHa 3a 34iicHeHHs hapmakoHarnsifly; KOHTakTHoi ocobu 3
ynakoBka); EBEBE apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsgy B
dapma Nec.m.6.X. YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
Hdor. KI, ABcTpis BiANoOBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnagy (Bkrovaym
(BTOPWHHA KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-daiina
yrnakoBKa, KOHTPOrb cuctemu chapmakoHarnsgy) - 3amiHa ynoBHoBaXeHoi ocobu
Ta BUMYCK Cepiit); 3a9BHUKa, BignNoBiganbHoi 3a hapmakoHarnsa.
Jla6op J1C CE & [itoya pepakuis: 4.M.H. CebactbsiH XopHu / Sebastian Horn,
Ko.KI', HimeuyunHa M.D., Ph.D. NponoHoBaHa pepakuisn: 6akanasp Hayk [asig
(koHTpoOnb cepii); IxoH Jesic / David John Lewis, B.Sc (Hons), Ph.D. 3miHa
YMmdopaHa J1labop KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
drop AHanITIK yHA dapmakoHarnsgy B YkpaiHi.
AydTparceopLuyHr [itoya pepakuis: BaweHko BikTopisi CepriiBHa / Vashchenko
MMBX&Ko.KT, Viktoriia, M.D. MponoHoBaHa pepakuis: Opnoe B'suecnas
HimeuunHa BiktopoBud / Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX gaHWX
(koHTpoOnb cepii) yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy. 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOI ocobu
3asiBHWVKa, BiANOBIAANbHOI 3a 34iNCHEHHA hapmakoHarnsay B
YkpaiHi. 3MiHa Micusi 34iCHEHHA OCHOBHOI AiANbHOCTI 3
hapmakoHarnsgy. 3MiHa HoMepy Ta MiCLLe3HaXOKEHHS
MacTep-canna Ha npenapat
413, UMNPOTEPOH NOPOLLOK AT YkpaiHa Xy6el NeasHb Kutan BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3mMiHu | Tuny - - UA/4010/01/01
Y ALETAT (cybeTaHuis) y "®apmak” XblOMeHBenn AamiHicTpaTuBHi 3miHW. 3miHa HalimeHyBaHHsi Ta/abo agpecu
naketax nogBifHMx dapmacbtoTikan Ko., 3asiBHMKa (BracHVKa peecTpauiiHoro NocBig4YeHHs ) - 3miHa
nonieTuneHoBmnx N1a. HalMeHyBaHHS Ta agpecu 3asiBHVKa (BnacHuWKa peecTpauinHoro
ons NocBigYeHHs)
capmaueBTUYHOro
3acTocyBaHHS
414, UACTOPAN rpaHynu ans Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/14705/01/01
oparnbHOro po3ynHy BO 3 obmexeHo 3MiHuM Wwopno 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
3,0r/80rno8r obmexeHo BiANOBIAAmNbHICTIO 3MiHW) - OHOBINEHHSI TEKCTY MapKyBaHHS YNaKOBKM IikapCbKOro
rpaHynboBaHoro 10 "®apmaueBTnyHa 3acoby 3 BHECEHHsIM iHdopMaLii LWoao 3a3HavyeHHs 0guHULb
NOPOLLKY Y NaKeTi; Bignosiga komnaHis "3gopos'a" BMMiptOBaHHS y cuctemi Sl. BHeceHHs1 3miH o po3giny
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“MapkyBaHHsa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEpAXEHHS

415.

UMTEAN

PO34unH Ans
30BHILLUHBOrO
3acTOCyBaHHs No
250 mMn y conakoHax
nonieTuneHoBnx

M'ep ®abp
Megukame
HT

®paHuisa

M'ep ®abp
MegukameHT
MpopgakLuH

®paHuisa

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny -
3MiHu 3 gkocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiAnoBiAHOCTI €Bponelickbkin dapmakonei/MoHorpadii. MogaHHs
HOBOro abo OHOBrEeHoro cepTudikara BiANoBiAHOCTI abo
BUITyYEHHS cepTudikaTa BiANOBIAHOCTI EBponenchbkin
dapmakonei: ans A®l; ona BuxigHoro
maTepiany/peareHTy/npoMiHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
pevyoBMHU (CepTudikaT BignoBigHOCTIi €Bponenchkin
dapmakonei) - OHoBnEeHNI cepTudikarT Bif yXe 3aTBepaXeHoro
BMPOGHMKa
nofaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI EBponenchbKil
dapmakonei Ne R1-CEP 1999-106-Rev 05 ans gito4oi peqoBuHu
Hexamidine diisetionate Big Bxe 3aTBepaxeHoro BupobHuka LA
MESTA CHIMIE FINE; 3mitu | Tuny - 3miHmn 3 sikocTi. CepTudikar
BignosigHocTi/lE-cepTudpikat BignosigHocTi €Bponeiichbkin
hapmakonei/moHorpadii. lMogaHHA HOBOro abo oHOBEHOro
cepTugikaTa BignoBigHOCTI abo BUNyYeHHst cepTudikaTa
BignoBigHOCTI €Bponelicbkint hapmakonei: gna Adl; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro NpoaykKTy, Lo
BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons LonoMibkHOT
peyvoBUHU (cepTudikaT BignoBiaHOCTI EBponenchbkin
hapmakonei) - OHoBnEeHNI cepTudikaT Bif yxe 3aTBepaXKeHoro
BMPOGHMKa NOgaHHS OHOBMNEHOro cepTudikaTa BignoBigHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 2001-343-Rev 04 ans
aitoyoi pevosumHn Chlorhexidine digluconate solution Big Bxe
3aTBepAXEHOro BUpobHUKa, Sk Hacnifok 3mMiHa Ha3Bw Ta agpecu
BrnacHuka CEP Ta 3miHa Ha3Bu BMpoGHuka ADL. MponoHoBaHa
peaakuis BnacHuk CEP: EVONIK NUTRITION & CARE GMBH
Rellinghauser Strasse 1-11 Germany-45128 Essen BupobHuk:
EVONIK NUTRITION & CARE GMBH; 3aminu Il TMny - 3miHm 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuundikauin Ta/abo
[AOMYCTUMMX MEX FOTOBOrO Nikapcbkoro 3acoby (3mMiHa
3HaxX0AMTbCS N03a 3aTBEPAXXEHUMU AONYCTUMUMU MEXammn
cneumadikauin) - 3miHa napameTpis cnewumdikauii npu BU3HaYEHHI
pH po3uunHy; 3anponoHoBaHo: pH 4,7-5,3 (cneyundikauis npu
BUNycky); pH 4,7-5,7 (cneundikauis Ha TepMiH NpMAATHOCTI)

be3
peuenma

UA/6404/01/01

416.

UNTONrEM®

niodpinisat ans
po3unHy ansi
iHdysivi no 200 mr, 1
cnakoH 3
nioginizatom y
KapTOHHiI kopobui

FETEPO
NAB3
NIMITEQ

IHAis

[eTepo J1ab3
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHMX AaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX aHux npo cuctemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXKeHOi ocobu, BignosigansHoi
3a 34iCHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asiBHVKa Ans 34iicHeHHs: dhapMakoHarnsgy B

3a
peuernmom

UA/15874/01/01
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ITpooBxeHHs jojarka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

YKpaiHi, K0 BOHa BiAMiHHA Bif yNOBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 32 3AiNCHEHHA hapmakoHarnsagy (BKo4aryim
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-danna
cucTeMu papmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asBHUKa,
BiANOBiAanbHOI 3a 3AiNCHeHHSA chapMakoHarnagy B YKpaiHi:
Litova pepakuis — Jobpoeonbcbka Hatanig OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBudy. 3miHa
KOHTaKTHUX AlaHNX KOHTaKTHOI ocobu 3asiBHMKA, BianoBiganbHoi
3a 34iicHeHHs bapmakoHarnsgy B YkpaiHi

417.

LUTOTEM®

nioginisat Ansa
pO3UMHY Ans
iHdpysinno1,0r, 1
nakoH 3
nioginisatom y
KapTOHHi KopobLi

TETEPO
NAB3
NIMITEL,

IHAaia

letepo J1a63
JlimiTeq

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BeeneHHst abo 3miHM 4o y3aranbHeHUX faHuX Npo CUCTEMY
(hapmakoHarnsigy (BBeAEeHHs y3aranbHeHMX JaHWX NPo cUcTemy
(hbapmakoHarnsigy, 3aMiHa ynoBHOBaXeHoi ocobu, BignosigansHoi
3a 34iicCHeHHs bapmakoHarnsily; KOHTakTHoi ocobu 3
apmakoHarnsagy 3asBHVKa AN 34iIMCHeHHs bapMakoHarnsay B
YKpaiHi, SIKLLO BOHa BiAMiHHa Bif yNOBHOBaXeHOi ocobu,
BiANoBiAanbHOI 3a 34iiCHEeHHA hbapMakoHarnsay (Bko4aym
KOHTaKTHi gaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-danna
cucTeMu hapmakoHarnsay) - amiHa KOHTakTHOI 0cobu 3asBHUKa,
BiAnNoBiAanbHOI 3a 3AiNCHeHHA pbapmakoHarnsagy B YKpaiHi:
Litoya pepakuis — JobpoBonbcbka Hatanis OnekciiBHa.
[MponoHoBaHa pepakuis — Hypies Enpaxiz AnimoBud. 3miHa
KOHTaKTHUX [aHUX KOHTaKTHOI ocobu 3asiBHUMKa, BianosiganbHoi
3a 3[iCHeHHsa hapmakoHarnsay B YKpaiHi

3a
peyernmom

UA/15874/01/02

418.

4YucTtoTiny
TPABA

Tpaea, no 50r B
naykax 3 BHYTPILUHIM
naketom; no 1,5rB
inbTp-nakeTi; No
20 cbinbTp-nakeTiB y
nayui

AT
"Ny6Hudpa
om"

YkpaiHa

AT "INy6Hnapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BBEAIEHHS1 3MiH MPOTSArom 6-Tv MicauiB nicns
3aTBEPAKEHHSI; CYMYyTHs1 3MiHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiHK) -
3miHn o posginy “Ynakoska” MKA J13, a came HaHeceHHs
MOBHOrO TEKCTY IHCTPYKUIT AN MeauyHoro 3actocyBaHHs J13 Ha
nayui, 6e3 BknagaHHs iHCTPYKLiT ANS MeANYHOro 3acToCyBaHHS
J13 B nauky. NponoHoBaHa peaakuis Ynakoska o 50 r y nakeTu,
BUroTOBMeEHi 3 nanepy abo nniBku 3 NoaganbLUMM BKIAAAHHSAM y
nayky 3 kaptoHy. 1o 1,5 r y pinbTp-nakeTu 3 nanepy
dinbTpyBanbHoro. 20 dinbTp-nakeTiB NOMILLaI0Tb B NaYKy 3
KapToHy. [Nauky 3 dinbTp-nakeTamu 40AATKOBO YNaKoBYOTb B
nniBKy. TeKCT IHCTPYKUIi ANS MeaNYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby HaHeceHo Ha nadui. OHOBMEHHS TEKCTY
MapKyBaHHsI ynakoBKW fikapcbkoro 3acoby y 3B'A3Ky i3
HaHEeCEHHsIM NMOBHOrO TEKCTY IHCTPYKLii Ha nayky (6e3
BKNaAaHHS iIHCTPYKUIT AN MeOUYHOro 3acTOoCyBaHHS B MayKy).
BBegeHHs1 3MiH NpoTAroM 6-Tu MicsUiB Nicns 3aTBepAXEHHS

3a
peuernmom

UA/8293/01/01
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ITpooBxeHHs jojarka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHuUKa

Bupo6bHuk

KpaiHa
euUpobHUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

419.

LWABNIT NUCTA

nucta, no 40 r abo
no 50 r y naykax 3
BHYTPILLUHIM NakeToMm

AT
"INy6Hudpa
pm"

YkpaiHa

AT "Jly6Hndpapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliHux martepianis: 3miHu | Tuny -
3MiHM wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHK). BBeaeHHs 3MiH npoTarom 6-Tu micsuiB nicns
3aTBEPAKEHHS; CyNyTHS 3MiHa - 3MiHW 3 AkocTi. FoToBuMIA
nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby (iHuwi
3MiHW) - 3MiHK Ao po3sainy “Ynakoska” MKA I13, a came
HaHeCEeHHs1 MOBHOrO TEKCTY iHCTPYKLIi ANA Mean4yHoro
3actocyBaHHs J13 Ha nayui, 6e3 BknagaHHs iHCTPYKLUiT Ans
MeAuyHoro 3actocyBaHHs J13 B nauky. lNponoHoBaHa peaakuist
Ynakoska Mo 40 r, 50 r y nakeTu, BAroToBMeHi 3 nanepy abo
NMiBKK 3 MoAanbLUMM BKNaAaHHSM Y Nayky 3 KapToHy. TekcT
IHCTPYKUiT ANs MeanyHOro 3acTocyBaHHS fikapCcbkoro 3acoby
HaHeceHO Ha nayui. OHOBNEHHS TEKCTY MapKyBaHHS yMaKoBKW
nikapcbKoro 3acoby y 3B'A3Ky i3 HAaHECEHHSIM NOBHOr0 TEKCTY
iHCTPYKLii Ha nayky (6e3 BknagaHHs iHCTPYKLIi ANs MeauyYHoro
3acTocyBaHHs B Nayky). BBegeHHst 3MiH npoTarom 6-Tm micauis
nicns 3aTBepAXeHHs!

6e3
peuyenma

UA/8566/01/01

420.

LWnnwmnHn
nnoaun

nnoawu no 100 r abo
150 r y naykax 3
BHYTPILLHIM NakeToMm

AT
"Ny6Hudpa
om"

Ykpaina

AT "Jly6Hncpapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM); CynyTHS 3MiHa - 3MiHM 3 IKOCTi. [0TOBUI NMikapcbkuii
3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby (iHLi 3miHu) -
3MiHM go po3ainy “Ynakoska” MKA 13, a came HaHeCeHHs
MOBHOrO TEKCTY IHCTPYKLIT ANsi MeauyHoro 3actocyBaHHs J13 Ha
nayui, 6e3 BknagaHHs IHCTPYKLUIT ANs MEeAUYHOro 3aCTOCYBaHHS
J13 B nauky. MNponoHoBaHa pefakuis Ynakoska 1o 100, 150 ry
nakeTu, BUroTOBIEHi 3 Nanepy abo nniBkK 3 nogansbLmm
BKMafaHHsM Yy naydky 3 KapTOHY. TeKCT iHCTPYKLil A4na MeauyHoro
3aCTOCyBaHHs fikapcbKkoro 3acoby HaHeceHo Ha naui.
OHOBMEHHs TEKCTY MapKyBaHHs YNakoBKW NikapcbKoro 3acoby y
3B"53KY i3 HAHECEHHSIM NOBHOr0 TEKCTY IHCTPYKUIii Ha nadky (6e3
BKNagaHHs iHCTPYKUiT ANsS MEAWMYHOro 3aCTOCYBaHHS B Nayky).
BBeaeHHs 3MiH NpoTsarom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS

6e3
peuenma

UA/9376/01/01

421.

IOHIAOKC
CONIOTAB®

TabneTku, Wo
avcnepryoTbesi, no
100 Mr Ne 10 y
Gnictepi

Actennac
dapma
Opon B.B.

Higepnan
an

Actennac ®apma
Opon B.B.

Higepnanaun

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiHM) - 3MiHW BHECEHI A0 IHCTPYKUiT ANa MeanyHoro
3acTocyBaHHs! Nikapcbkoro 3acoby y po3ain "Cnocib
3acTocyBaHHS Ta 403" Ha NiAcTaBi MaTepianis peecTpauiiHoro
nocbe. TepmiH BBEAEHHS 3MiH NpoTsarom 6 micauis nicns
3aTBepAXEHHs

3a
peuenmom

UA/4694/01/01

HavanbHuK Bigainy 3 nutaHb dpapmaueBTUYHOI
AianbHocTi [lenapTamMeHTy peani3auil NosiTMK

T.M. JlackoBCbKUM






