Oopatok 3

no Haka3sy MiHictepcTBa 0XOpOHM
300poOB’A YKpaiHu

25.03.2020 Ne 707

NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOIN4YHUX MPENAPATIB), LIOAO AKUX BYJIU BHECEHI 3MIHN 1O
PEECTPAUIMHUX MATEPIAIB, AKI BHOCATLCA 0O AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Haszea ®dopma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
JNikapcbko2o | (nmikapcbka ¢popma, 3asi8HUKa 8UPOb6HUKa eidnycky | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AKBABIT-A3 PO34MH OparnbHUi MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/13453/01/01
375 mkr/mn (15000 "TexHonor" noAaHHs HoBoro cepTudikarta BianoBiAHOCTI €BponeincobKin  [peuernmom
MO/mn) no 10 mny dapmakonei Ne R1-CEP 2007-292-Rev 01 ans gitoyoi
cnakoHi, no 1 pevoBuHM Cholecalciferol Big HoBoro Bupo6Huka FERMENTA
dnakoHy 3 BIOTECH LIMITED
npobkoto-

KpanenbHuLe Yy
nayui 3 KApTOHY

AKCETUH TabneTkn, BKpUTI Mepnokewmi Kinp Mepokemi 1T (3asoa Kinp BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/8714/02/02
NNiBKOBO nTta C) 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
obornoHkoto 500 mr; BeeaeHHs abo 3miHn J0 y3aranbHeHVX AaHnX Npo cucTemy
no 10 Tabnetok y dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cTpuni, no 1 cTpiny B cucTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHIl kopobui BignoBiganbHoI 3a 34iMCHEHHS hapMmakoHarnsay; KOHTaKTHOT

ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHiI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignosiganeHoi 3a
3pincHeHHs dhapmakoHarnagy: MponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHOT
ocobwu, BignosiganbHoi 3a 3AiCHeHHs chapmakoHarnsay.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANoOBiganeHOI 3a 3A4iCHEeHH:A hapMakoHarnagy B YKpaiHi.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa MicLe3HaxogXeHHs macTep-danna

AKCETUH TabneTku, BKPUTI Mepnokemi Kinp Mepokemi 1T (3aBog Kinp BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/8714/02/01
NniBKOBOKO nTa C) 3MiHu Wopao 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsagy. peuenmom
obornoHkoto 250 mr, BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHuX Npo cucTemy
no 10 Tabnetok y chapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnx npo
cTpwvni, o 1 cTpiny B cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHIl kopoOLi BiAMNOBIAanNbHOI 3a 3AiCHEHHS dbapMaKkoHarnsay; KOHTakTHoOI

ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHs!
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNOBHOBaXXEHOT 0COOW 3asiBHMKA, BignoBiganbHoi 3a
3aiicHeHHs dapmakoHarnagy: lNMponoHoBaHa pegakuis:
Marina Couva. 3miHa KOHTaKTHWUX JaHWUX YNOBHOBaXXEHOI




50x144: no 50
TabneTok y prakoHi:
no 144 dnakoHu B
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BUnNyck cepii: Takega
'M6X, micue
BMPOGHMUTBA

YUCTOTU NPOMIKHOIO KOHLEHTpaTy AKTOBEriHy, BUXIQHOT
CUPOBUHW KOHLIEHTPATY i Ail04Oi peYOBUHU KOHLIEHTpaTy
AKTOBETiH, KOHLEHTPATY PiAKOro wapy rpaHynaTy AKTOBETiH ,
OCKiNbKM BUPOBHMK 3MiHWB NOTOYHe 06nagHaHHS Ha HoBe.
BupobHuLTBO cucTemu enektpodgopesy rento PHAST

2 ITponoBkeHHs momarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ocobw, BianoBigansHOI 3a 3AiNCHeHHs1 hapmakoHarnagy.
3MiHa KOHTAKTHMX OAaHWUX KOHTaKTHOT 0COOK 3asiBHMKA,
BiAMOBiAanbHOI 3a 34ilicHeHHst hapmakoHarnsagy B YkpaiHi.
3miHa Micus 34iNCHEHHSI OCHOBHOT isiNIbHOCTI 3
apmakoHarnsagy. 3miHa micue3HaxogXeHHs macTep-danna
4. AKCETUH NOPOLLIOK A51s Mepnokewmi Kinp Mepokemi (Pa lcT) B'eTHam/ BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis:amiHu | Tuny - 3a UA/8714/01/01
PO34MHY ANS iH'EKLN nTa NTA.,(AcenTik Kinp 3MiHKM Wwopo 6e3nekun/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
no 0,750 r Ne10, Ne LlecdanocnopuH BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cucTemy
100 (10x10): no 10 PaciniTi), B'etTHam apmakoHarnsgy (BBEAEHHS y3aranbHEHUX 4aHux npo
abo no 100 (BMPOBHMLTBO rOTOBOrO cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobu,
dnakoHis 3 nikapcbkoro 3acoby, BiANOBIAANbHOI 3a 34IMCHEHHA dhapMaKkoHarnsgy; KOHTakTHOI
MOPOLLKOM Y nepByHHE Ta BTOPUHHE ocobwu 3 hapmakoHarnsay 3asBHUKa ANA 30iIRCHEHHS
KapTOHHIN kopobLi nakyBaHHs1); Megokewmi apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
1T (3aBog C), Kinp YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
(BMpPOOHMLTBO 3a hapmakoHarnsigy (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
MOBHUM LMKITOM) po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BiAnoBigansHoI 3a
3aiicHeHHs dbapmakoHarnagy: lNMponoHoBaHa pegakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI
ocobw, BignoBiganbHOI 3a 3AiNCHEHHSA dhapmakoHarnsgy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobuM 3asBHMKa,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsgy B YKpaiHi.
3miHa Micus 3aiNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
dapmakoHarnsgy. 3miHa micLesHaxogXeHHs macTep-danna
5. AKCETUH NOPOLLIOK ANA Mepokemi Kinp Mepokemi (Pa lcT) B'eTHam/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/8714/01/02
PO34MHY AnS iH'eKuin nTa NTA.,(AcenTik Kinp 3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
no 1,5r; Ne10, Ne LiecdanocnopviH BeeneHHsa abo 3miHu 4o y3aranbHeHVX AaHux npo cuctemy
100 (10x10): no 10 daciniTi), B'etTHam dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
abo no 100 (BMPOBHMLTBO rOTOBOIO cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
crakoHiB 3 nikapcbkoro 3acoby, BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
NOPOLLIKOM Y nepBvHHE Ta BTOPUHHE ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
KapTOHHiI kopobui nakyBaHHs); Megokemi hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
NTA (3aBog C), Kinp yMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHOI 3a 3A4iNCHEHHS
(BMPOOHMLTBO 3a dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
MOBHUM LKIIOM) po3milLieHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHYKa, BignosiganeHoi 3a
3pincHeHHs dhapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHVX JAaHUX YTOBHOBAXEHOT
ocobwu, BignosiganbHoI 3a 3AiMCHEHHS hapMakoHarnaay.
3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOT 0CObM 3asiBHUKa,
BiAMOBiAanNbHOI 3a 34ilCHEeHHst bapmakoHarnsaay B YkpaiHi.
3MiHa Micus 3aiNCHEHHsI OCHOBHOI AiSANbHOCTI 3
dapmakoHarnsggy. 3miHa micLe3Haxo4XeHHs MacTep-danna
6. | AKTOBETIH TabneTku, BKPUTI TOB YkpaiHa BMPOGHMLUTBO HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - - UA/9048/01/01
obonoHkoto, no 200 "Takena Hepo3dhacoBaHoI 3MiHWU B aHaniTu4HoMy meTogi « TecT Ha uncToTy 6inka, SDS-
Mr in bulk Ne YkpaiHa" npoaykLuii, NnepBuHHa enekTpodopes y noniakpunamigHomy reni» Ans nepesipku
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[IponoBxkeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OpaHieHbypr, MPUMUHEHO i 3aMiCTb LIbOro BUKOPMCTOBYETLCA SDS-
HimeuyunHa enekTpodopes y noniakpunamigHomy reni. MNpouec
po3gineHHs binka Takuin camuii, SK y 3aTBEpAXKEHOMY METOAI.
Okpim Aeskux 3amiH y popmaTi po3AiniB NOTOYHOrO Ta
3anpornoHOBaHOro MeTogais, BiAGYNuUcs 3MiHu Ans NiaroToBky
3paskiB.
7. | ANEPCIC TabneTku, BKpUTI MPO®APM ManbTa Jlabopatopioc HopmoH IcnaHis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minum | Tuny - bes UA/13643/02/01
NniBKOBOIO A C.A. A0AaBaHHA [0AaTKOBOIO MOKasHUKa LLOAO BU3HAYEHHS peuyenma
o6ornoHKot, no 5 mr IHTepHeLLHnN Tonyony ansi BupobHuka A®| Vasudha Pharma Chem Limited;
no 10 Tabnetok y TpenanHr 3MiHn | TUny - nogaHHs Hosoro CEP RO-CEP 2014-310-Rev 00
6nictepi; no 1 Timiteq Bi HoBoro BMpobHuka A®l Vasudha Pharma Chem Limited;
6nictepy y 3MiHu | TUNY - BBEAEHHS nepiody NOBTOPHOMO
KapTOHHIN nayui BunNpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI pe3ynbTaTiB
[ocnigpkeHb y peanbHOMY 4Yaci, Wwo ctaHoBuTb 60 micsuiB ons
Bupo6Huka AP| Vasudha Pharma Chem Limited; miHwn | Tuny -
BBeAeHHs1 oHoeneHoro CEP RO-CEP 2014-310-Rev 01 Big
BnpobHuka A®P| Vasudha Pharma Chem Limited; aminu | Tvny -
BBeAeHHs oHosneHoro CEP RO-CEP 2014-310-Rev 02 Big
BupobHuka APl Vasudha Pharma Chem Limited
8. ANMIPAN PO34MH Ans iH'EKLiN, Mepnokewmi Kinp Mepokemi 1T Kinp 3MiHM | TUNY - 3MiHW OO IHCTPYKLIT ANs MeguyHoro 3a UA/9465/01/01
75 mr/3 mn; no 3 mn nTa (AMNYnbHUIA IH ekUinHWIA 3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu "OcobnueocTi  [peuenmom
B amnyni; no 5 3aBson) 3actocyBaHHs", "MobiyHi peakuii” BigNoBiAHO O OHOBMEHOT
amnyn y 6nicrepi; no iHdbopMalLii 3 6e3neku gito4oi pevoBMHN
1 abo 2 6nictepu y
KapTOHHIN kopobui
9. | AlIb®A- PO34MH ONiAHNUIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - be3 UA/6656/01/01
TOKO®EPOI | opanbHui, 50 mr/mn, | "TexHonor" 36inbLUeHHs Po3MipiB cepii FOTOBOro MikapCbKoro 3acoby. peuenma
Y ALUETAT no 20 mn y onakoHi; MponoHoBaHa pepakuisi. Poamip cepii: 400 n (368 kr) po3umHy
(BITAMIH E) no 1 dnakoHy y oninHoro opansHoro, 20 000 cnakoHis
nayui 3 KapToHy
10. | AJlIb®A- PO3YMH ONiAHNIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | Tuny - bes UA/6656/01/02
TOKO®EPOI | opanbHui, 100 "TexHonor" 36inbLUeHHs Po3MipiB cepii FOTOBOro NikapCbkoro 3acoby. peuenma
Y ALUETAT mr/mn, no 20 mny MponoHoBaHa pepakuisa. Po3mip cepii: 750 n (690 kr), po3unHy
(BITAMIH E) dnakoHi; no 1 oninHoro opanesHoro, 37 500 chnakoHis
dnakoHy y nayui 3
KapTOHY
11. | AlIb®A- PO3YMH ONiAHNIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - bes UA/6656/01/03
TOKO®EPOI | opanbHui, 300 "TexHonor" 36inbLUeHHs PO3MipiB cepii FOTOBOrO MikapCbKoro 3acoby. peuyenma
Y ALUETAT mr/mn, no 20 mny MponoHoBaHa pepakuis. Po3amip cepii: 750 n (690 kr), po3yunHy
(BITAMIH E) dnakoHi; no 1 oninHoro opanbsHoro, 37 500 chnakoHis
dnakoHy y nayui 3
KapTOHY
12. | AMIHOMNA3 PO34MH AN iHDY3in B. BpayH HimeuumH B. BpayH Menb3yHreH HimeuunHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/13161/01/01
MAIb no 500 mny Menb3yHreH a Al’, HimeyuunHa 3MiHK Wwopo besnekn/edekTUBHOCTI Ta hapmakoHarnsagy. peuernmom
B.BPAYH cdnakoHi; no 10 Al (BupoGHULTBO, BBeneHHs abo 3MiHM 00 y3aranbHEeHUX 4aHUX NPO CUCTEMY
10% E dnakoHiB y nepBMHHa Ta BTOPUHHA dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo

KapTOHHiI kopobui

ynakoBka, BUMNyck cepii);

B. BpayH Menb3yHreH
Al', HimeyunHa
(koHTpornb cepii)

cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKA Anst 30iNCHEHHSs!
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXeHOoi 0cobw, BiAnoBiganbHOI 3a 3A4iNCHEHHS
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[IponoBxkeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnsay (BKMoYaym KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3milLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiANoBiganbHOI 3a
3AiNCHeHHA dhapmakoHarnagy B Ykpaii: [ponoHoBaHa
pepakuis — JlebeagnHeub €nnsaBeta PomaHiBHa. 3MmiHa
KOHTaKTHMX AaHWNX KOHTaKTHOI 0Ccobu 3asiBHUKA,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsaay B YkpaiHi
13. | AMOOEPM nak ans Hirtis MNAT YkpaiHa LaHnenbs Megikan Ipnangis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:amiHu | Tuny - be3 UA/15567/01/01
HEO nikyBanbHun 50 "Kuismegnp 3MiHa napamMeTpiB cneuudikaui Ta/abo JoNyCTUMMX MeX peuenma
mr/mn; no 2,5 mny enapart” roToBOro fnikapcbkoro 3acoby 3a n. «CynpoBigHi AOMILLKU» 3
cdnakoHi; no 1 BiANOBIOHMM METOAOM BUMNPOOYBaHHS; 3MiHM | TUNY - NogaHHs
dnakoHy pasom i3 HoBoro CEP (NeRO-CEP 2017-091-Rev 00) ansa Adl
wnarenamu gnsa amopondiHy rigpoxnopua Big BXe 3aTBepAKEHOro BUPOOHUKA;
HaHEeCeHHs naky y 3MiHuM | TUNY - nogaHHA oHoBreHoro cepTudikaty CEP Big yxe
KapTOHHi KOpoOLyi; 3aTBepaxeHoro BupobHuka OLON S.P.A., ITanis gna AdI
no25mvny amopondiHy rigpoxnopwug; 3anponoHosaHo: CEP - RO-CEP
dnakoHi; no 1 2016-071-Rev 02; aminn | Tuny - nogaHHs Hosoro CEP RO-
drakoHy pasom i3 CEP 2016-071-Rev 01 gnst A®| amopondiHy rigpoxnopug Big
nunoykamu ans HOBOro BUpobHuKa (gonoBHeHHst) OLON S.P.A., ITanisi; 3minHn |
HIrTiB, CepBeTKamu Tuny - nogaHHs oHoeneHoro CEP (Ne RO-CEP 2017-091-Rev
ONS OYMLLEHHsA Ta 01) ans APl amopondiHy rigpoxnopug Big Bxe
Lwnatensamu ans 3aTBEPAKEHOr0 BUPOBHUKa
HaHEeCeHHs naky y
KapTOHHIN kopobui
14. | AMNOIUUNIH Tabnetkn no 250 wr; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/2950/01/01
no 10 Tabnetok y "Kuismegnp "Kuismegnpenapat" 3MiHa Ha3Bu BUpobHuka M3, 6e3 amiH y MKA N3, B iHCTpyKUii  |peyenmom
6nicTepi; no 1 abo 2 enapat” ONst MEAMYHOro 3aCTOCYBaHHS Ta Y TEKCTi MapKyBaHHs J13.
Gnictepu B nayui 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHE TOBapuCTBO
"KuiBmegnpenapat" CkopoyeHa Ha3sa [MNAT
"KniBMegnpenapart"; 3aMiHu | Tuny - 3MiHa HaiMeHyBaHHS
3asBHUKa, 6e3 3miH y MKA J13, B iHCTpykKUii Ana meguyHoro
3acTocyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
[NoBHa Ha3Ba AkuioHepHe ToBapucTBo "KuiBmegnpenapat”
CkopoyeHa Hassa AT "KviBmegnpenapart”
15. | AMOHIN Tabnetku no 100 mr Mepnokemi Kinp Mepokemi NNTA (3aBog Kinp BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis:amiHu | Tuny - 3a UA/8715/01/01
no 10 Tabnetok y nTa AZ), Kinp; Megokemi 3MiHM LWoao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom

Gnictepi; no 2
Gnictepu B
KapTOHHiI kopobui

NTA (LleHTpanbHuii
3aBog), Kinp

BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHuX Npo cuctemy
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMNOBIAaNbHOI 3a 3AiCHEHHS dhapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
bapmakoHarnsgy B YkpaiHi, aKLwo BoHa BigMiHHa Big
YMOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigansHoi 3a
3aiicHeHHs dapmakoHarnagy: lNponoHoBaHa pegakuis:
Marina Couva. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOT
ocobw, BignoBiganbHOI 3a 3AiNCHEHHS dhapmakoHarnagy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0COOU 3asBHUKA,
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[IponoBxkeHHs nonarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BiANOBIganbHOI 3a 34iCHeHHs hapMakoHarnsgy B YKpaiHi.
3miHa Micus 34iNCHEHHSI OCHOBHOT OisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micLesHaxogXeHHs macTep-danna
16. | APNIEBEPT® | tabnetku; no 20 MeHapiHi Tliokcemby XeHHir ApuHanmitTens Himeuunna BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14331/01/01
Tabnetok y 6nictepi; | IHTepHelwoH pr 'm6X & Ko KIr 3miHun wopo 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi |peyenmom
no 1 Gnictepy B an 3MiHN).
KapTOHHiIl kopobuyj; OnepenoH 3MiHV BHECEHO Y TEKCT MapKyBaHHS! YNaKOBKW MiKapCbKoro
no 15 Tabnetok y c 3acoby Woa0 3a3HaYeHHs MiXKHApOAHMX NO3HAaYeHb OAMHMLB
Gnictepi; no 2 INrokcembypr BMMiptoBaHHs. 3MiHM | TUNy - AgMiHICTpaTUBHI 3MiHW. 3miHa
6nictepu B C.A. HaliMeHyBaHHS Ta/abo agpecy Micus NpoBafXXEHHS AisnNbHOCTI
KapTOHHiIl kopobuyj; BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
no 25 Tabnetok y BKIOMAUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
6nictepi; no 2 abo 4 KOHTPOIMIO AKOCTI. (QisnbHICTb, 3a AKy Bignosigae
Gnictepu B BMPOBHMK/IMNOpTEp, BKIOYAKO4M BUMYCK CEPIlt) - 3MiHa Ha3BuM
KapTOHHIl kopobui Ta agpecy BupobHuka M3 XeHHir ApuHarimMittens MNMoX & Ko
Kr'., HimeydmHa 6e3 3MiHu micusa BUpobHMUTBa.
17. | APME®NIO® TabneTtkn, BKPUTI CninbHe Pecny6bnik CninbHe TOBap1CTBO 3 Pecny6bnika BHECEHHS 3MiH O peecTpauiiHMX maTtepianiB: YTOYHEeHHs 6e3 UA/11712/01/01
NniBKOBOIO TOBapUCTBO a oBMmexeHo Binopycb HanucaHHsa npoueaypwu B Hakasi MO3 Ykpainu Ne 630 Big | peuenma
obonoHkoto, no 50 3 Binopycb BiAnoBiganbHICTO 06.03.2020 B npoueci BHeCEHHs 3MiH - 3MiHu | Tuny - 3MiHn
mr; no 10 TabneTtok obmexeHo "Ilekdpapm" (CTOB 3 gKocTi. FoToBWIA NikapcbKuii 3aci6. 3MiHW y BUPOBHULTBI.
y 6nictepi; no 1 abo Bignosiganb "Ilekdpapm") 3miHa iMnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii Ta
3 Bnictepu B HiCTIO KOHTPOIIO AKOCTi FOTOBOIO NiKapCbKoro 3acoby (3amiHa abo
KapTOHHIl kopobui "Nekdapm" nofaBaHHs BUpoOHMKa, Lo BignoBiaae 3a BBe3eHHs Ta/abo
(CTOB BUMNYCK cepii) - Bkntoyaroumn KoHTponb/BnnpobyBaHHs cepii
"Nekdapm") 3aMiHa AinbHULi BUPOGHMLITBA rOTOBOTO MiKapCbKOro

3acoby(nepeHoc B HoBUIA kopnyc 2A, 2A/4 (3amicTb 2a)). 3MiHK
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkmin 3acib. 3MiHK y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA JOAATKOBOI OiNbHULL
BMPOBOHMLTBA AN YacTUHM abo BCbOro BUPOBHMYOro npouecy
roTOBOrO fikapcbKoro 3acoby (AinbHULS, Ha siKili NPOBOASATLCS
Oyab-aKi BUPOOHWYI CTagii, 32 BUHATKOM BUMYCKY CEpin,
KOHTPOIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NAKyBaHHS, ANs
HecTepunbHUX Nikapcbkunx 3acobis) CynyTHSA 3MmiHa
- 3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBOHMLTBA AN YacTUHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO MiKapCbKOro 3acoby (AiNbHWLS AN BTOPUHHOIO
nakyBaHHs1) - 3MiHu 3 gKocTi. [oToBMIA Nikapcbkuii 3acit. 3miHu
y BUPOGHMUTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI AinNbHULL
BMPOBHMLUTBA AN YacTMHM abo BCbOro BUPOOHNYOro npoLecy
roTOBOro NMikapCbKoro 3acoby (AiNbHWLS ANs NePBUHHOTO
nakyBaHHs1), 3aMiHa AinbHWLi BUPOOGHULITBA rOTOBOrO
nikapcbkoro 3acoby(nepeHoc B HoBui kopnyc 2A, 2A/4
(3amicTb 2a)). 3minHu | TURy - 3mikn 3 AkocTi. FoToBMN
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo JonycTMMmnx Mex
roTOBOrO MiKapCbKOro 3acoby (3BYEHHS AOMYCTUMMX MEX)
3BYXXEHHS JOMYCTUMUX MEX creumdikaLii 3a NokasHMKOM
"KonunyectBeHHoOe coaepxaHve ymngeHoBmpa ruapoxnopmaa
B OfiHOW TabreTke" rotoBOro nikapcbkoro 3acoby (ans
po3yBaHHs 50 mr). 3miHu | Tuny - 3MiHK 3 gkocTi. [oToBUN
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nikapcbkuin 3aci6. 3MiHW y BUpOBHMLTBI. 3MiHM y Npoueci
BMPOOHMLTBA rOTOBOTO NikapCbKoro 3acoby, BKIYaum
NPOMDKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCA NP BUPOOHULITBI
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3miHa y NpoLeci
BMPOOHMLTBA) HE3HAYHI 3MiHa Yy npoueci BUpobHULTBa y
3B'A3KY 3 NEepPEeHOCOM BMPOBHWYOI AiNbHNLi FOTOBOro
nikapcbkoro 3acoby.

18.

APTE®NIO®

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 100
mr; no 10 TabneTok
y 6nictepi; no 1 abo
3 6nictepu B
KapTOHHIN kopobLi

CninbHe
TOBapuCTBO
3
obmexeHo
Bignosigans
HiCTIO
"Nekdapm"
(CTOB
"Nekdapm")

Pecny6bnik
a
Binopycb

CninbHe TOBap1CTBO 3
0oB6MeXeHo
BignoBiganbHICTO
"Nekdapm" (CTOB
"Ilekdpapm")

Pecnybnika
Binopycbk

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: yTO4YHEeHHS
HanucaHHsA npoueaypu B Hakasi MO3 Ykpaiuu Ne 630 Big
06.03.2020 B npoueci BHeCeHHs 3MiH - 3miHu | Tuny - 3MiHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHKM y BUPOGHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCSt BUMYCKY cepii Ta
KOHTPOIIO AKOCTi FOTOBOIO NiKapCbKoro 3acoby (3amiHa abo
[oaaBaHHA BUPOOHMKa, Lo BiANOBiAae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bkntoyaroumn KoHTponb/BnnpobyBaHHs cepii
3aMiHa AinbHuULi BUPOBGHMLITBA rOTOBOTO JiKapCbKOro
3acoby(nepeHoc B HoBuI kopnyc 2A, 2A/4 (3amicTb 2a)). 3MiHK
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuin 3acib. 3MiHK y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BUPOOHMLTBA AN YacTuHM abo BCbOro BUPOOHUYOro npouecy
rOTOBOrO fikapCbKoro 3acoby (AinbHUUS, Ha siKili NPOBOASATLCS
Oyab-aKi BUPOOHWYI CTagii, 328 BUHATKOM BUMYCKY CEpin,
KOHTPOMIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO MakyBaHHSA, ANs
HecTepunbHUX Nikapcbkunx 3acobiB) CynyTHSA 3MiHa
- 3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBOHMLTBA AN YacTUHM abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO MiKapCbKOro 3acoby (AiNbHUUSA AN BTOPUHHOTO
nakyBaHHs1) - 3MiHU 3 akocTi. F0ToBUIA Nikapcbkui 3aci6. 3MiHu
y BUpOGHMUTBI. 3amiHa abo BBeAEeHHS 40AAaTKOBOI AinNbHULL
BUPOOHMLTBA AN YacTUHM abo BCbOro BUPOOHUYOro npouecy
roTOBOro MikapcbKoro 3acoby (AiNbHMLS ANs NePBUHHOTO
nakyBaHHs1), 3aMiHa AinbHWLi BUPOOHULITBA roTOBOIO
nikapcbkoro 3acoby(nepeHoc B HoBui kopnyc 2A, 2A/4
(3amicTb 2a)). 3miHu | TUny - 3miHK 3 akocTi. [oToBMI
nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHM y npoueci
BUPOOHMLTBA rOTOBOTO JTiKAPCLKOro 3acoby, BKITHOYaoun
NPOMIKHUIA NMPOAYKT, L0 3aCTOCOBYETLCS MNPV BUPOOHMLITBI
roTOBOrO fikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA) HE3HAYHI 3MiHa Y NpoLieci BUpobHuuTBa y
3B'sI3Ky 3 NEPEHOCOM BUPOOHMYOT AiNbHULI FOTOBOrO
nikapcbkoro 3acoby.

be3
peuenma

UA/11712/01/02

19.

APTPOKC

PO34MH ANis iH'EKLN,
100 mr/mn; no 2 mn
y dnakoHi; no 5
dnakoHiB y
KOHTYPHIl
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNaKoBKU B Nayi 3

ToBapucTBO
3
oBGMexXeHHo
10
BianoBiganb
HicTio dhipma
"HoBogapm-
BiocuHTtes"

YkpaiHa

ToBapucTBO 3
06MeXEeHHO

BignosiganbHicTio dipma
"HoBogapm-biocnHTes"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny -
AfMiHicTpaTuBHI 3MiHK. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHUKa peecTpauitHoro nocigveHHs1) 3MiHa
appecu 3asBHUKa ToBapuCTBO 3 0BMexXeHo
BignoBiganbHicTio dipma "HoBodapm-biocnHTes", Ykpaina:
TepmiH BBeOEHHS 3MiH - NPOTArom 6-Tu MicauiB nicns
3aTBepAkeHHSA. 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu MicLs NPOBaaXKEeHHs fisNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

3a
peuernmom

UA/14883/01/01




7 ITponoBkeHHs momarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHY BKIIOYatouM AinbHuLi BUNycky cepii abo micue npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, BKIOYaKuM BUMNYCK cepiin) 3miHa agpecu
BMpoOHuKa 113 ToBapucTBo 3 0BMEXEHOI0 BiANOBIAANBHICTIO
chipma "HoBodhapm-biocuHTes", YkpaiHa, 6e3 3miHu micus
BUpOGHMUTBA: TepMiH BBEAEHHS 3MiH - NPOTArom 6 Micsuis
nicnsa 3aTBepakKeHHsi. 3MiHu | Tuny - 3miHn wopao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
OHOBRNEHHSA BXXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI ynakoBku J13 (BHECEHHst Mo3HaYeHb
OVHMLIb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM fiTep NaTUHCLKOro
andasity, ToLO).
TepMiH BBEOEHHS 3MiH - NPOTSArom 6 MicsiliB nicnsi
3aTBEPKEHHS.
20. | ACAKON® TabneTkn, BKpUTI Tinotc LLsenuapi BupobHuLTBO HimevuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/4770/01/01
060mnoHKot, dapma Al a Hepo3dacoBaHoi LLisenuapis AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecn  |peyenmom
KWLLIKOBOPO34MHHI MO npoaykuii, NnepBuHHa Ta MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
400 mr; no 10 BTOPWHHA yrakoBKa: rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHULi BUMYCKY
Tabnetok y 6nictepi; XaynT ®apma BronbdiHr cepii abo micue NpoBeAeHHS KOHTPOMIO SKOCTI. (AiAnbHICTb, 3a
no 10 G6nictepiB y 'm6X, HimevunHa AKy Bignosigae BMPOGHMK/iIMNopTep, He BKMOYaym BUMYCK
KopobLi 3 KapTOHY cepii) - 3MiHa Ha3BM Ta agpecu BUpobHuka 13,
Bupo6Huk, BiZNoOBiganbHOro 3a BUpobHMLUTBO Hepo3dhacoBaHOi NpoayKLUil,
BiAnoBiganbHWN 3a nepBrHHA Ta BTOPUHHA yNakoBka, 6e3 3MiHn micus
BUNYCK Cepin: BUpOGHMUTBA
TinoTtc ®apma Al
LLIserinapisa
21. | ACAKON® TabneTkn, BKpUTI Tinotc LLisenuapi BrpobHuuTBO Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/4770/01/02
0o60onoHKot, dapma Al a Hepo3adpacoBaHol LLiseniuapis AOMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu  |peyenmom
KULLKOBOPO3YMHHI MO npoaykuii, nepBuHHa Ta MicLsl NpOBaAXXeHHS OisiNbHOCTI BUpOOHUKa/imnopTepa
800 mr; no 10 BTOPWHHA yNaKkoBKa: rOTOBOrO MiKapCbKOro 3acoby, BKIOYauX AiNbHUL BUMYCKY
Tabnetok y 6nictepi; Xaynt ®apma BronbiHr cepii abo micLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
no 5 a6o no 6 'm6X, HimeuunHa AIKy Bignosigae BUPOGHMK/iIMNOpTEp, He BKMOYaouM BUMYCK
GnictepiB y kopobui cepint) - 3mMiHa Ha3BW Ta agpecy BupobHuka M3,
3 KapTOHYy BupobHuk, BiAMOBiAANbLHOroO 3a BUPOOHULTBO HEpo3dpacoBaHoi NPOAYKLii,
BignoBiganbHUN 3a nepBUHHA Ta BTOPUHHA ynakoBka, 6e3 3miHu micusi
BUWMYCK Cepilt: BMPOGHMLUTBA
TinoTtc ®apma Al
LLseniuapis
22. | ACKOPBIHO apaxe no 50 mr; no AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix maTtepianis:amiHu | Tuny - 6e3 UA/1527/02/01
BA KUCINOTA | 10 gpaxe y "KNIBCbKW BITAMIHHUW 3ABOO" po3gin «Ynakoska» anst A®| kucnotu ackopbiHoBoOi (BiTaMiHy | peyenma
6nictepax; no 10 n C), a came JOMNOBHEHO 3a3Ha4eHHsIM BTOPUHHOMO NaKyBaHHS
apaxe y bnictepi, BITAMIHHU BiANOBiAHO A0 MaTepianis BUpoGHuKa ADI; 3amiHu | Tuny -
no 3 Gnictepu y M 3ABOO" 3MiHa y napameTpax crneuudikadi Ta/abo AonycCTUMUX MEX,

nayui 3 KapToHy; No
50 ppaxe y
Gnictepax; no 160
Apaxe y
KOHTeWHepax
(6aHoukax); no 160

BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHUA/NPOMiXXHWI NpOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AP (iHwi 3MiHK); 3MiHK | Tuny -
BUITYYEHHS BUPOOHWYOI AinbHUL (BKNOYao4un AinbHULUI Ans
A, npomixxHoro npoaykty abo rotToBoro nikapcbkoro 3acoby,
AiNbHWLi ANa NpoBeeHHs NakyBaHHs, BUPOBHMKa,
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

Apaxe y KOHTenHepi
(6aHouui), no 1
KOHTenHepy
(6aHouLi) y nayui

BiANOBIganbHOro 3a BUNYCK Cepin, Micue NpoBeAeHHs!
KOHTpoOMto cepii) abo noctayanbHuka BUXiZHOTO MaTepiany,
peareHTy abo JOMOMIXXHOI PEYOBUHW; CYMYyTHS 3MiHa: 3MiHa y
napameTpax cneuugikadin Ta/abo 4onycTMMUX MEX,
BM3Ha4eHux y cneundikauisx Ha APl, abo
BUXiAHWIA/MPOMIXKHWI NPOJYyKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci Bupo6HuuTtBa AP (iHLWi 3MiHK); 3MiHK | TUNY - 3MiHK
0o po3aginy «MapkyBaHHsi» ans A®|l kucnotu ackopbiHoBoi
(BiTamiHy C), a came po3wmpeHHs iHdopmaLii, o HaHOCUTbCH
Ha eTuKeTKy

23.

ACKOPYTUH

Tabnetkn, no 10
Tabnetok y
6nictepax; no 10
Tabnetok y bnictepi;
no 5 GnictepiB y
nayui

AT
"KUIBCbKW
n
BITAMIHHNA
v 3ABOL"

Ykpaina

AT "KVITBQbKVIVI
BITAMIHH/WM 3ABOL"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTtepianis:3minu | Tuny -
po3gin «Ynakoska» ans A®| kucnoTu ackopbiHOBOI (BiTaMiHy
C), a came JOMOBHEHO 3a3Ha4eHHSIM BTOPUHHOMO NaKyBaHHS

BiANoOBigHO A0 maTepianiB BUpobHuka A®I; amiHm | Tuny -
3MiHa y napameTpax crneuudikadin Ta/abo JonycTUMUX Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiAHMIN/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea A®I; 3MiHK | TUNY - BUNYYeEHHS
BUPOBHMYOI AinbHUUi (BKMtoYatoum ginbHuui ans Adl,
NPOMIXXHOrO MPOAYKTY abo roToBoro fikapcbKoro 3acoby,
AiNbHWLI ANA NpoBeAeHHs NakyBaHHS, BUPOOHMKa,
BiZNOBIgANbHOro 3a BUNYCK CEpil, MicLe NpOBEAEHHS!
KOHTPOIO cepii) abo nocTayanbHUKa BUXIGHOTO matepiany,
peareHTy abo [OMOMIXKHOI PEYOBUHM (SIKLLO 3a3Ha4YEHO Y
[0CbE); CynyTHA 3MiHa: 3MiHa y napameTpax creumdikauin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHNX Yy cneumdikauiax Ha
A®I, abo BUXiOHWIA/NPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea A®I; amiHu | Tuny -
3MiHM Ao po3giny «MapkyBaHHa» ana A®l kucrnotu
ackopbiHoBoi (BiTamMiHy C), a came po3LIMpeHHs iHdopmaLlii,
LLIO HAHOCUTBCS Ha ETUKETKY

be3
peuenma

UA/4875/01/01

24.

ACMAPKAM

PO34NH ANS iH eI,
no 5 mn B amnyni no
5 amnyn y 6nictepi,
no 2 6nicrepn y
nayui; no 10 mn B
amnyni; no 5 amnyny
Gnictepi; no 2
Gnictepu y navui

NAT
"Mannydap
M

YkpaiHa

MAT "Tanuudapm"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny -
3MiHa HalMeHyBaHHS 3asiBHUKa, 6e3 amiH y MKA 13, B
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHSA Ta y TEKCTI
MapkyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba AKLIiOHepHe
ToBapucTBo " Manuudgapm" CkopoyeHa Ha3ga [MAT "
Fannydapm”; 3amiHm | TMny - 3MiHa HanMeHyBaHHS BUpOBHUKa,
6e3 amiH y MKA J13, B iHCTpyKLUii Ans MeauyHoro
3aCTOCYBaHHSA Ta Yy TEKCTi MapkyBaHHs J13; 3anponoHoBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBo "lManuudgapm”
CkopoyeHa Hasea NAT "lranuudapm”

3a
peuernmom

UA/1309/01/01

25.

ATO®-JIOHI®

Tabnetku no 20 wr;
no 10 Tabnetok y
GnicTepi; no 3 abo 4
Gnictepu B kKopobui

TOB
"®apmaneBt
nyHa
KOMMaHis
"®apKoC"

YkpaiHa

TOB "®apmaueBTuyHa

komnaHist ®apKoC"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:amiHu | Tuny -
3MiHa B yMoBax 36epiraHHsX rikapcbKoro 3acoby, sika
nos’si3aHa 3 NiABULLEHHAM TemnepaTypu 36epiraHHs 4o He
BuLle 25 ?C; 3anponoHoBaHo: YMoBM 36epiraHHs 36epirati B
opuriHanbHil ynakoBLi npy TemnepaTypi He BuLle 25 ?C.
3MiHM BHECEHO B iHCTPYKLIiO AN MeAUYHOro 3acTOCYBaHHS y
p. "YMoBWU 36epiraHHs", sik HAacNigoK, BiANOBiAHI 3MiHW BHECEHO
y TEKCT MapKyBaHHS YNaKoBKU fikapcbKoro 3acoby

be3
peuenma

UA/3121/01/02

26.

AUETUNCANI

Tabnetkun no 500 wr,

MNAT

YkpaiHa

NAT

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny -

bes

UA/7529/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LUUNOBA no 10 Tabnetok y "Tannydap "KviBmegnpenapat", 3MiHa HalMeHyBaHHs BUpobHuKa, 6e3 3miH y MKA 3, 6e3 peuyenma
KUCNOTA ctpunax; no 10 m" Ykpaina, MAT 3MiH B iHCTPYKLIi ANS MeANYHOro 3aCTOCYBaHHS Ta Yy TEKCTI
Tabnetok y "TannucapM", YkpaiHa mMapkyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba AKLjioHepHe
6nictepax; no 10 ToBapucTBo "Manuydapm” AKLioHepHe TOBapuUCTBO
TabneTok y bnictepi; "KviBmegnpenapart”
no 2 6nictepu B CkopoyeHa Hasea MAT "lanuudpapm” MNAT
navui "KviBmegnpenapart"; amiHum | Tuny - 3MiHa HaiMeHyBaHHS
3asBHUKa, 6e3 3miH y MKA 113; 3anponoHoBaHo: NoBHa Ha3Ba
AkuioHepHe ToBapucTeo " Manunydgapm” CkopoyeHa HasBa
MAT " lManuudpapm”
27. | BAKITO®EH Tabnetku no 10 wr, dapmauesT MNonbwa dapmaueBTUHHUIA MNonbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/0497/01/01
no 50 Tabnetok y WNYHWI 3aBOA 3aBog "Monbgapma” OHOBMEHHS 3aTBEPPKEHOro TEKCTY MapKyBaHHs ynakoBok J13.  |peyenmom
nonieTuneHoBoMy "TIONb®AP C.A. BHeceHHs1 amiH o po3ainy “MapkyBaHHs” MKA J13:
rIaKkoHi 3 KPULLKOO MA" C.A. 3anponoHoBaHo: MapKyBaHHS: 3rigHO 3aTBEPKEHOIO TEKCTY
i3 amopTusaTtopom MapKyBaHHs. BBegeHHs 3MiH NpoTaroM 6-Tu micauis nicns
Ta 3aXUCHUM 3aTBEPAKEHHS!
Kinbuem; no 1
dnakoHy B
KapTOHHIN kopobui
28. | BAKITIO®EH TabneTkun no 25 wr, dapmanesT Monbwa dapmaueBTUYHUIA Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/0497/01/02
no 50 Tabnetok y WNYHWI 3aBOA 3aBog "Monbgapma” OHOBMEHHS 3aTBEPPKEHOro TEKCTY MapKyBaHHs ynakoBok J13.  |peyenmom
nonieTuneHoBoMy "TIONb®AP C.A. BHeceHHs1 amiH o po3ainy “MapkyBaHHs” MKA J13:
PnaKkoHi 3 KPULLIKOKO MA" C.A. 3anponoHoBaHo: MapkyBaHHSI: 3rigHO 3aTBEPOXKEHOrO TEKCTY
i3 amopTusaTtopom MapKyBaHHs. BBegeHHS 3MiH NpoTaroM 6-Tu micauis nicns
Ta 3aXVCHUM 3aTBEPAKEHHSI
Kinbuem; no 1
dnakoHy B
KapTOHHIN kopobui
29. | BIKANYTAMI TabneTkn, BKpUTI Mictpan AHrnis CiHToH XicnaHis, C.1. IcnaHis BHECEHHS 3MiH 0 peecTpauiiHuX maTepianis: 3MiHu | Tuny - 3a UA/15136/01/01
O-BICTA NniBKOBOO Kenitan AOMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu |peyenmom
obonoHkoto, no 50 MeHemxmeH MiCLsi NPOBaKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa
mr, no 10 TabneTok T NimiTeq roTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHUL BUNYCKY
y 6nicTepi; no 3 cepii abo micLe NpoBeAeHHS KOHTPOMI SIKOCTI. (OiSNbHICTb, 3a
Gnictepu B AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK
KapTOHHiI kopobui cepiit). 3MiHa agpecwu BupobHuka 13 CiHtoH Xicnanis, C.J1.,
IcnaHisi, 6e3 3miHu micusi BUpobHULTBa. TepMiH BBEAEHHSI 3MiH
npoTArom 6 MicsALIB Nicns 3aTBEPIKEHHS.
30. | BIKANYTAMI TabneTku, BKPUTI Mictpan AHrnis CiHToH XicnaHis, C.J1. IcnaHis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/15136/01/02
O-BICTA NniBKOBOKO Kenitan ApamiHicTpaTuBHI 3miHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu |peyenmom
obonoHkoto, no 150 MeHemxmeH MicUsi NpOBaPKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa
mr, no 10 TabneTok T NimiTeq rOTOBOrO fMikapCbKoro 3acoby, BKIoYakouy SinbHUL BUNYCKY
y 6nicTepi; no 3 cepii abo MicLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
6nictepu B AIKy BignoBigae BUPOGHWK/iMNopTep, BKIOYaoUM BUMYCK
KapTOHHiI kopobui cepiit). 3MiHa agpecwu BupobHuka 13 CiHToH Xicnanis, C.J1.,
Icnanisi, 6e3 3miHW micusi BUpobHULTBa. TepMiH BBEAEHHS 3MiH
nNpoTArom 6 MicsALIB Nicns 3aTBEPIKEHHS.
31. | BOM-BEHIE Masb no 25ry MpAT YkpaiHa MpAT dapmaueBTnyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - be3 UA/7622/01/01
MA3b KOHTeWHepax dapmanesT abpuka "Biona" BHECEeHHSs 3MiH fo Cneuudikauii/MeToiB KOHTPOSO AKOCTI peuenma
nnacTmMacosux; no n4Ha nikapcbkoro 3acoby 3a nokasHukamu «MikpobionoriyHa
20 ry Tybax; no 20 r habpuka ynctoTtay, «pH», «Onuc», «OgHopiaHICTbY, a came 3amiHa
y Ty6i, no 1 1y6i y "Biona" nocunatdb 3 A®Y 1.0 Ha «gitoyy pegakuito» APY; 3miHu | Tuny -




10 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nayui 3 KapToHy 3miHa go po3ainy MKA I13, a came po3sgin «["padivHe
ohbopMneHHs ynakoBk1» 3amiHeHO po3ainom «MapkyBaHHA»(
BianosiaHo Ao 3aTBepAXeHOro TEKCTY MapKyBaHHS).
OHOBEHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHSI
NepBMHHOT Ta BTOPUHHOI YNakoBKKW NikapCbkoro 3acoby i3
3a3HaYeHHAM MiXXHapOAHWX MO3HaYeHb OAVHULb
BMMIiptOBaHHS. BBeAeHHS 3MiH npoTarom 6-Tu micauis nicns
3aTBEPAKEHHS!
32. | BPOMOKPMUIT | Ttabnetkn no 2,5 mr BAT YropwuHa BAT "lepeoH Pixtep" YropwuHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/3209/01/01
TWUH-PIXTEP no 30 TabneTtoky "l'epeoH 3MiHu Wwopo 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsiay. peuernmom
dnakoHi, no 1 PixTep" 3MiHW y KOPOTKi XapaKTepuCTuLi nikapcbKoro 3acoby, TeKkcTi
dnakoHy B MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS
KapTOHHIN ynakoBuj reHepnyHMX/ribpnaHux/6ionofibHNx nikapcbknx 3acobis nicrns
BHECEHHS Tiei camoi 3MiHN Ha pedepeHTHUI npenaparT (3miHa
He noTpebye HaJaHHS XOAHWNX HOBWX A0AaTKOBUX AAHUX) -
3MiHW BHECEHI A0 iHCTPYKLiT ANS MeANYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y po3ain "lMokasaHHsA" Ta po3ainu:
"®apmakornorivyHi BnactusocTi”, "lMpoTunokasaHHs",
"B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnueocTi 3actocyBaHHsa" (y T. 4.
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3QaTHICTb BMNMBATU Ha LIBMAKICTL peakLii Mpy KepyBaHHi
aBToTpaHcnopToM abo iHWMMK MexaHiamamn'), "Cnocib
3acTocyBaHHs Ta go3un” (y T. Y. pegaryBaHHs iHpopmauii
po3giny "Aitn"), "MepeaosysaHHaA", "MMobivHi peakuii”
BiAMOBiAHO A0 iHdpopMmalLlii pedepeHTHOro nikapcbKoro 3acoby
Mapnogen (Parlodel) (B YkpaiHi He 3apeecTpoBaHuif)
BBegeHHs 3MmiH npoTarom 3-x MicauiB nicns 3aTBepAXXeHHS
33. | BOOA ANA PO3YMHHUK ANs TOB "lOpisi- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - - UA/15054/01/01
IH'€KLIN napeHTepansHoro Papm" ApMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu
3aCTOCYBaHHS; in MiCLiAl NPOBaXXEHHS [iANbHOCTI BUpObHUKa/imnopTepa
bulk: no 10 mny roTOBOrO fikapCbKoro 3acoby, BKIoYakouy SinbHUL BUMYCKY
KOHTeWHepax cepii abo micue NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
opHopo3soBux Ne AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK
600 abo Ne 1500 cepin). 3miHa agpecu BupobHuka TOB «tOpis-Papm», 6e3
3MiHU MicLs BUPOGHMUTBA. TEepMIH BBEAEGHHS 3MiH - NPOTAroM
6 MicsLiB nicns 3aTBEpAXKEHHS.
34. | TEBIPAH TabneTku, BKpUTI dapmaueBT Monbwa dapmaLeBTUYHUIA 3aBO, Monbwa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/7565/01/01
NNiBKOBOIO WYHWIA 3aBOg "MONb®APMA" C.A. OHOBMEHHS 3aTBEPPKEHOrO TEKCTY MapKyBaHHs ynakoBok J13.  |peyenmom
obornoHkot, no 200 "MOJIb®AP TepmiH BBeAEHHS 3MiH NpoTArom 6 MicauiB nicns
mr, no 10 TabneTtok MA" C.A. 3aTBEPOKEHHS
y 6nicTepi; no 3
6nictepay
KapTOHHI kopobui
35. | FTEBIPAH TabneTku, BKpUTI dapmaueBT Monbwa dapmaLeBTUYHUIA 3aBO, Monbwa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/7565/01/02
NniBKOBOKO WYHUIA 3aBO "TIOJIb®APMA" C.A. OHOBJIEHHS 3aTBEPAXKEHOro TEKCTY MapKyBaHHSA ynakoBok J13. |peuenmom
obonoHkoto, no 400 "MONb®AP TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
mr, no 10 TabneTtok MA" C.A. 3aTBEPOKEHHS

y 6nicTepi; no 3
Gnictepa y
KapTOHHIN kopobui
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
36. | FTEBIPAH TabneTku, BKpUTI dapmauesT MNonbwa dapmaLeBTU4HNIA 3aBO4 MNonbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/7565/01/03
NNiBKOBOIO W4HWIA 3aBOg "TIONIb®APMA" C.A. OHOBJIEHHS 3aTBEPAXXEHOro TEKCTY MapKyBaHHS ynakoBok J13. |peuenmom
obonoHkoto, no 800 "MONbOAP TepMiH BBEAEHHSI 3MiH NpoTAroM 6 micsauiB nicns
mr no 10 Tabnetok y MA" C.A. 3aTBEpPKEHHS
GnicTepi; no 3
6nictepa y
KapTOHHiI kopobui
37. | FTEKOTOH® po3uunH Ang iHdysin; | TOB "lOpis- YkpaiHa TOB "HOpis-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaliiHiX MaTepianis: 3MiHu | Tuny - 3a UA/13224/01/01
no 200 mn, 400 mn y dapm” AOMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecun |peyenmom
NNSAWKaX CKMAHUX; Micusi NPOBaAXeHHs! AiAnbHOCTI BUpobHuKa/imnopTepa
no 250 mn, 500 mny roTOBOrO MiKapCbKOro 3acoby, BKMoYaouu AinbHULI BUMYCKY
KOHTENHepax cepii abo micue NpoBeAeHHS! KOHTPOI SIKOCTI. (OiSNbHICTb, 3a
noniMepHnx AKy Bignosigae BMPOGHMK/iMNopTep, BKIOYa0YM BUMYCK Cepii)
- 3MiHa agpecw BupobHuka TOB «tOpis-®apmy», 6e3 3MiHn
Micus BUpobHMUTBa (TepmiH BBEAEHHS 3MiH - NPOTArom 6-Tn
MiCsILiB Micnsi 3aTBEPOKEHHS)
38. | FTEMJIIBPA® po34nH ans iH'ekuin | d.Xodbdpman | Lsenyapi BUPOBHMLUTBO Anonis/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3miHu | Tuny - 3a UA/16914/01/01
no 30 mr/1 mn; no 1 H-J1s Poww A Hepo3dacoBaHoI Pecny6bnika ApamiHicTpaTuBHI 3miHK. 3MiHa HalimeHyBaHHSA Ta/abo agpecn |peyenmom
MmIn Iitg npoaykLuii, nepBuHHe Kopes/ MiCLiAl NPOBaMXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
(30 mr) y conakoHi; nakyBaHHs, Himeuumnna/ roTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHULI BUMYCKY
no 1 dnakoHy B BMNpPoOYBaHHS LLisenuapis cepii abo micue NnpoBedeHHS! KOHTPOTI SIKOCTI. (AiSnbHICTb, 3a
KapTOHHIN kopobui KOHTPOMIO SKOCTi: AKy Bignosigae BMPOGHMK/iMNopTep, BKIOYa0YM BUMYCK Cepil)
Yyran dapma 3MiHa agpecu BUpobHuka d.XoddmaHH-1s Pow JTa,
ManydekTypuHr Ko, LLIseruapis (BuNpobyBaHHsS1 KOHTPOIO SAKOCTi, BTOPUHHE
Ita, Anokia nakyBaHHsi, BUNyck cepii), 6e3 3aMiHn Micusa BUpobHuUTBa -
3MiHU BHECEHO B iHCTPYKLIO ANst MEOUYHOTO 3aCTOCYBaHHS
CamcyHr biollomxuke OO0 MiCLE3HaX0MXXeHHS BUPOGHUMKa 3 BiANOBiAHUMY 3MiHaMK
Ko, Ilta, Pecny6nika y TEKCTi MapKyBaHHS YNaKkoBKM Nikapcbkoro 3acoby. BeegeHHs
Kopes 3MiH NPOTArom 6-Tu MicsILiB MiCNs 3aTBEPOXKEHHS.
BMNpPOOyBaHHS
KOHTPONIO SIKOCTi:
Yyran ®apma
MaHydekTypuHr Ko,
JlTa, Anowisa
Pow ®apma AT,
HimeyunHa
Pow [iarHocTuke MM6X,
HimeyunHa
BMNPOOYBaHHS
KOHTPOIO SIKOCTI,
BTOPUHHE NaKyBaHHs,
BUNYCK cepii:
&.XodhdmaHH-a Pow
JItp, Weenuapis
39. | TEMJIIBPA® po3unH ang iHexkuin | ®.XoddmaH | Lsenuapi BMPOGHMLTBO Anonis/ BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/16914/01/02
no 150 mr/1 mn; no H-Ia Poww a Hepo3adhacoBaHoi Pecny6bnika ApamiHicTpaTuBHI 3mMiHK. 3MiHa HalimeHyBaHHs Ta/abo agpecu |peyenmom
0,4 mn (60 mr); no Jitg npoayKLjii, nepBuHHe Kopes/ MiCLis NPOBaXXEHHS OisiNbHOCTI BUpOBHUKa/iMnopTepa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
0,7 mn nakyBaHHs, Himeuunna/ roTOBOrO fiKapCbKOro 3acoby, BKMo4aoum AinbHULI BUNYCKY
(105 mr); no 1 mn BUNPOBYBaHHsI LLisenuapis cepii abo micue NpoBeAeHHS KOHTPOIIO SKOCTI. (AisnbHICTb, 3a
(150 mr) y donakoHi; KOHTPOTIO SIKOCTi: SIKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaoyM BUMYCK cepiit)
no 1 cnaxkoHy B Yyran dapma 3MmiHa agpecy BUpobHuka ®.XodbdmaHH-Ts Pow J1Ta,
KapTOHHiI kopobui MaHydekTypuHr Ko, LLBeiiuapisi (BUNpobyBaHHs1 KOHTPOIIO SIKOCTi, BTOPUHHE
Jita, AnoHis nakyBaHHs1, BUNyck cepii), 6e3 3aMiHn Micus BUpobHMLTBa -
3MiHN BHECEHO B IHCTPYKLIiO ANs MEANYHOTO 3aCTOCYBaHHSA
CawmcyHr bioJlomkuke LLI0A0 MICLE3HAXOMKEHHS BUPOOHMKA 3 BiANOBIAHUMY 3MiHAMU
Ko, Ilta, Pecny6nika y TEKCTi MapKyBaHHS YNaKoBKM Nikapcbkoro 3acoby. BBegeHHs
Kopes 3MiH MPOTAroM 6-Tu MicsAUiB NiCNsA 3aTBEPAKEHHS.
BMNpPoOYBaHHS
KOHTPOMIO SKOCTi:
Yyran ®apma
ManydekTypuHr Ko,
JlTa, Anowisa
Pow ®apma AT,
Himeuunna
Pow [diarHoctuke MvtX,
Himeuunna
BMNpPoOyBaHHs
KOHTPOIO SIKOCTI,
BTOPVHHE NaKyBaHHS,
BUMYCK cepii:
&.XodpdpmaHH-a Pow
JItg, Weenuapis
40. | TENAPUH NopOLLIOK MpAT "Mo YkpaiHa Biodep C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - - UA/1058/01/01
HATPIIO (cybeTaHuis) y BVMPOGHMLTB npuseaeHHsa Cneuudikauii / MeTtoais BunpobysaHHs API
NOABIAHNX y enapwvH HaTpito BUpobHuUTBa Biodep C.n.A., ITaniay
nonieTuneHoBux iHcyniHis"IH BignoBigHicTb Ao Bumor EP
MilLKax ons OAP"
dapmaLeBTU4HOro
3aCTOCYBaHHS
41. | TEPMNEBIP® NOPOLLOK ANg MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianiB:3miHu | Tuny - 3a UA/2466/01/01
po3umnHy Ang iH'ekuin | "Kuismeanp "KniBmegnpenapat” 3MiHa HalMeHyBaHHs 3asBHUKa, 6e3 3miH y MKA J13; peuernmom
no 250 mr 10 enapat” 3anpornoHoBaHo: NMoBHa Ha3Ba AKLiOHEpHe TOBapuUCTBO
crakoHiB 3 "Kuismegnpenapat" CkopoyeHa Hassa MAT
NOPOLLIKOM Y "KviBmegnpenapart"; amiHu | Tvny - 3MiHa Ha3BM BUPOOHWKa,
KOHTYPHI 6e3 3miH y MKA 13, 6e3 3miH B iHCTpYKLii ANs MeguyHoro
YapyHKOBIl 3acTocyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
ynakosLi, no 1 [MoBHa Ha3Ba AkuioHepHe ToBapucTBo "KuiBmegnpenapar”
KOHTYPHI CkopouyeHa Hasga MNAT "KuiBmegnpenapat”
YapYHKOBIN ynakoBLi
B navuj
42. | TIAPOKCUET | nopoLuok AT Yecbka AT 3epymBepk HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - - UA/14106/01/01
WNKPOXMAI | (cy6cTaHuis) y "MIMKo®apm | Pecnybnik BepHObypr nopaHHsi oHosneHoro CepTtudikaTy BignoBiAHOCTI
b FEK 200/0,5 | noaginHux a" a €sponelicbkint hapmakonei RO-CEP 2014-281-Rev 01 Big Bxe

NnonieTUNeHOBMX

3aTBepakeHoro BupobHuka SERUMWERK BERNBURG AG,
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Millkax ans Germany ansa A®I rigpokcuetunkpoxmans 200/0,5, a came
BUPOGHMLTBA BuAaneHHs nokasHuka "Baxki metann" 3i cneumndikauii
CTepUIbHUX
nikapcbk1x opm
43. | TIHAITIH TabneTkn BariHanbHi MEOA HimeyuuH An-Ci-EH MNonbda Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/2921/01/01
no 5 tabnetok y dapma a Kewys AT 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuenmom
6nictepi, no 2 M6X eHp BeeneHHs abo 3miHu 4o y3aranbHeHVX AaHUX Npo cuctemy
Gnictepn y Ko. KI apmakoHarnsgy (BBEAEHHS y3aranbHEHUX 4aHux npo
KapTOHHIl kopobui cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iMCHEHHS
hbapmakoHarnsagy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKovarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-dainna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX JAHUX KOHTAKTHOI 0cobu 3asBHMKA,
BigNoBiganbHoI 3a 30iMCHEHHS hapmakoHarnsaay B YkpaiHi
44. | TNMIOKO3A po3uunH ang iHdysin, | TOB "lOpis- YkpaiHa TOB "HOpis-Papm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/6411/01/02
100 mr/mn, no 200 Pdapm” ApmiHicTpaTuBHi 3miHW. 3MiHa HanmeHyBaHHSA Ta/abo agpecun |peuenmom
M abo no 400 mn y Micusi NpoBamKeHHs AisnbHOCTI BUPOOHMKa/imnopTepa
NASLLKaX CKISHUX; rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHUL BUMYCKY
no 200 mn, abo no cepii abo Micue NpoBeAeHH KOHTPOMIO SAKOCTI. (AiANbHICTb, 3a
400 mny SIKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYaUM BUMYCK cepiit)
KOHTeWHepax - 3MiHa agpecu BupobHuka TOB «tOpis-®apm», 6e3 3miHu
noniMmepHux Micusi BUpoOHUUTBa (BBEAEHHS 3MiH NpOTArom 6-Tn micauis
nicns 3aTBEPAKEHHS)
45. | TNMIOKO3A- po34unH Ans iHdysin, | ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/6284/01/01
HOBO®APM 50 mr/mn no 200 mn, 3 0obMexeHo ApmiHicTpaTuBHi 3miHW. 3MiHa HalimMeHyBaHHS Ta/abo agpecu |peuenmom
abo 250 mn, abo obmexeHo BignoBiganbHicTio dipma 3asiBHUKA (BnacHWKa peecTpauiiHoro noceigvyeHHst). 3miHa
400 mn, a6o 500 mn Bignosigans "HoBoapm-biocuHTes" appecu 3asiBHUKa ToBapuCTBO 3 06MexXeHo
y MAsiLKax; HicTio chipma BignoBiganbHicTio dipma "HoBodapm-biocnHTes", Ykpaina.
no 200 mn, a6o 250 "HoBodapMm- TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
mn, abo 400 mn, abo | BiocuHTes" 3aTBepOKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa
500 mn y nnswui; no HanMeHyBaHHS Ta/abo agpecu MicLA NPoOBaAXXEHHS AiANbHOCTI
1 nnsawui B nayui 3 BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHY. BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BUPOGHWK/IMNOpTEp, BKNOYa4M BUMNYycK cepiin). 3miHa agpecu
BMpOGHWKa 113 ToBapuncTBO 3 06MEXEHOI0 BiAMNOBIAAMNBHICTO
dipma "HoBodpapm-biocuHTes", YkpaiHa, 6e3 3amMiHu micus
BMPOGHMLUTBA. TEpMiH BBEAEHHS 3MiH NPOTArom 6 Micsuis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
6esnekn/edekTMBHOCTI Ta pbapmakoHarnsay (iHwwi 3MiHw).
OHOBMEHHS BXE 3aTBEPKEHOTO TEKCTY MapKyBaHHS! YNakoBKu
nikapcbkoro 3acoby i3 3a3Ha4eHHsIM MiXXHapOAHMX NO3Ha4YeHb
OAVHWLb BUMIpIOBaHHSA. TepMiH BBEAEHHS 3MiH NpOTSArom 6
MicsILiB micnsi 3aTBEpPOXKEHHS.
46. | TOPOCTEH® | posuuH ans TOB "lOpisi- YkpaiHa TOB "tOpis-$Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny - be3 UA/2048/01/01
30BHILUHLOIO dapm” AnMmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecn | peuenma
3aCcTOCyBaHHS, MiCLS NpOBadXXEHHS QisiNbHOCTI BUPOBHUKa/iMnopTepa

0,25 mr/mn no 2 mn

roTOBOrO fikapcbKoro 3acoby, BKIYaouY AinbHUL BUNYCKY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B KOHTenHepi; no 10 cepii abo MicLe NpoBeAEHHS! KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
KOHTEWHepiB y sIKy Bignosiaae BUpOOHUK/iMNopTep, BKIKOYaUM BUNYCK cepiit)
nayyi; no 30 mny 3miHa agpecu BupobHuka TOB «HOpis-®apmy», 6e3 3miHu
6aHui; no 1 6aHui y micus BUpobHuUTBa. TepMiH BBeAEHHs 3MiH - NpoTsrom 6
nadui 3 KapToHy; no MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
100 mn, 400 mn y
HaHkax
47. | TPUNAYT NOPOLLIOK A11s €Bpo IHAis OMC Nimiten IHAis BHECEHHS1 3MiH O peecTpauiiHuX MaTepianis: 3MiHa 3asiBHMKa be3 UA/15361/01/01
FAPAYUN 0parnbHOro po34nHy TNandkep (BnacHwuka peecTpauinHoro nocigveHHs) (3rigHo Hakaly MO3 | peuenma
HAMIN no 6 r y nakeTuky; Mpawsit Big 23.07.2015 Ne 460)
no 10 nakeTwukiB y Nimiten
KapTOHHIl kopobui
48. | remnouunTP NOPOLLIOK ANA TosapwuctBo YkpaiHa ToBapwucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - bes UA/1470/01/01
OH XOT 0parnbHOro po34nHy 3 obmMexeHow nofaHHs oHoBneHu CepTudikaT BiANOBIAHOCTI BiA peuenma
OPAHX no 4 r y nakeri; no obmexeHo BignoBiganbHICTO 3aTBepaxeHoro Bupo6Hnka ANQIU LU AN
10 nakeTiB y Bignosigans "®apmaueBTniHa PHARMACEUTICAL CO., LTD., China 3 yTOMHEHHSM
KapTOHHiI KOpooLyi; HiCTIO KomMnaHis "3gopos's"” HaliMeHyBaHHS 3aTBEPKEHOro BUPOOHWMKA , sIK HACMiAoK
no 4 r y naketi; no 5 "dapmaueBT BHECEHHS 3MiHM [0 BigNOBIAHWMX pO3Ainie maTepianis
crapeHux nakeTiB y n4Ha peecTpauinHoro Aockbe; 3anponoHosaHo: R1-CEP- 2000-124-
KapTOHHIl kopobui KOMMaHis Rev 08; 3miHu | Tuny - nogaHHs Hosoro CEP anst A®I
"3popos's" ®eHinedpiHy rigpoxnopua RO-CEP 2018-053-Rev 00 Big Bxe
3aTBEPAKEHOro BUPOOHMKA 3 YTOYHEHHAM HaliMeHYyBaHHSA
UNICHEM LABORATORIES LIMITED, India. BianoBigHi 3amiHu
y cneundikauii Ta metTogax BXigHOro KOHTPOSO 3a MOKa3HUKOM
"3anuLuKoBa KinbKiCTb OPraHiYHUX PO34YMHHUKIB"; 3MiHWM Il Tuny
- BE[leHHs1 HOBOro BMpoGHUKa MNapaueTamona 3 HagaHHsM
mactep-darina Hebei Jiheng (Group) Pharmaceutical Co., Ltd.
Shenzhou Plant, China (Juiy 2016) go Bxe 3aTBepaXXeHoro
ANQIU LU'AN PHARMACEUTICAL CO,, LTD., China
49. | DAOPUN TabneTkn no 5 mr no Mepnokewmi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/0773/01/01
10 TabneTtok y nTa (LlenTpanbHuin 3asoa) 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuernmom
GnicTepi; no 3 BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHUX Npo CUCTEMY
Gnictepn y hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
KapTOHHI kopobLyi cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
bapmakoHarnsgy B YKpaiHi, sKLo BoHa BigMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHKKa, BignosigansHoi 3a
3aiicHeHHs dapmakoHarnagy: lNMponoHoBaHa pegakuis:
Marina Couva. 3miHa KOHTaKTHVX JaHUX YTOBHOBAXEHOT
ocobwu, BignosiganbHoI 3a 3aiMCHEHHs hapMakoHarnaay.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
BiAMOBiAaNbHOI 3a 34iNCHEHHst bapmakoHarnsaay B YKpaiHi.
3MmiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsigy. 3miHa micLie3Haxo4XeHHs MacTep-danna
50. | QANPUN Tabnetku no 10 mr Mepokemi Kinp Mepgokemi JITO Kinp BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3mMiHu | Tuny - 3a UA/0773/01/02
no 10 Tabnetok y nTa (UeHTpanbHuin 3aBoa) 3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy. peuenmom

GnicTepi; no 3

BBegeHHs a6o 3MiHU [0 y3aranbHEHWX 4aHWX NpPo CUCTEMY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepu y dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
KapTOHHi kopobui cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBa)eHoi ocobwm,
BiANOBIAanbHOI 3a 3AiCHEHHS dhapMaKkoHarnsiay; KOHTaKTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yNoBHOBaXeHOoi ocobu, BignoBiganebHoI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMoYaym KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHI MacTep-anna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOi 0cobu 3asiBHMKa, BignosiganeHoi 3a
3[incHeHHs dapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX A4AaHUX YNOBHOBAaXEHO!
ocobwu, BignosiganbHoI 3a 3AiNCHEHHS dhapmakoHarnagy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnagy B YKpaiHi.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa Micue3Haxo4XeHHs macTep-danna
51. | QANPUN Tabnetkun no 20 mr Mepnokewmi Kinp Mepokemi N1TO Kinp BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/0773/01/03
no 10 Tabnetok y nTao (LenTpanbHuin 3aBoa) 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
bnictepi; no 2 abo 3 BBeneHHs abo 3miHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
Gnictepn y dapmakoHarnsgy (BBEAEHHS y3aranbHEHUX AaHUX Npo
KapTOHHIl kopobui cucTeMy chapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
hbapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-ganna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHVKa, BignoBigansHoi 3a
3AincHeHHs dapmakoHarnagy: MNponoHoBaHa pefakuis:
Marina Couva. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHOT
ocobw, BignosiganbHOI 3a 3AiNCHEHHS dhapmakoHarnagy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANOBiganbHOI 3a 34iMCHeHH:A hapMakoHarnagy B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3HaxooXeHHs MacTep-danna
52. | AEAKYPA Tabnetku, no 5 mr, Oepmadcpapm | HimeuumH Mibe MMB6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianis:amiHu | Tuny - be3 UA/11339/01/01
no 50 a6o no 100 Al a ApuHanmittens BUINy4eHHs BMpobHuka APl 6ioTuH Zhejiang Medicine Co., Ltd | peuenma
TabneTtok y onakoHi, Xinchang Pharmaceutical Factory, Kutan
no 1 dnakoHy y
KapTOHHIN mayui
53. | BEKATUNEH Tabnetku gns TeBa I3painb Bupo6HuuTBO 3a LLisenuapis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny: 6e3 UA/6633/01/01
™ PO3CMOKTYBaHHS MO dapmaueBTi MOBHUM LIMKIOM: HimevuunHa 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenma
10 TabneTok y Kan AunHo ®apma AT, BUPOOHMLTBI. 3amMiHa abo BBeAEeHHA AOAATKOBOI OiNbHULL
GnicTepi; no 2 abo 3, IHpacTpi3 LLiseniuapis BUPOGHMLUTBA ANsi YacTUHM abo BCbOro BUpOBHMYOro npolecy
abo 4 bnictepu y o, roTOBOrO MikapCbKoro 3acoby (AinbHULS Anst BTOPUHHOIO
KapTOHHIl kopoOLi BupobHuLTBO nakyBaHHs) BBEAEHHS OiNbHULS AN BTOPUHHOIO NaKyBaHHS
Hepo3sdacoBaHoOro Acino Pharma AG Pfeffingerring 205,4147 Aesch, Switzerland,

NPOAYKTY, KOHTPOIb

SIKOCTI, [O3BIN Ha BUMYCK

cepii:
AunHo ®apma AT,

BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3miHu | Trny: 3MiHn 3 sikocCTi. [OTOBMI NikapcbkuiA 3aci6. 3MiHu
y BUPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinNbHULL
BUPOGHMLUTBA ANsi YacTMHM abo BCbOro BUpOBHMYOro npolecy
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LLisenuapis roTOBOrO NMikapCbKOro 3acoby (AinbHWUSA Ans NepBUHHOTO

[MepBMHHa Ta BTOPUHHA
ynakoBKa:

AunHo ®apma AT,
LLisenuapis

HopaTtkoea
nabopatopis, LWo
npuiMae y4acTb B

KOHTPOTi SKOCTi:
HHAC Na6op O-p
Xowncnep M'M6X,
HimeyunHa

[opaTtkoea
naboparopis, Wo
npuiiMae y4acTb B

KOHTPOTi SIKOCTi:
YHTEp3yXyHICiIHCTUTYT
Xennenep Mv6X,
HimeyunHa

nakyBaHHs) BBeAeHHs AinbHULA ANS NEPBUMHHOIO NakyBaHHS
Acino Pharma AG Pfeffingerring 205,4147 Aesch, Switzerland.
BBegeHHs 3MiH NpOTArom 6-Tv MicsILiB MiCnst 3aTBEPOXKEHHS.
3MinHu | Trny: 3miHm 3 skocTi. FoToBMIN Nikapcbkuii 3aci6. 3MiHKM
y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BWMYCKY Cepii Ta KOHTPOSIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fodaBaHHS BUPOOHMKA, LLO BiAnoBiaae 3a
BBE3EHHS Ta/abo Bunyck cepii) - Bkrtoyatoun
KOHTpOnb/BMNPoByBaHHs cepii (AoaaBaHHs BUPOOHUKA, LLO
Bi4NoBigae 3a BUNYCK cepii, BKNOYa4im
KOHTponb/BunpobyBaHHs cepii Acino Pharma AG (Liesberg),
L0 BXOAMTb B Ipyrny KOMMaHii Acino 3 BHECEHHAM (PyHKLN
BMpobHuKa go MKA N3,
3MiHM BHECEHO B iHCTPYKLIilO ANA MEANYHOrO 3aCTOCYBaHHS
OO0 MiCLe3HaxXo4XKeHHs1 BUPOBHUKA, SK HacmigoK —
BiAMOBIAHI 3MiHWN Y TEKCT MapKyBaHHS YNaKkoBKW NiKapCbKOro
3acoby. BBegeHHsi 3amMiH npoTsArom 6-T MicauiB nicns
3aTBepAKeHHS. 3MiHum | Tuny: AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu MicLA NPOBaAXXEHHS AiANbHOCTI
BMPOOHWKa/imnopTepa rotoBoro nikapcekoro 3acoby,
BKIIONAI04M AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPOIIO SIKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, HE BKIOYaoUM BUMYCK Cepiif)
BWMpPaBIIEHHS MOMUITKM Yy HalMeHyBaHHSA nabopaTtopii
KoHTponto akocTi N3 OekatuneH, a came goaasaHHsA [MOX.
BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB Micns 3aTBEPOXKEHHS.
3miHu | Trny: 3MiHm 3 sikoCTi. FOTOBMI Nikapcbkui 3aci6. 3MiHN
y BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONyCTUMMX MEX,
BCTaHOBMEHUX Y cneundikauisix, nig Yac BUpobHuLTBa
roTOBOro MiKapCbKOro 3acoby (BUIyYEHHS1 HECYTTEBOTO
BMNpPOOyBaHHSA B NpoLeci BUPOOHULTBA) BUITYyHYEHHSA
HecyTTeBOro BUNPobyBaHHS B NpoLieci BUPOOHULTBA T.
«ToBLMHAY, L0 aKTyanbHO nuvLIe ANns npouecy nakyBaHHs J13
Ta JaHWI MOKa3HWK 3anexuTb Big npolecy BUpobHMuTBa 3
BiAANOBIAHWUM KOHTPONEM B NPOLECi 3a T. CUIN CTUCHEHHS.
BBefeHHs 3MiH NPOTArom 6-Tv MicALiB MicNs 3aTBEPOXKEHHS.
3MiHu | TUny: 3MiHM 3 aKkocTi. [0TOBMI NikapcbKkni 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOTO MikapCbKOro
3acoby (BUNyYEHHsI HE3HAYHOTO MOKa3sHVKa (Hanpuknaza
3acTapiforo nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudikalis 6apBHUKIB UM CMaKOBMX 406ABOK)) BUNYYEHHS
He3HaYyHOro nokasHuka i3 cneuumdikadii npy Bunycky T.
«BwucoTay, Lo akTyanbHO nuLie Ansi npoLecy nakyBaHHs J13.
BBefeHHs 3MiH NpOTArom 6-Tv MicsLiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TUny: 3MiHn 3 aKkocTi. [oTOBMI Nikapcbkui 3acib.
CucTeMa KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y
NEepPBUHHIN yNakoBLi rOTOBOro fikapcbkoro 3acoby (sikicHuii Ta
KinbKicHWIA cknag) - TeepAi nikapcbki hopmu (3MiHW AKICHOTO

CKnagy NepBUHHOIO nakyBanbHoro matepiany ans 13 -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

nepBuHHa ynakoBka (6nictep) cknagaeTbcs 3 ABOX YaCTUH 3
pi3HuM sikicHum cknagom (PVC/Aclar Ta Aluminium) y 3B A3ky 3
HECYMICHICTIO OfHIET YacTMHM NakyBanbHOro martepiany
(PVC/Aclar) 3 nakyBanbHuM obnagHaHHHSIM Ha HOBIN
BUPOGHWYI OiNbHUL, @ TAKOX 3 METOH MiABULLEHHS 3aXUCTy
N3 BnpogoBx TepMiHy NpuaaTHOCTI , AKICHWIA CkNag,
nakyBanbHoro matepiany 3miHmecs 3 (PVC/Aclar Ha
(PVC/Aclar/PVC). BBeaeHHs 3mMiH npoTArom 6-tm micauis nicns
3aTBepgkeHHs. 3miHu Il Tuny: 3miHn 3 axocTi. FoToBUI
nikapcbkuin 3aci6. 3MiHM y BUpobHMLTBI. 3amiHa abo BBeAEHHS!
[0[aTKoBOI AinbHULI BUPOBHWLTBA ANst YacTMHM abo BCbOro
BMPOOHMYOro nNpoLecy rotToBoro Nikapcbkoro 3acoby (iHLi
3MiHM) BBE4EHHS A0A4ATKOBOI AiNbHULI BUpOOHMLTBa ANA
BCbOro BUPOBHMYOro NpoLecy roToBOro fikapcbKoro 3acoby
Acino Pharma AG (Liesberg), Lo BxoauTb B rpyny KOMMaHii
Acino 3 BHeceHHAM dyHKLUin BUpobHuka go MKA J13, 3i
3MiHaMu B MpoLeci BUPOBHMLTBA Yy 3B A3KYy 3 3aKpUTTAM
NOTOYHOI BUPOGHMYOI AinbHMui Acino Pharma AG;
3aBASAKN HOBMM MOXITMBOCTAM BUPOBHMYOro obnagHaHHA
AopaHo Hosuii po3mip cepii 736 kr (640030 TabneTok) Ao Bxe
3aTBepmkeHoro 480 000 TabneTtok; HesHauHi 3MiHM B npoueci
BMPOGHMLTBA, a came Kpok 2 (monepeaHe nepemillyBaHHs)
Ta Kpok 3 (TabneTtkoBa cymiw) 06'egHaHo B Kpok 3
(TabneTtkoBa cymiL); 3MiHM y MeToauLi BUNpobyBaHb nig Yac
BMPOGHMLTBA T. KOAHOPIAHICTE Macu», KCTUPaHHICTbY,
«CTIVKICTb 4O po3aaBneHHs», BBeaeHHs 3amiH npotarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHn |l Tuny: 3miHn 3 akocTi. FoToBMIA NMikapcbkun 3acib.
3MiHM y BUpOBHMUTBI. 3MiHM y NpoLeci BUPOGHMLTBA roTOBOro
nikapcbkoro 3acoby, BKMOYaUM NPOMIXKHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKoro
3aco0y (BBeAeHHS abo 36inbLUEHHSI NMPUNYCTUMOrO HaAMMLLKY
Adl)y 3B a3ky 3 BTpatamu ADI , Lo cnocTepiraeTbes nig Yac
BMpo6HMLUTBaA T13 NpOTArom OCTaHHiX POKiB i
nigTBEpAKYBaNUCs JaHUMM KinbKiCHOro BU3Ha4YeHHs, 6yno
NPUAHSITO PiLLEHHST 36iNbLUMTY HAOMNLLOK Lik04Oi PEHOBUHM
aeksaniHito xnopuay 3 10 % go 18%, Lo 3acToCcoBYyETHCS NpU
BUpo6HMUTBI [T13. BBEAEHHS 3MiH NPOTArom 6-Tn MicsauiB
nicns 3aTBepaAXeHHs.

54.

OEPMOBEUT

™

masb 0,05 %, no 25
ry Ty6i, mo 1 Ty6i B
KapTOHHIN ynakoBuj

makcoCwmit
Knsin
Ekcnopt
TimiTen

Benuka
Bputanis

makcoCwmiTKnsamH
dapmacbitoTukana C.A.

MNonbwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:amiHu | Tuny -
BHECEHHS 3MiH [0 po3ainy «MapkyBaHHA» MKA J13:
3anponoHoBaHo: p. MapkyBaHHs. «3rigHO 3aTBEpPAXKEHOrO
TEKCTy MapKyBaHHS». BBegeHHs 3MiH npoTsirom 6-Tu micauis
nicns 3aTBepaXKeHHs

3a
peuernmom

UA/1600/01/01

55.

OVNKNAK®

Tabnetku
KMLUKOBOPO3YMHHi MO
50 mr, no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHIN kopobui

Canpos
dapmacbHoTi
kans a.a.

CnoBeHisi

Cantotac Papma MmM6X

HimevuunHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
3MiHM [0 IHCTPYKLUIii ANa MeAMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby y po3agin "OcobnmBocTi 3acTocyBaHHs" BignNoBigHO A0
OHOBIeHoT iHopMmaLii 3 6e3neku aito4oi pevoBuHN. BBeaeHHs
3MiH NPOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPOKEHHS

3a
peuernmom

UA/9808/02/01

56.

OIATINOH®

PO34MH Ans iHGY3in

AT

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -

3a

UA/0794/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3 % no 10 mn abo "®apmak” ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecn  |peuernmom
no 20 mn B amnyni; 3asBHUKA (BNacHMKa peecTpaLinHoro noceig4eHHs). 3MiHa
no 5 a6o no 10 HalMeHyBaHHS Ta agpecu 3asiBHUKa (BnacHUKa
amnyn y nadui 3 peecTpaLinHOro NOCBiAYEHHS)
KapToHy; no 10 mn BBeaeHHs 3MiH NpoTarom 6-Tu micauiB nicns 3aTBepaKeHHs.
abo no 20 mn B 3miHu | TMNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHsI
amnyni; no 5 amnyn Ta/abo agpecu MicLsi NPOBaDKEHHS OiSNbHOCTI
y 6nicTepi; no 1 abo BMPOGHMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
no 2 Gnictepn y BKIOMAOUM AinbHULI BUNYCKy cepii abo MicLie npoBedeHHs
nayui 3 KapToHy KOHTPOIMIO SIKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOBHWMK/IMNOpTEP, BKMIOYAKYM BUNYCK cepiit). 3MiHa
HallMeHyBaHHS Ta agpecy BUpobHuka 6e3 amiHu micus
BMpOGHMLUTBA. BBEAeHHA 3MiH NpoTarom 6-tu Micauis nicns
3aTBEPKEHHS.
3miHu | TMny - 3miHK 3 skocTi. FoToBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTMMMUX MEX rOTOBOrO JiKapCbKOro
3acoby (iHwWi 3MiHK) - BHeCeHHs 3miH Ao Cneuudikauii/
MeTogis BunpobysaHHs 113, 3okpema: BUny4YeHHs nokasHuka
"AHOMarbHa TOKCMYHICTL" 3 BiAMNOBiIAHOK METOAUKOKD
57. | AIKNOTON® TabneTkn, BKPUTI KYCYM IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH 0 peecTpauiliHix maTepianis:amitu | Tuny - 3a UA/12364/01/01
obornoHkoto, no 100 XEJNTTXKEP MBT NTA BBEJEHHSA [0AaTKOBOro po3mipy cepii ansa supobHuka KYCYM  |peuyenmom
mr, no 10 TabneTtok MNBT NTA XENTXKEP MBT NTA 3a agpecoto MNnot Ne M-3, IHoop
y 6nictepi; no 3 abo Cnewen IkoHomik 3oyH, ®ewns-ll, Mitamnyp, Oict. Oxap,
10 6nicTepiB y Mapxes Mpagew, MNiH 454774, 1Hais; 3anponoHosaHo: 100 000
KapTOHHIl ynakoBLj; Tabnetok, 1000 000 TabneTok
no 14 Tabnetok y
Gnictepi; no 2
Gnictepn y
KapTOHHIN ynakoBUj
58. | EBKABAN® Kpanni, 1 mr/mn no Ecnapma HimeuumnH dapma BepHrirepoge Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - bes UA/13241/01/01
KPAMNI 10 mn y cpnakoHi; no m6X a m6X 3MiHK Wwopo besnekn/edekTBHOCTI Ta hapmakoHarnsgy. peuenma
1 cpnakoHy B BeeneHHsa abo 3miHu 4o y3aranbHeHVX AaHuX npo cuctemy
KapTOHHIN yrnakoBLii dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsay 3asiBHUKA Anst 30iNCHEHHSI
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiganbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHKKa, BignosigansHoi 3a
3AiMCHeHHsA apmakoHarnsgy: [NponoHoBaHa pefakuis: Mara
Dinkel. 3miHa KOHTaKTHUX JAHMX YNIOBHOBaXXeHOI 0cobu,
BiANOBiganbHOI 3a 3ailicHeHHs1 hbapmakoHarnsay. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy. 3miHa
HOMepy Ta MiCLe3HaxoMKeHHs MacTep-danna
59. | EIOHBA PO34MH ANs iH'eKUin LepiHr- LLisenuapi BeTtTtep Papma- Himeuumnna/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/13125/01/01
no 100 mkr/0,5 mn Mnay a PepturyHr F'moX i Ko. Hioepnanamn OHOBJEHHS iHbopMaLii LWoao 3acobiB Ta obnagHaHHS, sk peuenmom
no 0,5 mn po3unHy B | CeHTtpan lct KI', HimevdmHa BkItodeHi y flonaTok 3.2.A.1. Ans nikapcbkux 3acobis, Lo
nonepegHbo Al (KOHTpOIb AKOCTI, HanexaTtb Ao 6ioTexHonoriyHoro BupobHuuTea. Cuctemu
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HarnoBHEeHOMY TeCTyBaHHs reHepauii Ta posnogineHHs Bogu 6ynun moandikoBaHi B
Lwnpuui; no 1 CTepunbHOCTI Ta 6ynisnsix BE Ta BF caity MSD Oss (De Geer), ae npoxoauTb
nonepegHbo BakTepianbHNX noYaTKoBU BUPOBHMYMIA NPOLIEC | NOCNISOBHWUIA BUPOBHNYMIA
HarnoBHEeHOMY €HOOTOKCHHIB rOTOBOrO npouec cybcTaHuii kopudonitponivy anbda
LuNpuLy pasom 3i nikapcbkoro 3acoby
CTepuIbHOI (KOHTpOnb SIKOCTi),
iH’EKLIHOO FONKOK BidyarnbHa iHcnekuist);
y BigKpUTOMY BetTtep ®apma-
NNacTUKOBOMY NOTKY ®epTuryHr Mm6X i Ko KT,
B KapTOHHI Kopobui Himeuunna
(BpPOGHULTBO
Hepo3dacoBaHoI
npoaykuii Ta nepBuHHa
yrnakoBKa, KOHTPOIb
AKOCTI, TECTYBaHHSA
CTepunbHOCTI Ta
bakTepianbHUX
€HAOTOKCWHIB rOTOBOTO
nikapcbkoro 3acoby
(kOHTpOnb SKOCTi),
BidyanbHa iHcnekuis);
Bettep ®apma-
PepturyHr F'm6X i Ko.
KI', HimewuunHa
(BidyanbHa iHcnekLis);
H.B. OpraHoH,
HinepnaHnam (koHTpornb
AKOCTi Ta TECTYBaHHSA
CTabinbHOCTI , BTOPMHHA
ynakoBka, [03BiN Ha
BUMYCK cepii)

60. | ENTIOHBA PO3YUH ANS iH'eKLN LWepiHr- LLisenuapi BetTtep ®apma- Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/13125/01/02
no 150 mkr/0,5 mn Mnay a PepTuryHr 'm6X i Ko. Higepnanaun OHOBIEHHS iHpopMalLlii Wwoao 3acobiB Ta obnagHaHHs, siki peuenmom
no 0,5 mn posunHy B | CeHTtpan lct K, Himewunna BkNtodeHi y flogaTok 3.2.A.1. ansa nikapcbkux 3acobis, Lo
nonepegHLO Al (KOHTpOIb AKOCTI, HanexaTb o bioTexHonoriyHoro BMpobHuuTBa. Cuctemm
HanoBHEHOMY TECTYBaHHS reHepaldii Ta po3nogineHHs sogu 6ynu MmoaudikoBaHi B
wnpuui; no 1 CTepurnbHOCTI Ta oyaisnax BE ta BF cavnty MSD Oss (De Geer), e npoxoauTtb
nonepeaHL0 BakTepianbHUX no4aTKkoBMIA BUPOBHUUMIA MpoLec i NOCMiAOBHWI BUPOOHNYMI
HanoBHEHOMY €HOOTOKCWHIB FOTOBOro npouec cybcTaHLii kopudoniTponiHy ansga
LLINpULly pasom 3i nikapcbkoro 3acoby
CTEPUnbLHO (kOHTpOnb SIKOCTi),

iH’EKLINHOI roNnKow
Yy BiOKpUTOMY
NnacTKoBOMY IOTKY
B KapTOHHIl kopobLi

BidyanbHa iHcnekuis);
Bettep dapma-
®epturyHr 'meX i Ko K,
HimeuunHa
(BpPOBHULTBO
Hepo3dhacoBaHoi
npoaykuii Ta nepBmMHHa
yrnakoBKa, KOHTPOIb
SIKOCTi, TECTYBaHHA
CTEepWUnbHOCTI Ta




20

[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
GakTepianbHux
€HAO0TOKCUHIB rOTOBOro
nikapcbKkoro 3acoby
(kOHTpOnb 5KOCTi),
BidyarnbHa iHcnekuist);
Bettep dPapma-
®epTuryHr M'meX i Ko.
KI, HimeuunHa
(BidyanbHa iHcnekuis);
H.B. OpraHoH,
HinepnaHam (koHTpornb
AKOCTi Ta TECTYBaHHS
CTabinbHOCTI , BTOPMHHA
ynakoBka, A03BiN Ha
BMNYCK cepii)
61. | ECKYUUH renb 1% no 40 r abo Amakca Benwuka BUPOBHMLUTBO 32 MOBHUM HimeyunHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - be3 UA/14918/01/01
AMAKCA no 100 ry Ty6i, no 1 ®dapma JTT[ Bputanis LIMKITOM: AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecn | peuenma
Ty6i B KQPTOHHIN Ci.Ni.Em. 3asiBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa
Kopoo6ui KonTpakt®apma 'M6X & azipecu 3asiBHMKa
Ko. KI
62. | 30KOP® TabneTtkn, BKPUTI Mepk Wapni | LWeenuapi Bupo6Humk Benwka BHECEHHS 3MiH 10 peecTpaLliiHiX maTepianis: 3MiHu | Tuny - 3a UA/0645/01/02
NniBKOBOKO Ooym IOEA a Hepo3dhacoBaHoi BputaHisi/ 3MiHun 3 akocTi. [oToBMI nikapcbkui 3aci6. 3miHn y peuenmom
obonoHkoto, no 20 meX NPOAYKLUii, KOHTPONb Higepnanam BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS
Mr no 14 TabneTok y AKOCTI: BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKoro
Gnictepi; no 2 Mepk LWapn i Joym 3acoby (3amiHa abo goaaBaHHA AiNbHWLI, Ha SKin
Gnictepu B IlimiTen, Benwuka 3[iNCHIOETLCSI KOHTPONbL/BUNPOBYBaHHS cepii) - JoaaBaHHS
KapTOHHiI kopobui BpuTaHis Mepk Wapn i Joym B.B., Higepnanau sk AinbHWuj, Wo
3[iNCHIOE KOHTPOINb SKOCTI. BBEAEHHS 3MiH MpOTArom 6-Tu
MakyBaHHSs1, KOHTPOIb MiCsILiB MiCNsi 3aTBEPOXKEHHS.
SIKOCTI, BUNYCK cepii:
Mepk Wapn i Joym B.B.,
Higepnanan
63. | I3OHIA3UA Tabnetku no 100 wmr, My6niyne YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/3624/01/01
no 10 Tabnetok y akuioHepHe ToBapucTBo "HaykoBo- BHECEHHS 3MiHW BHACIifoK OHOBMNEHHS MOHorpadii peuenmom
6nicTepi; no 5 TOBapuCTBO BUPOGHMYMIA LEHTP €sponevicbkoi hapmakonei ons ADI isoHiazngy
GnictepiB y nayui "HaykoBo- "BopLuariBCbkuii XiMiko-
BUPOGHWYMIA dapmaueBTUYHUI
LeHTp 3aBoa"
"Bopuuyariscb
KWUI Ximiko-
dapmauesT
WNYHUIA
3aBoa”
64. | IBOHIA3UA Tabnetku no 200 wmr, My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3minu | Tuny - 3a UA/3624/01/02
no 10 Tabnetok y akuioHepHe ToBapucTBO "HaykoBo- BHECEHHS 3MiHM BHACIiZOK OHOBJIEHHSA MOHOrpadii peuenmom
GnicTepi; no 5 TOBapuCTBO BUPOGHWYMNIA LLEHTP €sponevicbkoi hapmakonei ans AD| isoHiaznay
GnicTepis y navui "HaykoBo- "BopLuariBCbkuii XiMiko-
BVMPOGHWYMIA dhapmaLleBTUYHNUIA
LEeHTp 3aBoa"

"BopLuariscb




21 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KU XiMiKO-
hapmanesT
NYHUIA
3aBog"
65. | IMIMEHEM/L NOPOLLIOK A451s MpuBaTHe YkpaiHa dakta GapmacboThui ITanis BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianiB:TexHiYHa - UA/17716/01/01
WNACTATWUH | posuunHy ans akuioHepHe C.n.A nomwunka Ha TUTYNbHIl cTopiHui Ta 2, 3 cTopiHkax MKA
iHdpysin 500 mr/500 TOBapUCTBO npubpaHo NPUIMEHHUK «NO» MNPY 3a3HaYeHHi J03yBaHHs. Y
mr, in bulk: no 190 "Nekxim- Cneuumdikauii, ons nokasHuka «BTpaTta macu npu
dnakoHiB y kopobui Xapkis" BWCYLLYBaHHi» BHECEHO YTOYHEHHS NpU 3a3Ha4YeHHi KpUTepiis
NPUAHATHOCTI Ta 3a3HaYeHo NpaBuUnbHe NOCUIaHHS Ha MeToa
USP <731>, yTO4HEHO KpUTepii NPUIHATHOCTI AN NOKa3HUKa
«MexaHi4Hi BKNIOYEHHS: BUAMMI YacTKu», 3a3Ha4yeHo
«CTOPOHHI HEPO34MHHI YaCTUHKN MatoTb ByTu NpakTU4HO
BiAICYTHi», 3anNuIeHO oHe nocunaHHs Ha USP <1>. Y
MeToAax KOHTPOIio, BUNPAaBIIEHO KPUTEPIN ANS NoKasHMKa
«BTpaTa macu npy BUCYLLYBaHHI», 3a3Ha4€HO NpPaBuUbHUN
«He BinbLie 2,4 %», y 3B'A3Ky 3 Pi3HOUYUTaAHHAM 3i
Cneumdikauieto, BUNpaeneHo nocunaHHsa Ha metog USP
<731>, ons nokasHuka «KinbkicHe BU3Ha4YeHHsA» BUNPaBeHo
nocunanHsa Ha metog USP <621>, 3a3Ha4yeHo Ha3By
nokasHuka «CynpoBifHi JOMILLKM», Y 3B'A3KY 3 Pi3HOUYMTaHHSAM
3i Cneuudpikauieto, anst nokasHuka «MexaHivHi BKITOYEHHS:
BUONMI YaCTKM», 3anunweHo oaHe nocunaHHsa Ha USP <1>,
3a3Ha4YeHO «BUKOPUCTOBYHOTb 3pa3oK, MPUroTOBaHUiA y 1.3y,
BHECEHO YTOUYHEHHS B OLliHKY pe3ynbTaTy, 3a3Ha4yeHo
«CTOPOHHI HEPO3YMHHI YaCTUHKN MatoTb ByTu NpakTUYHO
BiACYTHi», ANA noka3Huka «bakTepianbHi eHAOTOKCUHMY,
BMMNPaBMEHO NOMUIIKY B KPUTEPISIX Ta KOHKPETU3OBAHO
nocunaHHs Ha metog €sp.Papm. «EP, 2.6.14»: 3a3HaueHe
BUNpaBfieHHs BignoBigae marepianam peecTpauinHoro 4ocbe
66. | IHNITA TabneTkn, BKpUTI MN®ANIEP CLUA Mdpanszep Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/14080/01/01
NniBKOBOIO ENY.CLMI MeHtodek4ypuHr 3MiHa HanMeHyBaHHS BUpobHuka APl akcuTuHiBy 3 Pfizer peuenmom
o6onoHkoto, no 1 mr; | KOPMOPEW Oonuneng Mm6X Ireland Pharmaceuticals Ha Upjohn Manufacturing Ireland
no 14 tabnetoky LH Unlimited Company, po3tawoBaHoro Ha ainbHui (Little Island)
6nicTepi; no 2 abo Ta BHECEHHS1 yTOMHEHHS agpec, 6e3 3MiHn Micua
no 4 6nictepu B BMPOGHMLTBA Ta BHECEHHS YTOUYHEHHS1 agpecy BUpobHuka AdI
KapTOHHI kopobuyj; akcuTuHiby Pfizer Ireland Pharmaceuticals, postawosaHoro Ha
no 14 tabnetoky ainbHuui (Ringaskiddy), 6e3 3amiHn micusi BUpobHuLTBa
GnicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI kopobuyi
67. | IHNITA TabneTku, BKpUTI NeANIEP CLUIA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/14080/01/02
NniBKOBOO EMY.CLMI MeHtobekvypuHr 3MiHa HanMeHyBaHHS BUpobHuka APl akcuTuHiby 3 Pfizer peuernmom
o6onoHkoto, no 5 mr; | KOPMOPEW Oonunenag Mm6X Ireland Pharmaceuticals Ha Upjohn Manufacturing Ireland
no 14 Tabnetok y LH Unlimited Company, po3taLwioBaHoro Ha ginbHui (Little Island)

6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHiIl kopobuyj;
no 14 tabnetoky
GnicTepi; no 2 abo
no 4 6nictepu B

Ta BHECEHHS YTOYHEHHS agpecu, 6e3 3amiHn micust
BMPOGHMLTBA Ta BHECEHHS YTOUYHEHHS aapecy BUpobHuka AdI
akcuTuHiby Pfizer Ireland Pharmaceuticals, po3tawioBaHoro Ha

ainbHuui (Ringaskiddy), 6e3 3miHn micusi BUpobHuLTBa
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KapTOHHiI kopobui

68.

IHO3UHY
NMPAHOBEKC

MopoLLIOK
(cybcTaHuis) y
MilLKaxX NoABINHMX
nonieTuneHoBmx
ansa
dapmaLeBTU4HOro
3aCTOCYBaHHSA

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
AnMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asBHUKA (BNacHMKa peecTpaLinHoro noceig4eHHs). 3MiHa
Ha3BMW Ta agpecu 3asBHuUKa. 3MiHu | Tuny - AgMiHiCTpaTuBHiI
3MiHN. 3miHa HanMeHyBaHHs Ta/abo agpecu micus
NpoBapKEHHS AiAsnbHOCTI BUPOBOHMKa (BKNtovaoun, 3a
HeobXxiaHOCTI, MicLie NpoBeAeHHS KOHTPOTIO sIKOCTi), abo
BnacHuka mactep-ganina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro NpoayKTy, Lo
3aCTOCOBYOTbCH Y BUPOOHUUTBI ADI (sIKLLO 3a3HaYeHo y AOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiQNOBIQHOCTI €Bponewchbkin chapmakonei y 3aTBepaKeHOMY
Aocbe, abo BUpobOHMKa HOBOI AOMNOMDKHOT PEYOBUHM (SKLLIO
3a3HayeHo y gocbe). 3miHa Ha3BW BUpobHUKa, 6e3 3mMiHM Micus
BUpOGHMUTBA. 3MiHM | TUny - 3miHn 3 akocTi. ADI. KoHTpornb
A®Il. 3miHa y meTogax BunpobysaHHA A®I abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMIKOPVCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HauHi
3MiHM Y 3aTBEpPOXEHNX MeTofdax BUNpobyBaHHs). BHeceHHs
3MiH go MKA J13 3a n. «'paHynomeTpisi», a came gogaHo
nonepefHe npocitoBaHHSA Npobu J13 1Ho3nMHy npaHobekc,
NMOPOLLIOK (CybCcTaHUis) Kpisb cnto 1 MM.

UA/17136/01/01

69.

ICMDKEH

Tabnetku
cybniHreaneHi no 50
Mr Ne 10 (10x1), Ne
30 (10x3) y
Gnictepax

JNlannemanpg
dapma Al

LLisenuapi
a

BpycueTTiHi c.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
BUIYYEHHS TECTY Ha TOKCUYHICTb 3i cneundikadii APl Ha
niactasi nosigomnernHa EDQM (Esponeicbkuin gupekTopar 3a
sIKICTIO Nikapcbkux 3acobiB Anst OXOPOHM 340poB's) Big 8
rpyAHst 2017 poky, B AKOMY 3a3Ha4aeTbCsi PiLUEHHS, NPUAHATE
Ha 159-my nneHapHoMy 3acigaHHi, NPo NPUNUHEHHS NepeBipku
Ha TOKCUMYHICTb 3 BoKy €Bponeinckkint hapmakonei, Ta y
3B’53Ky 3 pekomeHaauismm BOO3 He npoBoanTh TeCT Ha
aHoMarnbHY TOKCUYHICTb; 3MiHM | TUNy - 3MiHa cknagy
nepBUHHOI ynakoBku Ans A®| (30BHiLLHIV wap) Ans
onTuMmisaLii yMoB TpaHcrnopTyBaHHA Ta 36epiraHHa AdI, a
came niodpinisoBaHui GakTepianbHWN NisaT ynakoByoThb Yy 4-
LLIAPOBI MiLLIEYKM, sIKi MOTIM YNaKoBYIOTLCS Y KAPTOHHI KOPOOKU.
3aTBepaXeHVIn CKNag, MilLeyKy (3cepeaiHu Ta 30BHi):
nonieTuneH HM3bkKoi WinbHocTi (PE) / antomiuin (Al) /
nonieTuneH Hu3bkoi WinbHocti (PE) / nanip (PP).
3anponoHoBaHuiA CKnaz HOBOTO MileyKa: NonieTUneH HU3bKOoi
wineHocTi (PE) / noniamig (OPA) / antominin (Al) / noniectep
(PET). BHyTpiwHil wap miweyky, skuii mae 6e3nocepeaHiv
KOHTakKT 3 ADI, 3anuiiaeTbcsl HE3MiHHMM, a 3MiHa 30BHILLHBOTO
Luapy NepBUHHOI YMaKoBKN He KOHTaKTYE Ta He Ma€ BMNMBY Ha
Adl

6e3
peuenma

UA/15678/01/01

70.

KANbLIIIO
xnoeva

PO34MH ANis iH'EKLN,
100 mr/mn, no 5 mn
ynno 10 mn B
amnyni, no 5 amnyn
Y KOHTYPHI#

NAT
"Tannidap
M

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis:amiHu | Tuny -
3MiHa HalMeHyBaHHs 3asiBHWKa, 6e3 amiH y MKA 13, B
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA Ta y TEKCTi
mapkyBaHHs J13; 3anponoHoBaHo: lNoBHa Ha3Ba AKLjioHepHe
ToBapucTeo " Nanuddgapm" CkopoyeHa Hasga MAT "

3a
peuernmom

UA/4727/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YapyHKOBIN anuudapm"; amiHm | TURy - 3miHa HalMeHyBaHHs BUPODHWKa,
ynakosLi; no 2 6e3 amiH y MKA J13, B iHCTpyKLUii Ans MeguyHoro
KOHTYPHI YapyHKOBI 3aCTOCYBaHHA Ta Yy TEKCTi MapKyBaHHs J13; 3anponoHoBaHo:
yNakoBKW B MayLi MoBHa Ha3Ba AkuioHepHe ToBapucTseo "lanuydapm”
CkopodeHa HasBa NAT "lranuudapm”
71. | KANQ/ ONKA | po3uunH gnsa PdpeseHiyc HimeuunH | ®peseHiyc Megukan Kep HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/1782/01/01
2 nepuToHeansHoro Megukan a Oonunang M6X AamiHicTpaTuBHI 3MiHU. 3MiHa Ha3BW nikapcbkoro 3acoby - peuenmom
pianizy no 2000 mn, Kep 3aTtBepaxeHo: KAMM 2 3anponoHoeaHo: KAML/OMKA 2 3miHn
2500 mn y noaBinHin Honunang | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo
CUCTEMI MiLLIKIB mM6X agpecu MicLsi NPOBaMKEHHS AisnNbHOCTI BUpOBGHMKa/iMnopTepa
cten-cend, no 4 rOTOBOrO MiKapCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY
MilLKa B kKopobui cepii abo micue NpoBeAeHHS! KOHTPOI SIKOCTI. (OiSNbHICTb, 3a
AKy Bignosigae BMPOGHMK/iMNopTep, BKIOYaoYM BUMYCK Cepii)
3MiHa HarimeHyBaHHSA Ta agpecy BUpobHuka, 6e3 3amiHn micus
BMPOGHMUTBA. 3MiHM | TUny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHyKa
peecTpauinHOro NoceigyYeHHs) 3mMiHa HaiMeHyBaHHS Ta
agpecu 3asiBHMKa
72. | KANQ /ANKA | po3uvH ans dpeseHiyc HimeuunH | ®peseHiyc Megukan Kep Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/1783/01/01
3 nepuToHeanbHoro Mepgukan a Hownuynang M6X AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
nianiay; Kep 3aTtBepaxeHo: KAMNM 3 3anponoHoeaHo: KAM/OMKA 3 3miHu
no 2000 mn a6o no Oorunang | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHA Ta/abo
2500 Mn y noaBinHin m6X agpecy Micusi NPoBamMKeHHN OisnbHOCTI BUpoBHMKa/iMnopTepa
CUCTeMi MiLKiB roTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHUL BUNYCKY
cren-cend; no 4 cepii abo MicLie NpoBeAEeHHSA KOHTPOMIO AKOCTI. (LiSANbHICTb, 3a
MiLLKa Y KapTOHHIN AIKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaOUM BUMYCK Cepilt)
KopoobLi 3MiHa HaliMeHyBaHHS Ta agpecy BUpobHuka, 6e3 3amiHu micus
BMPOGHMLUTBA. 3MiHKM | TMny - AgMiHicTpaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHWKa (BNacHuka
peecTpaLiiHOro noceigyeHHs1) 3mMiHa HaiMeHyBaHHSs Ta
afpecu 3asBHUKA
73. | KANA / ANKA | po3unH ans DdpeseHiyc HimeuunH | ®peseHiyc Megukan Kep | Himeuunna BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | Tuny - 3a UA/1784/01/01
4 nepuToOHeanbLHoro Mepgukan a Honunang M6X AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
nianisy; Kep 3ateBepaxeHo: KAM[ 4 3anponorosaHo: KAMNO/AMKA 4 3miHn
no 2000 mn abo no Honunang | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
2500 Mn y noaBinHin m6X agpecu MicLsa NpoBaKeHHs OisinbHOCTI BUPOOHWKa/imnopTepa
cuCTeMi MiLLKiB roTOBOIO MiKapCbKOro 3acoby, BKMOYaYM AinbHULL BUMYCKY
cren-cend; no 4 cepii abo MicLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSnbHICTb, 3a
MiLLKa Y KapTOHHIN SIKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK cepiit)
Kopobui 3MiHa HalimeHyBaHHA Ta agpecy BUpobHuka, 6e3 3amiHu micus
BMPOGHMUTBA. 3MiHM | Tuny - AaMiHicTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpauinnHoro nocsigveHHs) 3MiHa HaNnMeHyBaHHS Ta
agpecu 3asiBHWKa
74. | KAPOIOAPTI cvpon no 50 mn y ToBapucteo YkpaiHa BCi cTagii BMpoGHMLUTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpauiHMX maTepianis: 3MiHu | Tuny - - UA/14656/01/01
HIH- dnakoHi; in bulk: no 3 KOHTPOb SIKOCTi, BUMYCK AfMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
300POB'A 50 n 'y 6oukax obmexeHo cepil: Micust NPOBaAXeHHs AifnbHOCTI BUpobHuMKa/imnopTepa
Bignosiganb TosapucTBo 3 rOTOBOrO fikapCbKoro 3acoby, BKIYakouy SinbHUL BUNYCKY
HiCTIO 0ob6MmexeHo cepii abo micLe NpoBeAeHHS KOHTPOIO SKOCTI. (AiSnbHICTb, 3a

"®apmaueBT

BiANOBiAanbHICTIO

sIKy Bignosigae BUPOGHMK/iIMNOpTEp, He BKIOYak0YM BUMYCK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
n4Ha "®apmaueBTniHa cepiit). 3miHa appecy BUpobHUKa TOBapMCTBO 3 06MEXeHO
KOMMaHis KomnaHis "3gopos'a"”, BiANOBIAANbLHICTIO "XapkiBCbke (hapMaLeBTUYHe NiANpMeEMCTBO
"3popos's" YkpaiHa "3gopos'st Hapoay", YkpaiHa, 6e3 3MiHn MicLs BUpOGHMLUTBA.
BCi cTagii BUpoGHMUTBA,
KOHTPOMb AKOCTI:
ToBapucTBo 3
obmexeHot
BiANOBIgANbHICTIO
"Xapkicbke
dapmaueBTU4He
nignpmemcTteo "300poB's
Hapoay",
YkpaiHa
75. | KAPOIOAPTI cvpon no 50 mn y ToBapucTBO YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/11187/02/01
HIH- dnakoHi; no 1 3 KOHTPOMb SKOCTi, BUMYCK AgamiHicTpaTuBHI 3miHn. 3MiHa HalimeHyBaHHA Ta/abo agpecn | peuenma
3A00POB'A dnaKkoHy 3 MipHUM obmexeHo cepil: MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
CTakaHOM Yy Kopobui Bignosiganb ToBapucTBo 3 rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHULi BUMYCKY
3 KapToHy; no 100 HiCTIO obmexeHo cepii abo Micue NpoBefeHHS KOHTPOMIO SAKOCTI. (AiANbHICTb, 3a
My donakoHi, no 1 "®apmanest BiAMOBIAANBLHICTIO AKy Bignosigae BMPOGHMK/iIMNopTep, He BKMOYaym BUMYCK
nakoHy 3 MipHUM n4yHa "®apmMaueBTUYHa cepin). 3miHa agpecu BUpo6HMKa ToBapucTBO 3 0OMEXEHOI0
CTakaHOM Yy KOpooui KOMMaHis KomnaHis "3gopos'a”, BiAMNOBIAANbLHICTIO "XapkiBCbke (hapMaLleBTUYHe NiAnpMeEMCTBO
3 KapTOHY "3popos's" YkpaiHa "3popos's Hapoay", YkpaiHa, 6e3 3aMiHn micusa BUpobHMUTBA.
BCi cTagii BUpobHMuTBa,
KOHTPOMb SKOCTI:
TosapucTBo 3
obmexeHo
BiAnoBiganbHICTO
"XapkiBcbke
dapmaueBTU4HE
nignpvemcTeo "300poB's
Hapoay",
YkpaiHa
76. | KETO nntocC LwammnyHb rno 60 mn neHmapk IHAis "meHmapk IHAais BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - bes UA/10142/01/01
abo no 150 mny dapmacbloT dapmacbtoTukans J1Ta. 3MiHa nocTayanbHKKa nakyBanbHUX maTtepianis abo peuenma
cdnakoHi; no 1 vkans Jita. KOMIMITEKTYHOUMX (SIKLLO 3a3HAYEHO B OCbE) (3amiHa abo
cnakoHy B [ofaBaHHs nocTtavanbHuka); CynyTHs 3MiHa: 3MiHM 3 SKOCTI.
KapTOHHiI kopobui [oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa dhopmu abo
PO3Mipy KOHTEeNHepa Yn 3aKyrnoproBarnbHOro 3acoby
(nepBMHHOI ynakoBku) (HeCTepunbHi Nikapcbki 3acobu)
(B.1.r'.4. (a) IA)3amiHa nocTavanbHVKa nakyBasnbHUX
marepianis AnA NEPBUHHOIO NakyBaHHs (rnakoHy po3mMipom
150 mn), 3i 3amiHoOtO chopmu hrakoHa, 6e3 3miHU sikicHoro Ta
KiNbKiICHOro Cknagy nakyBarnbHoro martepiany (gprakoHa Ta
KpuLLKkK); 3anponoHoBaHo: Acron Plast Pvt. Ltd., India
77. | KACNOTA Tabnetku, no 10 AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny - be3 UA/4572/01/01
ACKOPBIHO Tabnetok y "KUIBCbKW BITAMIHHW/ 3ABO" 3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib. Cucrema peuenma
BA3 Gnictepax; no 10 n KOHTeWHep/3akynoptoBanbHuiA 3aci6. 3mMiHa po3Mipy ynakoBku
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
rMOKO3010 Tabnetok y 6nictepi, | BITAMIHHA rOTOBOIO NMiKaPCbKOro 3acoby (BUMYYEHHS YNakoBKN NEBHOTO
no 3 6nictepu B ¥ 3ABOAO" po3amipy).
navui BunyyeHHs ynakosku no 10 Tabnetok y 6nictepi, no 5
6nicTepiB y nayui, 3 BigNoBigHUMM 3MiHaMK Jo po3gainy
«YnakoBka». 3MiHM BHeCeHi B po3ain "YnakoBka" B iHCTPYKLUIiO
ANA MEANYHOrO 3acTOCYBaHHS NikapCbKoro 3acoby y 3B'A3Ky 3
BWITyYEHHSIM NEBHOTO PO3MIpY YNakoBKW, SIK HACNiAoK -
BUITYYEHHS TEKCTY MapKyBaHHS BiAMOBIAHOI yNaKoBKM.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3Minu | TUNY - 3miHu Wwono 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn). OHOBNEHHS BXe
3aTBEPAXKEHOro TEKCTY MapKyBaHHS BTOPUHHOI Ta NePBUHHOT
ynakoBku J13, 3 BHECEHHAM NO3HaYeHb OAVHWLb BUMIPIOBaHHS,
3 BUKOPUCTaHHAM FliTep NaTUHCLKOrO andasiTy; BHECEHHS
3MiH go po3ainy “MapkyBaHHsa” MKA J13. BBeaeHHs 3miH
NPOTArom 6-Ty MiCsILIB MiCNsi 3aTBEPOXKEHHS.
78. | KNAPUTPOMI | TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianiB:3miHu | Tuny - 3a UA/2547/01/01
UUH NNiBKOBO "KviBmegnp "KvuiBmegnpenapat" 3MiHa HalMeHyBaHHs1 3asiBHUKa, 6e3 3miH y MKA J13; peuenmom
obornoHkoto, no 250 enapart” 3anponoHoBaHo: lNoBHa Ha3Ba AKUiOHEpHe TOBapuCTBO
mr no 10 TabneTok y "KviBmegnpenapat" CkopoyeHa Ha3sa AT
Gnictepi; no 1 "KviBmegnpenapart"; amiHu | Tvny - 3MiHa Ha3BM BUPOOHWKa,
bnictepy B nauyui 6e3 3miH y MKA 113, 6e3 3miH B iHCTpYKLUIii ANs MeanyHoro
3aCTOCyBaHHS Ta y TEKCTi MapKyBaHHs J13; 3anponoHOBaHo:
[NosHa Ha3Ba AkuioHepHe ToBapucTeo "Kuismeanpenapat”
CkopoyeHa HasBa NAT "KniBmegnpenapart”
79. | KNAPUTPOMI | TtabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/2547/01/02
LUUH NniBKOBOIO "Kuismegnp "Kuismegnpenapat" 3MiHa HalMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA N3; peuernmom
obornoHkoto, no 500 enapart” 3anponoHoBaHo: lNoBHa Ha3Ba AKLjoHEepHe TOBapucTBO
Mmr no 10 TabneTok y "KuiBmegnpenapat" CkopoyeHa Ha3sa [MNAT
6nicTepi; no 1 "KviBmegnpenapart"; amiHu | Tuny - 3MiHa Ha3BM BUPOOHWKa,
6nictepy B nayui 6e3 3miH y MKA 113, 6e3 3miH B iHCTpYKLUIii ANs MeanyHoro
3aCTOCYBaHHA Ta Yy TEKCTi MapKyBaHHs J13; 3anponoHoBaHo:
[NoBHa Ha3Ba AkuioHepHe ToBapucTBo "KuiBmegnpenapat”
CkopouyeHa HasBa NAT "KniBmegnpenapart”
80. | KNEPUMEL TabneTku, BKPUTI Mepnokemi Kinp Mepokemi NTO Kinp BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/7281/01/01
500 NNiBKOBOIO nTa (UeHTpanbHuin 3aBon), 3MiHM Woao 6e3neku/edhekTUBHOCTI Ta dhapmakoHarnsgy. peuenmom

obornoHkoto, no 500
Mr fo 7 TabneTok y
GnicTepi; no 2
Gnictepn y
KapTOHHiI kopobui

Kinp

BBeneHHs abo 3MiHM 00 y3aranbHEeHUX 4aHUX NPO CUCTEMY
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BiAMNOBIAaNbHOI 3a 3AiCHEHHS dhapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXXEHOT 0COOW 3asiBHMKA, BignoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy: lNMponoHoBaHa pegakuis:
Marina Couva. 3miHa KOHTaKTHWUX JaHWUX YNOBHOBaXXEHOI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ocobw, BianoBigansHOI 3a 3AiNCHeHHs1 hapmakoHarnagy.
3MiHa KOHTAKTHMX OAaHWUX KOHTaKTHOT 0COOK 3asiBHMKA,
BiAMOBiAanbHOI 3a 34ilicCHEHHs1 hapmakoHarnsay B YkpaiHi.
3miHa Micus 34iNCHEHHSI OCHOBHOT isiNIbHOCTI 3
apmakoHarnsagy. 3miHa micue3HaxogXeHHs macTep-danna
81. | KONOMIUUH NOPOLLIOK A51s TOB "TeBa YkpaiHa Kcenis ®apmacbloTikena OaHis/ BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianiB:TexHiYHa 3a UA/7533/01/01
IH'EKLIA po34nHy Ans Ykpaina" AnC, faHis YropwwuHa/ rnomunka B iHCTPYKUii AN MEANYHOTO 3aCTOCYBaHHS peuernmom
iH’ekuUin, iHdy3in abo (BUpOBHMLTBO Benuka nikapcbkoro 3acoby
iHransin no 1 000 Hepo3adacoBaHOro BpuTaHis
000 MO; 10 NPOAYKTY, NEepBUHHA
dnakoHis 3 yrnakoBKa, KOHTPOIb
NOPOLLKOM B cepii); Kcenis
KapTOHHI kopoOLi dapmacetoTtikens JiTa,.,
YropumHa (KOHTpOorb
cepii); MNeH
dapmachbioTikan
Cepsices JlimiTeq,
Benuka BpuTaHis
(BTOpMHHa ynakoBka,
[A03BiN Ha BUMYCK cepii)
82. | KONOMIUUMH NOPOLLIOK A5s TOB "TeBa YkpaiHa Kcenis ®apmacbloTikena OaHis/ BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianiB:TexHiYHa 3a UA/7533/01/02
IH'€KLIA pPO34uMHy Ang YkpaiHa" AnC, Oanis YropwwHa/ noMurika B iHCTPYKUii ANst MEQNYHOro 3aCTOCYBaHHS peuenmom
iH’ekuUin, iHdy3i abo (BUpOBHMLTBO Benuka nikapcbkoro 3acoby
iHransauin no 2 000 Hepo3dgacoBaHOro BpuTtaHia
000 MO; 10 npoaykTy, NepBUHHA
drakoHiB 3 ynakoBKa, KOHTPOIb
NOPOLLIKOM B cepii); Kcenis
KapTOHHIl kopoOLi dapmacktotikens JiTa.,
YropumHa (KOHTporb
cepii); MNeH
dapmachioTikan
Cepgices limiTen,
Benwvka BputaHis
(BTOpMHHAa ynakoBka,
[03BiN Ha BUMyCK cepii)
83. | KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/14294/01/01
NniBKOBOO "®apmak” YkpaiHa AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecn  |peyenmom

obGornoHkoto, 160
mr/12,5 mr, no 10
Tabnetok y onictepi;
no 3 abo 6 6nictepis
y nayuij

(cpacysaHHs1 ma
nakyeaHHs1 3 in bulk
pipm-8UpObHUKie
Akmasic JImo., Manbma
abo bankaHgpapma
HAynHuus AT, boneapis)

3asiBHUKA (BracHUKa peecTpaLiiHoOro NocBia4YeHHs) - 3aMiHa
Ha3BMW Ta agpecu 3asiBHUKa (BBeaeHHs 3MiH NpoTsrom 6-Tu
MiCSALIB MiCnsA 3aTBEPKEHHS); 3MiHK | TUNY - AgMIHICTPaTUBHI
3MiHN. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYAKUM AinbHNL BUNYCKY cepii abo
MicLie NpoBEeAEHHS! KOHTPOMIO SIKOCTI. (AisNbHICTb, 3a Ky
BignoBigae BUPOGHWK/iIMNopTep, BKIOYaKUM BUMYCK CEPIl) -
3MiHa Ha3BM Ta agpecy BUPOOHUKa, 6e3 3MiHM micus
BUPOGHMLUTBa (BBEAEHHSI 3MiH MPOTSIroM 6-Tu MicsUiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - 3MiHK Wwoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLWi 3MiHW) -
OHOBIEHHS BXe 3aTBEPOKEHOrO TEKCTY MapKyBaHHS
NnepBUHHOI Ta BTOPUHHOI ynakoBku J13. BHeceHHs 3MiH o
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po3giny “MapkysanHs” MKA 113” (BBeaeHHs 3MiH NpoTsarom 6-
TV MiCsILiB Micns 3aTBEPOKEHHST)
84. | KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH IO peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3a UA/14294/01/02
NniBKOBOO "®apmak” YkpaiHa ApnmiHicTpaTuBHi 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecn  |peuernmom
obornoHkot, 320 (cpacysaHHs ma 3asBHUKa (BracHUKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa
Mr/25 mrno 10 nakysaHHs 3 in bulk Ha3BMW Ta agpecu 3asiBHUKa (BBeaeHHs 3MiH MpoTArom 6-Tu
TabneTok y bnictepi; pipm-8UpObHUKiE MiCALIB MIiCNsA 3aTBEPAKEHHS); 3MiHN | TUNY - AAMIHICTPaTUBHI
no 3 abo 6 Gnictepis Akmaesic Jimo., Manbma 3MiHN. 3miHa HanMeHyBaHHs Ta/abo agpecu micus
y nayuij abo bankaHgbapma NPOBaXeHHs OisnbHOCTI BUpobHUKa/iMnopTepa roToBoro
HAynHuus AT, Boneapis) nikapcbkoro 3acoby, BKMoYaoumn AinbHULUI BUNYcKy cepii abo
MicLle NpoBeAEeHHS KOHTPOIO SKOCTI. (QiSNbHICTb, 3a Ky
BignoBigae BUPOGHWK/iMNopTep, BKIOYaKUM BUMNYCK CEPil) -
3MiHa Ha3BM Ta agpecu BUPOOHUKa, 6e3 3MiHM micus
BMpO6HMLUTBa (BBEAEHHS 3MiH MPOTAroM 6-Tv MicsAuUiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLWi 3MiHW) -
OHOBIEHHS BXe 3aTBEPAKEHOro TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT ynakoBku J13. BHeceHHs 3miH fo
po3giny “MapkysaHHs” MKA 113” (BBeaeHHs 3MiH NpoTsArom 6-
TV MiCcSILB Micnsi 3aTBEpPOXKEHHS)
85. | KOPCAP® H TabneTtkn, BKPUTI AT YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHiX maTepianis: 3MiHu | Tuny - 3a UA/14295/01/01
NniBKOBOIO "®apmak” YkpaiHa AgamiHicTpaTuBHI 3miHn. 3MiHa HarimeHyBaHHA Ta/abo agpecn  |peyenmom
obonoHkot, 320 (cpacysaHHsi ma 3asiBHUKA (BracHWKa peecTpaLinHoro NocBig4eHHs) - 3aMiHa
mr/12,5 mr, no 10 nakysaHHs1 3 in bulk Ha3BM Ta agpecu 3asiBHUKa (BBegeHHs 3MiH NpoTarom 6-Tu
TabneTtok y 6nictepi; pipm-8UpObHUKie MiCALIB MIiCNA 3aTBEPKEHHS); 3MiHK | TUNY - AgMIHICTPaTUBHI
no 3 abo 6 6nictepis Akmasic /Imd., Mansma 3MiHKN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu Micus
y nayuij abo bankaHgpapma NpoBaXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
HAynHuus AT, boneapis) nikapcbKoro 3acoby, BKIOYaUM AinbHNL BUNYCKY cepii abo
MicLie NpoBeAEHHS! KOHTPOTIO SIKOCTI. (AisNbHICTb, 3a Ky
BignoBigae BUpOGHWK/iMNopTep, BKIOYaKUM BUMYCK CEPIl) -
3MiHa Ha3BM Ta agpecy BUPOOHUKa, 6e3 3MiHM micus
BUPOGHMLUTBa (BBEOEHHS 3MiH MPOTSAroM 6-Tu MicsUiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - 3MiHK Wwopao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHLi 3miHu) -
OHOBREHHS BXe 3aTBEpKEHOro TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT ynakoBku J13. BHeceHHs 3MmiH fo
po3giny “MapkyBaHHs” MKA 113” (BBeaeHHs 3MiH NpoTsarom 6-
TV MicsLiB nicns 3aTBepAKeHHs)
86. | KOPCAP® H TabneTku, BKPUTI AT YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3MiHu | Tuny - 3a UA/14293/01/01
NniBKOBOO "®apmak” YkpaiHa AnMiHicTpaTuBHI 3MiHK. 3MiHa HalMeHyBaHHs Ta/abo agpecu  |peyenmom
obonoHkoto, 80

mr/12,5 mr, no 10
Tabnetok y onictepi;
no 3 abo 6 6nicTtepis
y nayuij

(cpacysaHHs1 ma
nakysaHHs1 3 in bulk
pipm-8UpObHUKie
Akmasic JImo., Manbma
abo bankaHgpapma
HAynHuus AT, boneapis)

3asiBHUKA (BMacHUKa peecTpaLiniHoOro NocBigYeHHs) - 3MiHa
Ha3BMW Ta agpecu 3asiBHUKa (BBeageHHs 3MiH NpoTsrom 6-Tu
MiCSALIB MiCnsA 3aTBEPKEHHS); 3MiHK | TUny - AgMIHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYa4m AinbHULI BUNYCKY cepii abo
MicLie NpoBeAeHHS! KOHTPOMIO SIKOCTI. (AisNbHICTb, 3a Ky
BignoBigae BUPOGHWK/iIMNopTep, BKIOYAKUM BUMNYCK CEPIl) -
3MiHa Ha3BM Ta agpecy BUPOOHUKa, 6e3 3MiHM micus
BUPOGHMLUTBa (BBEAEHHSI 3MiH MPOTSIroM 6-Tu MicsUiB nicns
3aTBEPAXEHHS); 3MiHM | Tuny - 3MiHn Woao
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) -
OHOBIEHHS BXe 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI ynakoBku J13. BHeceHHs 3miH fo
po3giny “MapkysanHs” MKA 113” (BBeaeHHs 3MiH NpoTsarom 6-
TV MicsILiB Micnsi 3aTBEpAXKEHHS)
87. | KOPCAP® H TabneTkn, BKpUTI AT YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14293/01/02
NniBKOBOO "®apmak” Ykpaina ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecn  |peuernmom
obornoHkoto, 160 (cpacysaHHs ma 3asBHUKa (BracHUKa peecTpaLiiHoro NocBig4eHHs) - 3aMiHa
Mmr/25 mr, no 10 nakysaHHs 3 in bulk Ha3BMW Ta agpecu 3asiBHUKa (BBegeHHs 3MiH MpoTarom 6-Tu
TabneTok y bnictepi; pipm-8UpObHUKiE MiCALIB MIiCNSA 3aTBEPAKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI
no 3 abo 6 6nicTtepis Akmasic Jimd., Manbma 3MiHU. 3MiHa HalMeHyBaHHs1 Ta/abo agpecy Micus
y nayuij abo bankaHghapma NpoBaXeHHs AisrnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
HAynHuus AT, Boneapis) nikapcbKoro 3acoby, BKINOYaro4M AinbHNLI BUNYCKY cepii abo
MicLle NpOBeAEHHS KOHTPOIO SKOCTI. (QiSNbHICTb, 3a AKY
BignoBigae BUPOGHWK/iMNopTep, BKIOYaKUM BUMNYCK CEPIl) -
3MiHa Ha3BM Ta agpecu BUMpPOobHUka, 6e3 3MiHu micus
BMpO6HMUTBa (BBEAEHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - 3miHK Wwoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLWi 3MiHW) -
OHOBIEHHS BXe 3aTBEPAKEHOro TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT ynakoBku J13. BHeceHHs 3miH fo
po3giny “MapkysaHHs” MKA 113” (BBegeHHs 3MiH NpoTsaromM 6-
TV MiCcSILB Micnsi 3aTBEPOXKEHHS)
88. | KO®ANbLIH Tabnetku; no 10 My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - bes UA/3620/01/01
Tabnetok y 6nictepi, aKujioHepHe ToBapucTBo "HaykoBo- BHECEHHS 3MiH 1O METOAMKM BUNPoDyBaHHS (AKiCHa peakuis | peyernma
no 1 6nictepy y TOBapuCTBO BUPOGHMYMIA LEHTP Ha KCaHTUHK) 3a nokasHukoM "laeHTudikauis" ana AdI
nauui "HaykoBo- "BopLuariBCbkuii XiMiko- KodpeiH-b6eH3oaT HaTpito 06yMOBreHe NpUBEAEHHSIM Y
BUPOOHMYMI dapmaleBTUYHNI BignoBigHicTb 8o Bumor A®Y, 2.3; 3miHu | TMny - nogaHHs
LeHTp 3aBoA", YkpaiHa; oHoBneHoro Ceptudikata R1-CEP 2001-356-Rev 03 gnsa Adl
"BopLuariscb TosapucTBo 3 MeTamisony HaTpieBOi coni Bif BXe 3aTBEPOKEHOrO
KWW XimiKo- obmexeHo BupobHuka "SHANDONG XINHUA PHARMACEUTICAL Co.,
dapmauesT BiANoOBiganbHICTIO LTD", Kutan; 3MiHu | TUny - BHECEHHS 3MiH OO
NYHU "AFPOPAPM", YkpaiHa Cneuudikauii’/MeTogis BunpobysaHHs [T13 3a noka3Hukom
3aBoa"

"OpHopigHICTb 4030BaHMX OQMHULL" 0BGYMOBMEHO
NPVBEAEHHAM Y BiANOBiAHICTb A0 BuMor ADY/ED, 2.9.40;
3MiHK | TUNY - BHeCeHHs 3MiH o Cneumdikadii/MeTogis
BunpobyBaHHa APl MeTamisony HaTpieBoi coni, 3okpema:
BUITy4YeHHS nokasHuka "Baxki metanu";
3MiHu | TUNY - nogaHHst oHoBneHoro Ceptudikata R1-CEP
2001-356-Rev 04 gna A®l MeTamisony HaTpieBoi coni Big Bxe
3aTBepakeHoro BupobHuka "SHANDONG XINHUA
PHARMACEUTICAL Co., LTD", Kuta; 3minu Il Tuny - 3miHa
BMPOGHVKa BUXiQHOrO/MPOMIXKHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHMYoMy npotieci A®I, abo 3miHa
BMPOOHMKa (BKniovatouu, Ae HeobxigHo, MicLe NpoBeaeHHst
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BigNoBIgHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
Aocbe)(BBeAeHHS HOBOro BMpobHuka A®| 3 HagaHHSIM MacTep-
danna Ha ADI); cynyTHsA 3MiHa: BBeAEHHS 40OATKOBOro
BupobHmka APl KodeiH-6eH3oaT HaTpito "BAKUL
AROMATICS & CHEMICAL PRIVATE LIMITED", Ingis 3
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HagaHHsaM DMF Ha A®I, sk Hacnigok BignoBiaHi 3MiHW B
cneuudikauii A®l. 3anponoHosaHo: COURTIN &WARNER
LTD, Benuka bputanisa. "BAKUL AROMATICS & CHEMICAL
PRIVATE LIMITED", Ingis
89. | KCAJIONTUK | kpanni oYHi, pO34mH, dapmanesT Monbwa TaexyH ®APM. Ko. 14, Kopesi/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/13410/01/01
50 mkr/mn; no 2,5 W4HWUI 3aBOA, Kopesi (BMpobHuLTBO Monblwa OHOBJIEHHSI 3aTBEPAXEHOro TEKCTY MapKyBaHHA ynakosok J13.  |peuenmom
My donakoHi 3 "MOJIb®AP M3, nepeuHHE 3miHun go posainy “MapkysaHHa” MKA J13; 3anponoHoBaHo:
KpanenbHuueto; no 1 MA" C.A. nakyBaHHsi, KOHTPOIb “MapkyBaHHs (BianNoBigHO A0 3aTBEpPOKEHOro TEKCTY
dnakoHy 3 SIKOCTI); MapKyBaHHs)". BBeaeHHS 3MiH npoTarom 6-Tu micsuis nicns
KpanernbHuLUEro B dapmaLeBTUYHNIA 3aTBEpPIKEHHS
KapTOHHiI kopobui 3asog "Monbdapma”
C.A,, MNMonbLua
(BTOpMHHE NaKyBaHHS,
KOHTponb skocTi [T13 Ta
BUNYCK cepii)
90. | NAKTOKCUN po3uunH Ang iHdysin; | TOB "lOpis- YkpaiHa TOB "Opis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/11814/01/01
® no 200 mn a6o no dapm” ApamiHicTpaTuBHI 3mMiHK. 3MiHa HalimeHyBaHHA Ta/abo agpecu |peyenmom
400 mn y nAsLwuj; no Micusi NpoBaKeHHs AisnbHOCTI BUPOOHWMKa/imnopTepa
1 nnsawui B nayui 3 roTOBOrO MikapCbKOro 3acoby, BKMOYa4M QiNbHULL BUMYCKY
KapTOHY cepii abo micLe NpoBeAeHHS! KOHTPOTI SIKOCTI. (AiSNbHICTb, 3a
SIKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYaUM BUMYCK cepiit)
- 3MiHa agpecw BUpobHuKa, 6e3 3amiHn micus BUpobHuuTBa Ta
3MiHa Ha3Bu BUpoOHuKa M3, 6e3 amiH y MKA 13
(3aTBepokeHo: TOB "Opis-Papm”, Ykpaina) TepmiH BBeAEHHS
3MiH - MpOTAroM 6 MicsLiB nicnsi 3aTBepaAXeHHS
91. | NAKTYBIT® cupon, 3,335 /5 mn, | TOB "lOpis- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny - be3 UA/12566/01/01
no 100 mn a6o 200 dapm” ApamiHicTpaTuBHI 3mMiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecn | peuenma
My donakoHax MiCLiAl NPOBaXXEHHS [iANbHOCTI BUpObHUKa/imnopTepa
nonimepHux; no 1 roTOBOrO fikapCbKoro 3acoby, BkIYakouy SinbHUL BUMYCKY
dnakoHy B nayui* 3 cepii abo micLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
KapTOHyY *(MoxnuBe AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYaYM BUMYCK Cepili)
aopartkose 3MmiHa agpecu BupobHrka TOB «tOpisi-dapmy», 6e3 3miHK
BKIagaHHs B nayvky Micus BUpoGHMUTBA. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MipHOroO NpUCTPOIO); MiCALIB MIiCNsA 3aTBEPIKEHHS.
no 2 mn,
5 Mn y KOHTenHepax
oaHoaosoBux; no 10
KOHTEWHepIB y nayui
92. | NAMIKTANM™ Tabnetku no 25 mr makcoCmit Benuka makcoCmiTKnsinH MonbLwa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3minu | Tuny - 3a UA/0452/02/01
no 10 Tabnetok y KnsnH Bputanis ®apmacbtotukans C.A. OHOBJIEHHS BXXe 3aTBEp/XKEHOro TeKCTY MapKyBaHHS peuernmom
GnicTepi; no 3 Ekcnopt BTOPUWHHOI ynakoBku J13; BHECEHHS 3MiH 10 po3ainy
Gnictepu B Nimiteq “MapkyBaHHs” MKA 13; 3anponoHoBaHo: MapkvpoBka
KapTOHHiI kopobLyi CornacHo yTBepXXAeHHOro TeKCTa MapkupoBku. BBeaeHHS
3MiH NPOTArom 6-Tu MiCsILiB MiCNsi 3aTBEPOKEHHS
93. | NAMIKTAR™ Tabnetkn no 50 mr "makcoCwmit Benuka "makcoCmiTKnanH Monbwa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/0452/02/02
no 10 Tabnetok y KnsnH Bputanis ®apmacbtotukans C.A. OHOBJIEHHS BXXe 3aTBEP/XXEHOro TeKCTYy MapKyBaHHS peuernmom
GnicTepi; no 3 Ekcnopt BTOPUWHHOI ynakoBku J13; BHECEHHS 3MiH 0 po3ainy
6nictepu B Timiteq “MapkyBaHHs” MKA J13; 3anponoHoBaHo: MapkvpoBka

KapTOHHI kopobui

CornacHo YTBEPXOEHHOIo TeKCTa MapKMpPOBKU. BBegeHHs
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiH NpOTAroM 6-Tu MicsLiB Nicns 3aTBEPAXKEHHS
94. | NAMIKTAN™ Tabnetkn no 100 mr makcoCmit Benuka nakcoCmiTKnsanH Monbwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:amiHu | Tuny - 3a UA/0452/02/03
no 10 Tabnetok y KnsnH Bputanis ®apmacbtotukana C.A. OHOBJIIEHHS BXXe 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS peuernmom
6nictepi; no 3 Ekcnopt BTOPWHHOI ynakoBku J13; BHECEHHS 3MiH A0 po3Ainy
Gnictepn B Nimiteq “MapkyBaHHs” MKA J13; 3anponoHoBaHo: MapkvpoBka
KapTOHHiI kopobuyi CornacHo yTBepXXAeHHOro TeKCTa MapkMpoBku. BBeaeHHs
3MiH NPOTAroM 6-Tu MicsLiB Nicns 3aTBEPAXKEHHS
95. | NAHTEC PO34MH oparnbHUN, CninbHe YkpaiHa CninbHe ykpaiHCcbKo- YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - bes UA/11561/01/01
50 mr/mn, no 60 mn YKpaiHCbKO- icnaHcbKe nignprMemMcTeo BHECEHHS 3MiH y MaTepianu peecTtpauinHoro gocke p. 3.2.P.7. | peuenma
B KOHTenHepi; no 1 icnaHcbke "Cnepko YkpaiHa" Cuctema koHTenHep/ 3aKynoproBanbHuiA 3acib, a came
KOHTEeWHepy 3 nignpuemcTs BBEeJEHHS 40AaTKOBOIO LUNpULa JO3YH0YOro 3 rpafytoBaHHAM
nosytoumm wnpuuyom | o "CMEPKO Ha Kopnyci, 3i 3MiHOIO SIKICHOrO Cknagy mMaTepiany wnpuua
y nayui 3 KapTOHY; YKPAIHA" (3aTBEPAKEHO LIMPUL, AO3YIOYMIA 3 FPadyrOBaHHSAM Ha MOPLLHI)
no 200 mn B
KOHTEnHepi; no 1
KOHTEeWHepy 3
MipHUM
CTakaH4MKOM y
nauui 3 KapToHy; no
15 Mn y nakeTuky;
no 12 nakeTwukie y
nayui 3 KapTOHy
96. | NEBAKCENA | po3uvH ans iHdys3in KPKA, a.4., CnoseHia | KPKA, a.a., Hoso mecTo, CnoBeHis BHECEHHS 3MiH 0 peecTpauiliHix maTepianis:amiHu | Tuny - 3a UA/15596/01/01
® 5 mr/mn no 100 mn y HoBo mecto CnoBeHist (BUPOBGHMLTBO He3Hau4Hi 3MiHW Ta NPaBKM y 3aTBEPAXEHNX MeToAax peuenmom
cdnakoHax Ne 1, Ne "in bulk", nepBrHHe Ta BUNpobyBaHHSA “laeHTndikauis» metogom BEPX Ta
5, Ne 10 BTOPWHHE MaKyBaHHS, «CynpogigHi gomiwkuy A®I. Kputepii npuiAHSTHOCTI He
KOHTPOrb cepii Ta 3MIHUNUCb; 3MiHW | TUNY - BUNYYEHHS 3aCTapinoro nokasHuka
Bunyck cepii;); KPKA, AKOCTI «Tskki MeTanmy i3 cneumdikavji
a.a., Hoso mecto,
CnoBeHisi (KOHTpOrb
cepii)
97. | NEBOKOM Tabnetkn no 250 TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLliliHix maTepianis:amiHu | Tuny - 3a UA/7844/02/01
mr/25 mr; no 10 "ACIHO 3MiHM [0 IHCTPYKLUIi ANs MeanyYHOro 3acToCyBaHHS MikapCbKoro (peuyenmom
Tabnetok y 6nictepi; YKPAIHA" 3acoby y posginu: "®apmakonoriyHi BnactusocTi",
no 3 abo 10 "MpoTunokasaHHs", "B3aemogais 3 iHWK1MK NikapCbKUMmn
GnicTepis B 3acobamu Ta iHWi Buau B3aemogiin”, "OcobnmeocTi
KapTOHHIN nayui 3actocyBaHHs", "Cnocib 3actocyBaHHS Ta fo3n" (y T. 4.
penaryBaHHs iHdopmauii po3aginy "Aitn"), "MobivHi peakuii”
BiANOBiAHO A0 iHpopMalLii pechepeHTHOro nikapcbkoro 3acoby
HAKOM®. BeepgeHHs 3MiH npoTsarom 3-x micsauiB nicns
3aTBEPOKEHHS
98. | NEFANOH ® kancynu no 140 wmr, MEJA HimeyumH MALAYC 'moX HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:3miHu | Tuny - be3 UA/7185/01/01
140 no 10 kancyn y dapma a 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuenma
GnicTepi; no 2 abo 3, 'M6X eHp BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
abo 6 brictepiB y Ko. KI dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo

KapTOHHiI kopobLyi

cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiAanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKNYaym KOHTaKTHI AaHi) Ta/abo 3miHn y




31 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po3milLieHHI MacTep-anna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobM 3asiBHMKA,
BiANoBiganbHoI 3a 34iicHeHHs dapmakoHarnsgy B YkpaiHi
99. | NIAOKCAH NboAsHWKN, 5 mr/1 TOB YkpaiHa Jlabopatopia Ksanidap Benbrisa/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minum | Tuny - bes UA/16208/01/01
MEHTOIN Mr 1Mo 12 NbOASHUKIB "CaHpos HB (Ksanicpap HB), CnoBeHis nopaHHsi oHosneHoro CepTtudikaTy BignoBigHOCTI peuenma
y 6nicTepi; no 2 YkpaiHa" Benebris (BupobHULTBO €Bponecokin dapmakonei R1-CEP 1996-020-Rev 07 Big Bxe
6nictepu y 3a NOBHMM LnKnom); Jlek 3aTBepmkeHoro BupobHuka Moehs Catalana S.L., Spain gns
KapTOHHiIl kopobui dapmaveBTUYHa A®I| nigokaiHy rigpoxnopuay i3 BBeAeHHAM A04aTKOBOI
KomnaHis a.a., CnoseHis BMpobHuYoi ainbHuui Moehs BCN, S.L., Spain
(Bunyck cepin)
100 nokoin €MYNbCis HaLLKIpHa, JIEO ®apma NaHis Temmnep Itania C.p.n. ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/4471/03/01
KPEJO 1mr/rno30ry A/IC 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
cdnakoHi; no 1 BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
dnakoHy B hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
KapTOHHIN navui cucTeMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 3aiiCHEHHS
hbapmakoHarnsagy B YkpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsgy (BKoYaryy KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0cobu 3asiBHYKa, BignoBigansHoi 3a
apmakoHarnag. lNMponoHosaHa pegakuis: Line Alleslev
Larsen. 3miHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnag
101 MABTEPA® KOHLeHTpaT Ans . XocpcbmaH | Lsenuapi BunpobyBaHHs LLisenuapis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/14231/02/01
PO34nHY Ans H-Ia Poww a KOHTPOSIO AKOCTI: Himeuumnna/ ApamiHicTpaTuBHI 3mMiHK. 3MiHa HalimeHyBaHHs Ta/abo agpecu |peyenmom
iHdpysin, 100 mr/10 Iitg & . XodpdmaHH-Nsa Pow CLUA MiCLiAl NPOBaAXXEHHS [iANbHOCTI BUpObHUKa/imnopTepa

mn; no 10 mny
cdnakoHi; no 2
dnakoHu B
KapTOHHiI kopobuyj;
no 50 mn y donakoHi;
no 1 cnakoHy B
KapTOHHiI kopobui

Ita, Weenuapis

BupobHuLTBO
Hepo3adpacoBaHol
NpoAyKLii, NepBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs,
BUNpPOOYBaHHs
KOHTPOIO SIKOCTI,
BUMYCK cepii:

Pow [iarHocTuke MM6X,
HimeyunHa

BTopuHHe nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AKOCTI,
BUNYCK cepii
&.XodhdmaHH-a Pow
Jta, Weenuapis

BupobHuLTBO
Hepo3sdpacoBaHoi

roTOBOrO fikapCbKoro 3acoby, BKMo4aoun AinbHULI BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae BUPOGHMK/iIMNopTep, BKIOYa0YM BUMYCK Cepil)
3MiHa agpecy BupobHuka ®.XoddmaHH-I1a Pow JlTa, 6e3
3MiHU MicLis BUPOBHMLUTBA. 3MiHWM BHECEHO B iHCTPYKLito Anst
MEeAMNYHOro 3aCTOCYBaHHS LWOAO MiCLIe3HaX04KEHHS
BMPOGHYMKa 3 BiAMOBIAHMMU 3MiHAMW Y TEKCTi MapKyBaHHs1
ynaKoBKW fnikapcbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBepAXEHHS.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoaykLuii, nepsuHHe
nakyBaHHA:

[>xeHeHTek IHK., CLLUA

BunpobyBaHHsi
KOHTPOIIO SIKOCTi Npu
BUWMYCKY 32 BUHATKOM

nokasHukis bakrepianbHi
€HOOTOKCUHY,

CTepunbHicTb:

Pow ®apma AT,

HimeyunHa

BunpobyBaHHs
KOHTPOMIO AKOCTi NpK
BWMYCKy 3a MOKa3HMKamu

BakTepianbHi
€HA0TOKCUHM,
CTepunbHicTb:
Jlabop N+C AT,
HimeuumnHa
102, MAUCENT Kancynwv Teepgi no MaHaues IHAis Manaues biotek J1TA. IHAaisa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/16782/01/01
250 wr; no 10 Biotek JITa. 3MmiHun 3 akocTi. [oToBMI nikapcbkui 3acib. Cucrema peuenmom
Kancyn y énictepi; KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3mMipy ynakoBku
no 3 6nictepn abo rOTOBOrO fikapcbKoro 3acoby (3MiHa KinbKoCTi 0ANHWL
no 10 6nicTepis B (Hanpuknag TabneTok, amnyrn TOLWOo) B yNakoBLi:) - 3miHa nosa
KapTOHHIN navui fiana3oHoM 3aTBepAXXEHUX PO3MIpiB YNaKOBKW - BBEAEHHS
anbTepHaTUBHOIO PO3Mipy YNaKOBKM NiKapCbKoro 3acoby
MaricenT, kancynu TBepai no 250 mr - no 10 kancyn y 6nictepi;
no 10 6nicTepis B nayui, 3 BigNoBiAHMMM 3MiHaMu A0 p.
YnakoBka. BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEPPKEHHS.
103.| MATEPUHKWU | ekcTpakT pigkui MAT YkpaiHa MAT "lanuudpapm"” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - - UA/12519/01/01
TPABU (cybeTaHuis) y "Mannydap 3MiHa HalMeHyBaHHs 3asBHUKa, 6e3 3miH y MKA J13;
EKCTPAKT Boukax noniMmepHux Mm" 3anponoHoBaHo: MNoBHa Ha3Ba AkuUioHepHe ToBapuCTBO "
PIOKUA anst BUpobHuuTea anuudpapm" CrkopoyeHa Ha3sa MAT " Manunydapm”; 3MiHu |
HEeCcTepunbHNX TUMy - 3MiHa HaiMeHyBaHHS BUpobHuka AdI, 6e3 amiH y MKA
nikapcbkux hopm 13; 3anponoHoBaHo: [NoBHa Ha3Ba AKLIiOHEpPHE TOBap1CTBO
"lNanunydapm"CkopoyeHa Hasga MNAT "lManunydgapm”
104, MEOOBIP Tabnetku no 800 wr, Mepnokewmi Kinp Mepokewmi 1T (3aBog Kinp BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/9478/01/02
no 10 Tabnetok y nTa AZ), Kinp; Megokemi 3MiHM Woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
GnicTepi, no 1 NTA (LeHTpanbHuii BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
6nictepy y 3aBog), Kinp dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KapTOHHiI kopobui cucTeMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKA Anst 30iNCHEHHSs!
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS

dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y

po3MmilLleHHi MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOi 0cobu 3asiBHMKA, BignosigansHoi 3a
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

3[incHeHHs dapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX A4aHUX YNOBHOBAXEHO!
ocobwu, BignosiganbHoI 3a 3AiNCHeHHS hapmakoHarnaay.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOT 0COOK 3asiBHYMKA,
BiAMNOBiAaNbHOI 3a 3AiNCHEHHs hbapmakoHarnsay B YKpaiHi.
3miHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micue3HaxogXeHHs macTep-danna

105.

MEOOBIP

Tabnetku no 400 wmr,
no 10 Tabnetok y
GnicTepi, no 1
Gnictepy y
KapTOHHil kopobui

Mepokemi
nTa

Kinp

Mepokemi 1T (3aBog
AZ), Kinp; Mepokemi
NTA (LlenTpanbHuii

3asog), Kinp

Kinp

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:aMiHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWX Npo CUCTEMY
dapmakoHarnagy (BBe4eHHs y3aranbHeHUX 4aHuX Npo
cvcTemMy chapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asBHUKA ANS 34INCHEHHS
hbapmakoHarnsagy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0cobu 3asiBHVKa, BiANoBigansHoi 3a
3[incHeHHs dhapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHOT
ocobw, BignosiganbHOI 3a 3AiNCHEHHS dhapmakoHarnagy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANOBIganbHOI 3a 34iMCHEHH:A hapMakoHarnagy B YKpaiHi.
3MmiHa Micus 3aiNCHEHHS] OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3Haxo4XeHHs MacTep-danna

3a
peuernmom

UA/9478/01/01

106.

MEOOIICTUH

Tabnetku no 24 mr
no 10 tabnetok y
GnicTepi; no 3
Gnictepu B
KapTOHHI kopobLyi

Mepokemi
nTa

Kinp

Mepokemi T,
(LlenTpanshun 3ason),
Kinp; ®apmaveBTilu
AHaniTiw JlabopaTopiym
[yiseH B.B.,
Higepnanan

Kinp/
Hinepnanamn

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BeepneHHsa abo 3miHu 4o y3aranbHeHVX AaHuX npo cuctemy
dapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnx npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iiCHEHHS
bapmakoHarnsigy B YKpaiHi, AKLo BoHa BiaMiHHA Big
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHVKa, BignoBiganeHoi 3a
3aiicHeHHs dapmakoHarnagy: lNponoHoBaHa peaakuis:
Marina Couva. 3miHa KOHTaKTHVX JaHUX YTOBHOBAXEHOT
ocobw, BignosiganbHOI 3a 3AiNCHEHHS dhapmakoHarnaay.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0cobM 3asiBHMKa,
BiAMOBiAanbHOI 3a 34iCHEHHst bapmakoHarnsaay B YkpaiHi.
3miHa Micus 3aiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy. 3miHa micuesHaxogXeHHs1 macTep-dainna

3a
peuenmom

UA/13526/01/02

107,

MEOOrICTUH

Tabnetkun no 16 mr
no 10 Tabnetok y
GnicTepi; no 3
6nictepu B
KapTOHHIN kopobui

Mepnokewmi
nTAa

Kinp

Mepgokemi JITO
(UeHTpanbHui 3aBon),
Kinp; ®apmaueBTiw
AnaniTiw JlabopaTopiym
[OyiseH B.B.,

Kinp/
Higepnanaun

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny -
3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHsa abo 3MiHu 4o y3aranbHeHVX AaHuX npo cuctemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHuX Npo
cucTeMy cpapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,

3a
peuernmom

UA/13526/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

Higepnangn

BiANOBIAANbHOI 3a 34IVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, SKL0 BOHa BigMiHHA Bif
YMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 34iNCHEHHS

chapmakoHarnsay (BKMoYaym KOHTaKTHi AaHi) Ta/abo 3MiHW y

po3milLleHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignosigansHol 3a
3[incHeHHs dapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOI
ocobw, BianoBigansHOI 3a 3AiNCHeHHs1 hapmakoHarnaay.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOT 0COOK 3asiBHYMKA,
BiANOBiganeHOI 3a 3A4iMCHEeHH:A hapMakoHarnagy B YKpaiHi.
3miHa Micus 34iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
dapmakoHarnsagy. 3miHa Micue3HaxooXeHHs macTep-danna

108,

MELOIEKCO
n

Tabnetku no 0,088
mr Ne 30 (10x3) y
Gnictepax

Mepokemi
nTa

Kinp

Cneuidap CA

[peuis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignoBigansHoi 3a
3aiicHeHHs dapmakoHarnagy: lNMponoHoBaHa pefakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI
ocobw, BignosiganbHOI 3a 3AiNCHEHHS dhapmakoHarnagy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsgy B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy. 3miHa micLe3HaxogXeHHs macTep-danna

3a
peuenmom

UA/14904/01/01

109.

MEOOMNEKCO
n

Tabnetkun no 0,18 mr
Ne 30 (10x3) y
Gnictepax

Mepokewmi
nTa

Kinp

Cneuicap CA

Ipeuis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo cucTemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEeHHs hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignosigansHoi 3a
3[incHeHHs dhapmakoHarnagy: MponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBAaXeHOT
ocobwu, BignosiganbHoOI 3a 3AiMCHEHHS hapMakoHarnaay.
3MiHa KOHTaKTHUX aHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BigMOBiAanbHOI 3a 34ilCHeHHst hapmakoHarnsay B YkpaiHi.

3a
peuenmom

UA/14904/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3miHa Micus 34iNCHEHHSI OCHOBHOT isiNIbHOCTI 3
apmakoHarnsagy. 3miHa micLe3HaxogXeHHs macTep-danna
110, MEOOMEKCO | Tabnetku no 0,7 mr Mepokemi Kinp Cneuidap CA Ipeuis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/14904/01/03
n Ne 30 (10x3) y nTa 3MiHM LWopao Ge3neku/edhekTUBHOCTI Ta hapmakoHarnsay. peuenmom
6nictepax BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX Npo cucTemy
apmakoHarnsgy (BBEAEHHS y3aranbHEHUX 4aHux npo
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
BiANOBIganbHOI 3a 34iiCHEHHS dhapMakoHarnsiay; KOHTakTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa ANns 34iMCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKoYaryy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0cobu 3asiBHYKa, BignoBigansHoi 3a
3aiicHeHHs dhapmakoHarnagy: lNMponoHoBaHa pegakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI
ocobw, BignosiganbHOI 3a 3A4iNCHEHHSA dhapmakoHarnsgy.
3MiHa KOHTaKTHWUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnagy B YKpaiHi.
3miHa Micus 34iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
dapmakoHarnsgy. 3miHa micLesHaxogXeHHs macTep-danna
111 MEOONEHEM | nopouiok gns Mepokemi Kinp Mepokemi NT[ (3aBog Kinp BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/11738/01/02
PO34MHY AnS iH'eKuin nTta C), Kinp 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
abo iHdysimno 1, 1 BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo cucTemy
(NaKoH 3 MOPOLLKOM dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
Y KapTOHHIln kopobui cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKkTHOT
ocobu 3 chapmakoHarnsay 3asBHUKA AN 34iINCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiganbHOI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHYKa, BignosiganeHoi 3a
3pincHeHHs dhapmakoHarnagy: MNponoHoBaHa pepakuis:
Marina Couva. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOI
ocobwu, BignosiganbHoOI 3a 3AiNCHEHHS hapMakoHarnaay.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiAMOBiAanbHOI 3a 34iCHEHHst bapmakoHarnsaay B YkpaiHi.
3MiHa Micus 3aiNCHEHHSI OCHOBHOI AiSANbHOCTI 3
dapmakoHarnsaay. 3miHa micLe3HaxooXeHHs macTep-danna
112 MECAKOnN TabneTku, BKpUTI CaH IHAgin CaH ®apmacbioTukan IHgis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:aminu Il Tuny - 3a UA/11631/01/01
060noHKoH, dapmacbloT IHpacTpis Jltg 3amiHa BupobHuka A®I (mecanamiH) 3 HagaHHAM MacTep- peuenmom
KWLLIKOBOPO34MHHI MO vkan danna
400 mr, no 10 IHpacTpi3
TabneTok y cTpuni, Timiteq
no 1 abo 3, abo 5
CTPUNIB Y KapTOHHIN
ynakoBLUi
113 METAMI3ON KpucTaniyHum TOB "TK YkpaiHa Xeben LizixeH (Mpyn) Kurtawn BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - - UA/14802/01/01
HATPIIO NOpOLLIOK "ABpopa" Papmacsktotikan Ko., BHECEHHS 3MiH 10 p. «MapkyBaHHsi»; 3anponoHoBaHo: Ha




36 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(cybeTaHuis) B Iira. eTuKeTLi BKasyloTb: IHopmaLito LWoao ToBapHOro 3asBHMKA,
oavHapHux abo Ha3By NPOAYKTY, kpaiHy BUPOGHMK, chipMy BUPOBHMK Ta agpecy
noABIAHNX posTallyBaHHs, HOMep NapTii, Macy HeTTo, AaTty
nonieTMneHoBnx BUrOTOBIIEHHSI, Nepioa NEPEKOHTPOM0, yMOBU 36epiraHHs
MilLkax ons
dapmaLleBTUYHOIO
3aCTOCYBaHHSA
114| METOTPEKC PO34MH ANs iH'EKLN, TeBa I3painb dapmaxewmi b.B. Hioepnanamn BHECEHHS1 3MiH [0 peecTpauiiHux MmaTepianiB:TexHi4Ha 3a UA/0818/01/02
AT-TEBA 100 mr/mn, no 10 mn | PapmaueBTi nomunka y MKA, sika 6yna gonylieHa npy nepepeectpadii  |peyenmom
y donakoHi; no 1 Kan 113 (Haka3 Ne 783 Big 06.09.2013 p.) npy nepeknagi Ta
nakoHy B kopobui IHAacTpi3 nepeHeceHHi iHpopmallii 3 peectpauinHoro gocbe (p. «Metoam
Nro. KOHTPONI0): - N0 TeKCTy MeToauku «ConyTcTayloLmne
npuMecm», Ta TEKCTY MeToankn «KonmyecTBeHHoe
onpegeneHne meToTpekcaTay, a TakoXx 3asHa4eHHs opmMm
BMNYCKY Nikapcbkoro 3acoby B po3aini «Cknag»
115 MOBIKCUKA PO3YMH ANS iH eKUIN, Mosi Xernc LLisenuapi Xenn CA Ipeuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:aminu | Tuny - 3a UA/14916/01/01
M® 15 mr/1,5mnno 1,5 6X a BBEJEHHS HOBOTO BMPOGHMKa Ait040i peYOBMHN MENIOKCHUKaMy  |peyernmom
mn B amnynax Ne 5 SWATI SPENTOSE PVT. LTD. B sikoro HasiBHuin CEP RO-CEP
2014-261-Rev 01; 3miHu | Tvny - nogaHHA OHOBMEHOTO
cepTuddikaTta BignoBigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 2009-040-Rev 03 ang gitovoi pevosunHu Meloxicam
Micronised Big Bxe 3aTBepmkeHoro BupobHuka CIPLA
LIMITED, Ingis; 3MiHun | Tuny - nogaHHA OHOBEHOro
cepTuddikaTta BignoBigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 2009-040-Rev 04 ans gitoyoi pevoBuHn Meloxicam
Micronised Big Bxe 3aTBepaxeHoro BupobHuka CIPLA
LIMITED, Ingis
116./ MOBIKCUKA Tabnetku, Wo Mosi Xenc LLsenuapi Annekc Papma CA, LLIseninapis/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/13585/01/01
M® oAaT aucnepryoTbes B m6X a LLisenuapisi (noBHWUIA ITanis 3MiHK Wwopo besnekn/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
POTOBI NOPOXHUHI LMK BUpOOHMLTBA); BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo cucTemy
no 15 mr, no 10 ITamn Can lMpocnepo dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
Tabnetok y 6nictepi; C.n.A, Itanis (nepBuHHe cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
no 1 abo 2 6nictepu Ta BTOPWHHE NaKyBaHHS) BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
Y KapTOHHIN nayui ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3amiHn y
po3MmilLieHHI MacTep-gaina cuctemu papmakoHarnagy) -
MponoHoBaHa pefakLis: YnoBHoBaxeHa 0coba,
BignoBiganbHa 3a 34iicHeHHs dhapMakoHarnagy - bypaoaesa
Hatanisi €BreHiBHa. 3MiHa KOHTaKTHUX O@HUX YNOBHOBaXEHOT
ocobw, BignosiganbHoOI 3a 3aiCHEeHHs hapmakoHarnsay.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa micuesHaxogXeHHs1 macTep-danna
117/ MOBIKCUKA TabneTtku, Wo Mosi Xenc LLiseruapi Annekc ®apma CA, LLisenuapis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/13585/01/02
M® oaT aucnepryTbes B m6X a LLiBenuapis (noBHUIA ITanis 3MiHM Wopao 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy. peuenmom

POTOBIN NOPOXKHUHI
no 7,5 wr, no 10
TabneTtok y 6nictepi;
no 2 6nictepu y
KapTOHHIN navui

LMK BUpOBHMLTBA);
Jlamn Can lMpocnepo
C.n.A, Itania (nepsuHHe
Ta BTOPWMHHE NaKyBaHHs)

BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo cUCTeMy
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asiBHUKa Ans 34iiCHEHHS




37 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMNOBHOBaXeHOI 0cobu, BiAnoBiaansHoi 3a 34iNCHEHHS
dapmakoHarnsay (BkIoYaym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-anna cuctemu papmakoHarnagy) -
MponoHoBaHa pefakLisi: YnoBHoBaxkeHa 0coba,
BignosigansHa 3a 3fiicHeHHs dhapmakoHarnagy - bypaaesa
Hatania €sreHiBHa. 3MiHa KOHTAKTHWUX AAHUX YNIOBHOBAXEHO!
ocobw, BianoBigansHOI 3a 3AiNCHeHHs1 hapmakoHarnagy.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3HaxomKeHHs MmacTep-danna
118 MOBIHA3A®- | Ttabnetku, BKpUTI Mosi Xenc LLisenuapi Megiton YropwwuHa/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minm | Tuny - 3a UA/11619/01/01
10 MI' 060noHKolo, 6X a dapmacsktoTikanc Jlta., IHAis 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
KULLKOBOPO3YMHHI N0 YropwwHa; CaBa BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
10 mrno 10 Xenckea Ita, IHaisa dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
Tabnetok y 6nictepi; cucTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
no 1 abo 3 brnictepu BiANOBIAANbLHOI 3a 3AICHEHHS dhapMaKkoHarnsay; KOHTakTHOI
B KapTOHHI kopobui ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
thapmakoHarnsagy B YKpaiHi, aKWwo BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
NpOMNOHOBaHa pefakuisa: YnoBHoBaxeHa ocoba, BignosiganeHa
3a 3pincHeHHs papmakoHarnagy - bypaaesa Haranis
€BreHiBHa. 3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsgy. 3miHa Micusi
3[iiCHEHHS OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsgy. 3miHa
MicLe3HaxomKeHHA MacTep-danna
119 MOBIHA3A®- | Tabnetku, BKpUTI Mosi Xenc LLisenuapi Megiton YropwwuHa/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/11619/01/02
20 MIr 0o60onoHKot, m6X a dapmacsbtoTikanc Ilta., IHAgis 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
KWLLKOBOPO34UHHI MO YropwuHa; CaBa BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo cucTemy
20 mrno 10 Xenckea I1ta, IHgisa dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
Tabnetok y 6nictepi; cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
no 1 abo 3 Gnictepu BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
B KapTOHHII kopobui ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-danna cuctemu papmakoHarnagy) -
nponoHoBaHa pefakLis: YnoBHoBaxeHa ocoba, BianosiganbHa
3a 3gincHeHHa dapmakoHarnsagy - bypaaesa Haranisa
€BreHiBHa. 3MiHa KOHTAKTHMX AaHNX YNIOBHOBAaXEHOi ocobu,
BiANOBiganbHOI 3a 3ailicHeHHs1 hbapmakoHarnsay. 3miHa micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnagy. 3MiHa
MicLie3HaxX0oMKEHH MacTep-danna
120/ MOHOMNPOCT | kpanni o4Hi, po3uuH, | JlaGopatyap PpaHuis EkcensisioH PpaHuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/16308/01/01
50 mxkr/mn no 0,2 mn Tea 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuernmom
B 0QHOO030BOMY BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo cUCTeMy
KOHTeVHepi, no 5 dapmakoHarnagy (BBe4eHHs y3aranbHeHUX JaHuX npo
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
O[IHOA030BUX cucTemMy cpbapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
KOHTEeWHepiB BiANOBIAANbHOI 3a 34IVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
3 eHaHNX MiX ocobu 3 chapmakoHarnagy 3asiBHUKa ANs 34iMCHEHHS
coboto y CTpivky apmakoHarnsgy B YKpaiHi, AKLO BOHa BiAMIHHA Bif
(cTpun) y cawe; no 6 YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
cawe (Ne30) y dapmakoHarnsay (BkoYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHiI kopobui po3milLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, BiAnoBiganbHoi 3a
3iicHeHHs dhapmakoHarnagy: hkopax Hikonac.
[MponoHoBaHa pepakuisi — Faouzi BOUKEF ®o3i BYKE®.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHOI 0coby,
BignoBiganbHoI 3a 34iMCHEHHS apmakoHarnsgy
121| MYKANTUH® | tabnetkn no 50 wmr, MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - bes UA/1982/02/01
no 10 tabnetok y "Tannudap BHeCeHHs 3MiH 0o Cneuudikauii/MeToais BunpobyeaHHss A®l | peuenma
cTpunax; no 10 m" MykanTuH 3a nokasHukom "MikpobionoriyHa ymctoTa":
TabneTok y cTpuni; npuBeaAeHHs KpUTepiiB NpUUHATHOCTI Ao Bumor APY/EP, 5.1.8.
no 3 cTpunu B navuj; "MikpobionoriyHa YncToTa roToBMX MiKAPCbKNX POCITUHHUX
no 30 Tabnetok y 3acobiB Ans opanbHOro 3aCTOCYBaHHA Ta EKCTPAKTIB, Lo
KOHTeWHepi; no 1 BVKOPVCTOBYIOTBECS ANA IX BUTOTOBIEHHS"; CYyNnyTHS 3MiHa:
KOHTeNHepy y nauyu; 3MiHa y meTogax BunpobysaHHs AD| abo BuxigHoro
no 10 Tabnetok y mMarepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
Gnictepax; no 10 BMKOPVCTOBYETLCS y npoueci BupobHuutea AP (iHwi 3miHn y
TabneTtok y 6nictepi; mMeToAdax BUNpobyBaHHS (BKNoYaoum 3aMiHy abo
no 3 6nictepu B fonoBHeHHs) APl abo BMXigHOro/MPOMIDKHOTO NPOAYKTY); 3MiHM
navui | TUNy - BHECEHHSA 3MiH A0 MeToAy BUNpobyBaHHA AdI
MykanTuH 3a nokasHukom "KinbkicHe BU3HaYeHHS": 3MiHN Y
npo6oniaroToBLji PO34KHIB; 3MiHa JOBXUHU XBWTi, 33 SKOI
NpOBOAWTLCS BUMIPHOBAHHS OMTUYHOI IYCTUHW PO34MHIB
122 MYNIMEH Kpanni opanbHi no Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis:amiHum | Tuny - be3 UA/3698/01/01
50 mn y cnakoHi- Xannbemitre a Xannemitrens Xeenb BUNyYeHHs 3i cneumdikauii M3 He3HauyHoro nokasHwka SKoCTi | peyenma
KpanenbHuui; no 1 nb Xeernb mbX "Uncno XaseHa (KOnbopoBiCTb)" i K HACMIAOK BUNYYEHHS
dnakoHy- m6X [aHOro nokasHuka 3 MeTofiB KOHTPOIO
KpanenbHuLi y
KOpOoO6Lii 3 KapTOHY
123 HA3BOHEKC® | cnpei HasanbHuiA, LepiHr- LWeenuapi | MCL IHTepHewwHn Mm6X Cinranyp/ BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis:amiHu | Tuny - 3a UA/11264/01/01
CUHYC nosoBaHui, 50 Mnay a (cpinisn CiHranyp), Benebris 3MiHa Ha3BMW noctavanbHUKa KOMMNOHEHTIB MeXaHi3aMy MoMnun  |peyernmom
mkr/gosy; no 10 r (60 | Centpan lct Cinranyp; WepiHr-Mnay dnakoHy 3 Alcan Ha Novelis. KinbkicHuiA Ta AkicHWI cknag,
[003) cycneHsii y Al Jla6o H.B., Benebrist KOMMOHEHTIB MeXxaHi3My Nomnu rakoHy He 3MiH1BCS
nonieTuneHoBoMy
cnakoHi 3
[03Y04/M HacoCOoM-
po3nunioBavem,
3aKpUTUM
KoBnaykom, no 1
dnakoHy y
KapTOHHI kopobui
124.| HATPIIO po34nH Ans iHdysin, | ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/8438/01/01
xnoewupg 9 mr/mn, no 100 mn 3 obmexeHow ApnmiHicTpaTuBHI 3mMiHK. 3MiHa HalimeHyBaHHs Ta/abo agpecu |peyenmom
abo 200 mn, abo obmexeHo BignoBsigansHicTio dipma 3asBHWKa (BNacHUKa peecTpaLiiHoro noceig4eHHs). 3MiHa
250 mn, abo 400 mn, | BignoBiganb "HoBodapm-biocnHTes" appecu 3asiBHUKa ToBapUCTBO 3 06MeEXeHO

abo

HiCTIO pipma

BignosiganeHicTio dipma "HoBodapm-biocuHTes", YkpaiHa.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
500 mn y nnawui, no | "Hosodapm- TepmiH BBeQEHHS 3MiH: MPOTAroM 6 micAuiB nicns
1 nnawui B bBiocnHTe3" 3aTBepAKEHHS. 3MiHu | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa
KapTOHHi KOpoOLyi; HalMeHyBaHHS Ta/abo agpecu MicLsA NpoBadXeHHS QisnbHOCTI
no 100 mn a6o 200 BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
mn, abo 250 mn, abo BKITHOMAO4U AinbHUL BUNYCKY cepii abo MiclLie npoBedeHHs
400 mn, abo 500 mn KOHTPOIMIO SIKOCTI. (AisSiNbHICTb, 3a AKy Bignosigae
y MAsiLLKax. BMPOBHWMK/IMNOpTep, BKMIOYao4M BUNYCK cepilt). 3miHa agpecu
BMpoOHuKa 113 ToBapucTBo 3 0BMEXEHOI0 BiANOBIAANBHICTIO
dipma "Hoeodapm-biocnHTes", YkpaiHa, 6e3 3amiHu Micus
BUPOGHMUTBA. TEPMiH BBEAEHHS 3MiH: NPOTSrom 6 micsuis
nicnsa 3aTBepakKeHHsi. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay (iHLWi 3miHu).
OHOBMEHHS BXe 3aTBEPKEHOTO TEKCTY MapKyBaHHS yNaKkoBKu
nikapcbkoro 3acoby i3 3a3Ha4eHHAM MiKHApOAHWX NO3Ha4YeHb
OAMHULb BUMIPIOBaHHS. TepMiH BBEAEHHS 3MiH: NPOTAroMm 6
MiCsILiB MicNsi 3aTBEPAXKEHHS.
125 HATPIIO po3uunH Ans iHdysin, | TOB "lOpis- YkpaiHa TOB "tOpis-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16211/01/01
Xnoeva 50 mr/mn; no 200 mn dapm” ApamiHicTpaTuBHI 3mMiHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu |peyenmom
y nnswkax; no 200 MiCLiAl NPOBaMXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
mn, 400 mny rOTOBOrO MiKapCbKOro 3acoby, BKIOYa0YX AiNbHUL BUMYCKY
KOHTENHepax cepii abo micue NpoBeAeHHS! KOHTPOMIO SIKOCTI. (QiSnbHICTb, 3a
noniMepHnx AKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaoYM BUMYCK Cepii)
- 3MiHa agpecw BupobHuka TOB «tOpis-®apmy», 6e3 3MiHn
Micus BUpobHMUTBa (TepmiH BBEAEHHS 3MiH - NPOTArom 6-Tn
MiCSLIIB MiCnsa 3aTBEPKEHHS)
126.| HATPIIO PO34MH ANs iH'eKLiN MAT YkpaiHa MAT "lanuudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/4131/01/01
xnoeug 9 mr/Mnno 5 mnabo | "lanuudap 3MiHa HalMeHyBaHHs 3asBHUKa, 6e3 3amiH y MKA 113, B peuernmom
10 mn B amnyni, no Mm" IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHA Ta y TEKCTi
5 amnyn y 6nicrtepi, mMapkyBaHHs J13; 3anponoHoBaHo: MNoBHa Ha3Ba AKLjioHepHe
no 2 6nictepn y ToBapucTBo " Manuudgapm" CkopoyeHa Ha3ga AT "
nayyi; no 5 mn abo Fannydapm”; amilm | TMny - 3MiHa HanMeHyBaHHS BUPOBHUKa,
10 mn B amnyni, no 6e3 amiH y MKA 13, B iHCTpyKLUii Ans MeguyHoro
10 amnyn y kopo6ui 3acTocyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
lMoBHa Ha3Ba AkLioHepHe ToBapucTeo "lManuudgapm”
CkopoueHa Hasea NAT "lranuudapm”
127.| HATPIIO PO34uH ANs iHdY3il, MAT YkpaiHa TOB cipma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/4131/02/01
xXnoeup 9 mr/mm; no 100 mn, "Mannydap "HoBodapm- 3MiHa HalMeHyBaHHS 3asiBHWKa, 6e3 amiH y MKA 113, B peuernmom
200 mn a6o 400 mn Mm" BiocuHTes", YkpaiHa; IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA Ta y TEKCTi
B MASILLKAX CKNSHUX MAT "Tanuydapm”, MapkyBaHHs J13; 3anponoHoBaHo: NMoBHa Ha3Ba AKLjioHepHe
YkpaiHa ToBapucTBo " Manuudapm" CkopoyeHa HasBa IMAT "
Fanuydapm”; amiim | TMny - 3MiHa HaMeHyBaHHsi BUPOBHUKa,
6e3 3miH y MKA J13, B iHCTpyKLUii Ans MeguyHoro
3acTocyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
[MoBHa Ha3Ba AkLioHepHe ToBapucTeo "lManuudgapm”
CkopoyeHa Ha3sa MNAT "lanunddapm”
128 HEUPOKCOH | po3suunH ans iH'ekuii, MAT YkpaiHa MAT "lanuudpapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/12114/01/01
® 500 mr/4 mn no 4 mn "Tannidap 3MiHa napameTpiB cneuudikadii Ta/abo JoNyCTUMUX MeX AN |peyenmom
B amnyni; no 5 Mm" OOMOMDKHOI pe4OBUHM (iHLWi 3MiHW); CYNYTHS 3MiHa:
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amnyn B 6nictepi; no MpuBeaeHHs cneundikauii Ta METOAIB KOHTPOMO ANA
2 6nictepu B nayui AonomixHoi pevoBuHn Boga Ans iH'ekuivi 4o BUMor moHorpadii
EP/O®Y, pitovoro BuaaHHA, a came: BUITyYEHHS MOKa3HMKa
«pH» Ta pegakuifiHi yTOMHEHHS1 ANs NokasHuka
«Mikpo6ionoriyHnii MOHITOPUHM»
129, HEUPOKCOH | posuuH gns iH'ekuin, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaliiHiX maTepianis:amiHu | Tuny - 3a UA/12114/01/02
® 1000 mr/4 mn no 4 "Tannudap 3MiHa napameTpiB cneuudikadii Ta/abo JoNyCTUMUX MeX Ans  |peyenmom
M B amnyni; no 5 m" [OOMOMDKHOT peYOBUHM (iHLLi 3MiHW); CYNyTHS 3MiHa:
amnyn B 6nictepi; no MpuBeaeHHs cneundikalii Ta MeToaiB KOHTPOMO ANs
2 6nictepu B nayui AonomixHoi pevoBuHn Boga Ans iH'ekuivi 4o BUMor moHorpadii
EP/O®Y, pitovoro BUOAHHS, a came: BUNMYYEHHS NOKas3HUKa
«pH» Ta pegakuiviHi yTOMHEHHS1 ANs NoKasHUKa
«MiKkpoBionoriYyHU MOHITOPUHI»
130/ HEMPOUUTWU | posuuH ans iHdy3in TOB "lOpisi- YkpaiHa TOB "HOpis-Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/14906/01/01
H® no 50 mn, 100 mn, dapm” ApamiHicTpaTuBHI 3mMiHK. 3MiHa HalimeHyBaHHSA Ta/abo agpecu |peyenmom
200 mn y nnswuj; no MiCLiAl NPOBaMXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
1 nnAwui B nayui; no rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHUL BUMYCKY
100 mn abo 200 mn cepii abo micue NpoBeAeHHS! KOHTPOI SIKOCTI. (OiSNbHICTb, 3a
Y KOHTEeNHepax. AKy BignoBigae BUPOOHWK/IMNopTep, BKIOYa0YM BUMYCK
cepin). 3miHa agpecu BupobHmka TOB «tOpisi-dapm», 6e3
3MiHM Micus BUpOOHULTBA. BBEOEHHS 3MiH NpoTsirom 6-T1
MiCSILiB Micnsi 3aTBEPAXKEHHS.
131 HEO-AHTIH® | nbopsHukM no 12 Oueadpapma | HimeuunH Oveadpapma Mm6X, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis:amiHu | Tuny - be3 UA/10762/01/01
BULLHA NbOASHUKIB Y m6X a HimeuumnHa (Bignosigae BUIyYeHHst BUpoOHUka AP| neBoMeHTOMy; 3anponoHOBaHO: peuenma
6nicTepi; no 2 3a BUMNYyCK cepii); Symrise AG, Germany
Gnictepu B Knoctepdpay BepniH
KapTOHHiI kopobui v6X , HimeuumHa
(BMpOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii)
132 HEO-AHTIH® | nbopsiHuku no 12 Onsacbapma HimeyumnH Oneacapma M'm6X, BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - be3 UA/10972/01/01
LHABHIA NbOASIHUKIB Y m6X a HimeuuunHa (Bignosigae BUIyYeHHs1 BUpoOHUka AP| neBoMeHTOy; 3anponoHOBaHO: peuenma
6nicTepi; no 2 3a BUMYyCK cepii); Symrise AG, Germany
Gnictepu B Knoctepdpay BepniH
KapTOHHiI kopobui M6X, Himeyunna
(BUpPOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii)
133| HEOFEMOJME | po3uuH Ans iHdysiin, | ToBapucTBO YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/9724/01/01
3 no 200 mn a6o 250 3 obmexeHo AnMmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs1 Ta/abo agpecn |peuernmom
M, abo 400 mn, abo | obmexeHot BignoBiganbHicTio dipma 3asiBHUKA (BnacHUKa peecTpauitHoro nocigveHHs1) 3MiHa
500 mn y nnsilwkax Bignosigans "HoBogapm-biocnHTes" agpecwu 3asiBHMKa ToBapuCTBO 3 06MexXeHo
HicTIo chipma BignoBiganbHicTio dipma "HoBodapm-biocnHTes", Ykpaina.
"HoBodapm- TepmiH BBeQEHHS 3MiH: MPOTAroM 6 micAuiB nicns
BiocnHTes" 3aTBepAkeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa

HariMeHyBaHHsA Ta/abo agpecu MicLs NPOBaaXKEeHHs fisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKIHOHAK4M AinbHULI BUNYCKY cepii abo MicLie npoBedeHHs




41 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIMIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOOHMK/iMNOpTep, BKMoYaoumn BUMycK cepiit) 3miHa agpecu
BUpobHuka J13 ToBapncTBO 3 06MEXEHOL0 BignoBiganbsHiCTo
chipma "Hoohapm-biocuHTes", YkpaiHa, 6e3 3miHu micus
BUPOGHMLUTBA. TEPMiH BBEAEHHS 3MiH: NPOTArom 6 micsuis
nicns 3aTeepaeHHs. 3MiHu | Tuny - 3miHu Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3miHu)
OHOBIEHHS BXEe 3aTBEPAKEHOrO TEKCTY MapKyBaHHS! YNakoBKY
nikapcbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHapPOAHUX NO3HaYeHb
OAVHWLb BUMIptOBaHHS. TepMiH BBEAEHHS 3MiH: NpOTArom 6
MiCsILIiB MiCNsi 3aTBEPAXKEHHS.
134 HEOFEMO[ME | po3suuH Ans iHdys3in MpuBaTHe YkpaiHa MpuBaTHE aKLioHepHe BHECEHHS 3MiH 10 peecTpauiiHix maTepianis:amiHu | Tuny - 3a UA/11070/01/01
3 no 200 mn a6o no aKuioHepHe ToBapmcTBO "IHgysia", NoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI peuernmom
400 mn y nnswkax TOBapUCTBO YkpaiHa €sponericbkin hapmakonei Ne R1-CEP 2008-105-Rev 01 ans
"IHy3ia", [it040T PeYOBUHN HATPID XNopua Bifg BXe 3aTBEpAXEHOro
Ykpaina Bupo6Huka Akzo Nobel Salt A/S, fanisa, akuii 3MiHMB Ha3By Ha
Dansk Salt A/S, OaHis
135, HOBOIMAPWH | pos3unH gns iH'ekuin, | xeHodapm Benuka LWeHnmxeH Tekgoy Kutain BHECEHHS 3MiH 0 peecTpaLiiHux MmaTepianis: 3miHu Il Tuny - 3a UA/9061/01/01
® 100 mr (10 000 Iitg Bputanis $apmacbtotukan Ko., 3MiHn 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
aHTu-chbakTop Xa NTtg BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
MO)/mn; no 0,2 mn BUNYCKY Cepil Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKOro
(20 wmr), abo no 0,4 3acoby (3amiHa abo AofaBaHHs AinbHULI, Ha AKiN
mn (40 mr), abo no 3[iNCHIOETBLCS KOHTPOIb SKOCTI/BUNPOBYBaHHS cepii ans
0,6 mn (60 mr), abo GionoriyHoro/imyHornoriYHoro nikapcekoro 3acoby, Ta 6yab-sKoi
no 0,8 mn (80 mr), DinNbHULI, Ha K 3aCTOCOBYETLCA BiONOrYHMIA/IMYHONOTYHNI
abo no 1,0 mn (100 mMeToz BunpobyBaHHs) 3amiHa AinbHuLi BUpobHuLTBa
Mr) y nonepeaHbo roToBOro nikapcbkoro 3acoby. 3miHu Il Tuny - 3MiHK 3 sKOCTi.
HarnoBHEHOMY ["oToBMI nikapcbkui 3aci6. 3MiHM y BUpobHuuTBi. 3amiHa abo
wnpwui, no 2 BBEJEHHS 0AaTKOBOI AiNbHULi BUpOBHULITBA ANsl YaCTUHU
Lwnpuuy B Gnictepi, abo BCbOro BUPOBHMYOro NpoLecy roToBoro NikapcbKoro
no 1 6nictepy B 3acoby (AinbHMLA, Ha Sk NpoBoAATLCH Byab-Aki BUPOOHUYI
KapTOHHiI kopobuyj; cTapii, 3@ BUHATKOM BUMYCKY Cepiii, NPOBEAEHHS KOHTPOIO
abo no 0,2 mn (20 SIKOCTi Ta BTOPMHHOIO MaKyBaHHS, Ans Nikapcbkux 3acobis
mr), abo no 0,4 mn BionoriyHoro/iMyHONoriYHOro NOXo4XKeHHst abo nikapCbKmx
(40 wr), abo no 06, bOpM KOMMIEKCHOrO (CKagHoro) BUPOOHNYOro npouecy)
Mn (60 mr), abo no CynyTHs1 3miHa - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib.
0,8 mn (80 mr) y 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS A04AaTKOBOI
nonepegHLO [inbHULi BUPOOHULITBA ANS YaCTMHN abo BCbOro BUPOOHMYOTo
HanoBHEHOMY npovecy rotoBoro nikapcbkoro 3acoby (AinbHuUsA Ans
winpwui, no 2 BTOPWHHOIO NakyBaHHs) 3amiHa AinbHWLI BUPOBHMLTBA
Lwnpuum B 6nictepi, roTOBOrO NMikapCbKoro 3acoby
no 5 Gnictepis y
KapTOHHIN kopobui
136/ HO®A PO34MH ANs iH'eKLin, TOB "ALLA YkpaiHa CTEPUN-MXEH NANS® IHgis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/17533/01/01
10 mr/mn; no 1 mn B DdopmynenL CAVIEHCK3 (M) NTA AamiHicTpaTVBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby peuenmom
amnyni; no 5 amnyn HC" 3atBepaxeHo: HanbydiH/NALBUPHINE 3anponoHoBaHo:

Y KOHTYPHI#
YapyHKOBIN
ynakosLi; no 1
KOHTYPHI
YapYHKOBIN ynakoBLi

Hoda
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B KQPTOHHIN
ynakoBLi
137 HYBIK/ NMOPOLLIOK Ta OkTaapma ABCTpis BUPOGHMK, Lseuis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/17140/01/01
NUWIQ® PO3UYNHHUK AN dapmauesT BiANOBiAaNbHUIA 3a Himeuunna 3MiHWN BHECEHI Y TEKCT MapKyBaHHS YMaKkoBOK NikapCbKoro peuernmom
pPO34nHy Ans nKa BUPOGHMLTBO in bulk, 3acoby. TepMmiH BBeAeHHS 3MiH NpoTArom 6 micauis nicns
iH ekuin, 250 MO; 1 MpopgykTioHC nepBUHHE NaKyBaHHS, 3aTBEPOKEHHS
dnakoH 3 rec. Mm.6.X. BidyanbHy iHCNeKLito,
NopoLLKOM, 1 BUNpobyBaHHs Ha
nonepegHbO UinicHicTb,

3aMoBHEHWI LWNpWL
3 PO3YMHHMKOM MO
2,5 mn (Boga ans
iH'exuin) pasom 3
KOMMIEKTOM Anst
PO3YMHEHHS i
BHYTPILLHEOBEHHOIO
BBeAeHHS (1
apanTtep Ans
BiAKPUTTS bNaKkoHy,
1 ronka-metenuk, 2
NPOCOYeHi CnMpTOM
TamrnoHu) B
KapTOHHIN kopobLi

BMNPOBYBaHHS SKOCTI,
BWMYCK Cepii KIHLLeBOro
NpoAyKTy (nopotLuka Ans
PO34MHYy ANs iH ek Ta
PO3YMHHMKA):
Oxtadhapma AB,
LLBeuisi;
BUPOOHMK,
BignoBiganbHUN 3a
BidyanbHy iHCnekuito Ta
BMNpobyBaHHSA Ha
LinicHiCTb Ans nopoLuka
ANs PO34MHY Ans
iH €KUi, MapKyBaHHS Ta
BTOPVHHE NakyBaHHSA
KiHLIEeBOro npoaykTa
(nopoluka Ansa po3vuHy
0N iH ekuin Ta
PO3YMHHUKA):
Oxtadhapma [eccay
MM6X, HimeuuunHa;
BidyarbHa iHCnekuis,
BMNPOOYyBaHHSA SKOCTI,
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS
po3ynHHuKa: BeTtTep
Papma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BidyanbHa iHCcnekKuis,
BUNpPOBYBaHHs
cTabinbHocTi
po34MHHuKKa: BeTTep
dapma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BUPOBHMLTBO,
BMNPOBYBaHHS AKOCTI,
BidyarnbHa iHCcrekuis
po34MHHKKa: BeTTep
dapma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BUNPOBYyBaHHSA SKOCTI,
BidyanbHa iHcnekuis
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po3unHHKKa: BeTTep-
Papma PepTiryHr Tm6X
Ta Ko. KI', HimewunHa
138, HYBIK/ NMOPOLLIOK Ta Oxkradapma AscTpis BMPOBHWK, Lseuis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minum | Tuny - 3a UA/17140/01/02
NUWIQ® PO3YMHHUK ANg dapmanesT BignoBiganbHUN 3a Himeyunna 3MiHM BHECEHi Y TeKCT MapKyBaHHS yNakoBOK NiKapCbKoro peuenmom
pPO34nHy AnA nKa BUPOGHMLTBO in bulk, 3aco0y. TepMmiH BBeeHHS 3MiH NpoTArom 6 micauis nicns
iH ekuin, 500 MO; 1 MpoaykTioHC nepBUHHE MaKyBaHHS, 3aTBepaKeHHsA
rakoH 3 rec. m.6.X. BidyarnbHy iHCMeKLUito,
NopoLLKOM, 1 BUNpobyBaHHs Ha
nonepenHLo LinicHicTb,

3aMoBHEHWI LWNpWL
3 PO34YMHHMKOM MO
2,5 mn (Boga ons
iH'exuin) pasom 3
KOMMIIEKTOM Ans
PO3UYMHEHHS i
BHYTPILLHEOBEHHOIO
BBeAeHHS (1
agantep Ans
BiAKPUTTS NakoHy,
1 ronka-meTenuk, 2
NPOCOYEHi CMMPTOM
TamrnoHu) B
KapTOHHIl kopobui

BMNPOBYBaHHS SKOCTI,
BUNYCK cepii KiHLeBOro
npoaykTy (nopoLuka Ans
PO34MHYy ANs iH ek Ta
PO34MHHUKA):
Oktadapma Ab,
LLBeuisi;
BUPOGHMK,
BiAnoBiganbHWN 3a
BidyanbHy iHCnekuito Ta
BUNpobyBaHHs Ha
LinicHiCTb ANst nopoLuka
ANsi pO34MHY Ans
iH €KL, MapKyBaHHS Ta
BTOPUHHE NaKyBaHHS
KiHLIeBOro npoaykTa
(nopoLuka Ans po3vuHy
Ons iH ekuin Ta
PO3YMHHUKA):
Oktadapma Jeccay
'm6X, HimeuunHa;
BidyarbHa iHCnekuis,
BUNpPoByBaHHS SIKOCTI,
MapKyBaHHs Ta
BTOPUHHE NaKyBaHHS
po3uunHHuKa: BeTTep
Papma-depTiryHr F'M6X
Ta Ko. KI, HimevunHa;
BidyarbHa iHcnekuis,
BMNPOOYBaHHS
CTabinbHOCTI
po3uunHHuKa: BeTTep
Papma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BUPOGHMLTBO,
BUNPOBYyBaHHSA SKOCTI,
BidyarnbHa iHcrekuis
po3uunHHuKa: BeTTep
Papma-PepTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BUNpoBYyBaHHSA SIKOCTI,




44

[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BidyanbHa iHCnekuis
po3unHHKKa: BeTTep-
Papma PepTiryHr TM6X
Ta Ko. KI', HimeuunHa
139, HYBIK/ NMOPOLLIOK Ta OkTaapma ABCTpis BUPOGHMK, LLseuis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/17140/01/03
NUWIQ® PO3YMHHUK ANg dapmanesT BignoBiganbHUN 3a Himeyunna 3MiHM BHECEHi Y TeKCT MapKyBaHHS yNakoBOK NiKapCbKoro peuenmom
po34nHy Ans nKa BMpobHMLUTBO in bulk, 3acoby. TepMiH BBeAEHHS 3MiH NpoTAroM 6 micsiuis nicns
iH ekuin, 1000 MO; 1 | lMpogykTioHC NnepBUHHE NaKyBaHHS, 3aTBEPOKEHHS
rakoH 3 rec. m.6.X. BidyarnbHy iHCMeKLUito,
nopoLukom, 1 BUNpPoByBaHHSA Ha
nonepenHLo LinicHicTb,

3aMoBHEHWI LINPUL,
3 PO3YMHHMKOM MO
2,5 mn (Boga ons
iH'exuin) pasom 3
KOMMMEKTOM Anist
PO3UYMHEHHS i
BHYTPILLUHEOBEHHOTO
BBeAeHHS (1
apanTep Ans
BiAKPUTTS (priakoHy,
1 ronka-meTenuk, 2
NPOCOYEHi CMMPTOM
TamroHu) B
KapTOHHIN kopobLyi

BMNPOBYBaHHA AKOCTI,
BWMYCK Cepii KiIHLLEeBOro
npoaykTy (mopoLuka Ans
PO34MHY AN iH eKuin Ta
PO3YMHHMKA):
Oktadapma Ab,
LLBeuis;
BUPOOHMK,
BiAnoBiganbHWM 3a
BidyarnbHy iHCMeKuilo Ta
BMUNpobyBaHHSA Ha
LinicHiCTb ANst nopoLuka
AN PO34MHyY Ans
iH €Ki, MapKyBaHHS Ta
BTOPUHHE NaKyBaHHS
KiHLLeBOro npoaykTa
(nopoluka Ansa po3yvuHy
Ons iH ekuin Ta
PO34YMHHUKA):
Oxtadapma [eccay
'm6X, HimeuunHa;
BidyarbHa iHCnekuis,
BMNPOOYyBaHHSA SKOCTI,
MapKyBaHHs Ta
BTOPVHHE NakyBaHHSA
po3ynHHKKa: BeTtTep
Papma-depTiryHr F'M6X
Ta Ko. KI', HimeuuunHa;
BidyanbHa iHCcnekuis,
BMNPOOYBaHHS
cTabinbHoCTi
po3uunHHKKa: BeTTep
Papma-PepTiryHr F'M6X
Ta Ko. KI', HimeuuunHa;
BUPOOBHMLTBO,
BUNPOBYyBaHHSA SKOCTI,
BidyarnbHa iHcnekuis
po3uunHHuKa: BeTTep
Papma-PepTiryHr F'M6X
Ta Ko. KI', HimeyuunHa;
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMNPOBYBaHHS SKOCTI,
BidyanbHa iHcrekuis
posunHHuKa: BeTtTep-
Papma PepTiryHr MTmM6X
Ta Ko. KI', HimewdnHa
140, HYBIK/ NMOPOLLIOK Ta OkTagapma ABCTpis BUPOGHMK, LLseuis/ BHECEHHS 3MiH 0 peecTpaliiHiX maTepianis:amiHu | Tuny - 3a UA/17140/01/04
NUWIQ® PO3UYNHHUK AN dapmauesT BiANOBiAaNbHUIA 3a Himeuunna 3MiHWN BHECEHI Y TEKCT MapKyBaHHS YMakoBOK NiKapCbKOro peuernmom
pPO34nHy Ans nKa BUPOGHMLTBO in bulk, 3acoby. TepmiH BBeAeHHS 3MiH NpoTArom 6 micauis nicns
iH ekuin, 2000 MO; 1 | TMpogykTioHC nepBUHHE NaKyBaHHS, 3aTBEPOKEHHS
dnakoH 3 rec. Mm.6.X. BidyanbHy iHCNeKLito,
nopoLukom, 1 BUNpobyBaHHSA Ha
nonepegHbo UinicHicTb,

3aMoBHEHWI LWNpWL,
3 PO3YMHHMKOM MO
2,5 mn (Boga ans
iH'exuin) pasom 3
KOMMIEKTOM Anst
PO3YMHEHHS i
BHYTPILLHEOBEHHOIO
BBeAeHHS (1
apanTtep Ans
BiAKPUTTS bNakory,
1 ronka-meTenuk, 2
NPOCOYeHi CnMpTOM
TamrnoHu) B
KapTOHHIN kopobLyi

BMNPOBYyBaHHSA SKOCTI,
BWMYCK Cepii KiIHLLEeBOro
npoaykTy (nopotuka Ans
PO34MHYy ANs iH ek Ta
PO3YMHHMKA):
Oxtadhapma AB,
LLBeuisi;
BUPOOHMK,
BignoBiganbHUN 3a
BidyanbHy iHCnekuito Ta
BMNpobyBaHHsA Ha
LinicHiCTb Ans nopoLuka
ANs PO34MHY Ans
iH €Ki, MapKyBaHHS Ta
BTOPUHHE NaKyBaHHS
KiHLIEeBOro npoaykTa
(nopoluka Ansa po3yvnHy
0N iH ekuin Ta
PO3YMHHMKA):
Oxtadhapma [eccay
MM6X, HimeuuunHa;
BidyarbHa iHcnekuis,
BMNPOOYyBaHHSA SKOCTI,
MapKyBaHHsi Ta
BTOPVHHE NaKyBaHHS
po34MHHKKa: BeTTep
Papma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BidyanbHa iHCcnekKuis,
BUNpPOOYBaHHs
cTabinbHocTi
po34MHHKKa: BeTTep
Papma-depTiryHr F'M6X
Ta Ko. KI, HimeuunHa;
BUPOOHMLTBO,
BUNPoBYyBaHHS SIKOCTI,
BidyarnbHa iHCcrekuis
po34MHHKKa: BeTTep
Papma-depTiryHr M'm6X
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ta Ko. KI, Hime4uunHa;
BMNPOBYBaHHS SKOCTI,
BidyarnbHa iHcnekuis
po3unHHKKa: BeTTep-
dapma PepTiryHr Tm6X
Ta Ko. KI', Hime4ynHa
141 HYPO®EH® CycrneHsis opanbHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minum | Tuny - bes UA/7914/01/01
Ona OITEN NOMYHUYHUM BeHkizep BpuTaHis Xenckep (KOkeit) BputaHis/ 3MiHM A0 IHCTPYKLIT ANs MeanYHOro 3acTocyBaHHS nikapcbkoro | peuenma
cmakom, 100 mr/5 Xenckep NimiTen, Benuka IHAis 3acoby Ao po3aginy "lMobiyHi peakuii” 3a pekomeHaaLieto
mn; no 100 mn abo IHTEepHeLwwHN BpwuTaHisi (BUpoBHMLTBO PRAC. BeegeHHs 3MiH npoTaroM 4-Tu micsauis nicns
no 200 mny Timiteq in bulk, nakyBaHHs 3aTBEpPKEHHS
cnakoHi; no 1 (nepBuHHE Ta
dnakoHy B BTOPUHHE), KOHTPOMb
KOMMMEKTi 3i AKOCTI, BUNYCK cepii);
LINpULOM- PekkiTT BeHkizep
[03aTOpPOM Y Xenckep IHgia MNpavseT
KapTOHHIN kopobLi Nimiten, IHaisa
(BpobHMLTBO in bulk,
nakyBaHHs (NepBUHHE
Ta BTOPVHHE), KOHTPOIb
SIKOCTI)
142| HbIOPOMEH Kancynwv Teepgi no KYCYM IHAis KYCYM XENTXKEP IHpia/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/14034/01/01
TUH® 300 mr no 10 kancyn | XENTXKEP MBT NTA, IHais; TOB YkpaiHa BBEJEHHS oAaTKOBOro po3mipy cepii ans BupobHuka KYCYM  |peyenmom
y 6nicTepi; no 1, no NBT NTO "KYCYM ®dAPM", XEJNTXKEP MNBT NTA 3a agpecoto NMnot Ne M-3, [Haop
3 abo no 10 YkpaiHa Cnewen IkoHomik 3oyH, ®Pens-ll, Mitamnyp, Aict. [xap,
GnicTepiB y (anbTepHaTUBHUIA Mapxes Mpagew, MiH 454774, IHpis. 3anponoHosaHo: 100
KapTOHHIN ynakoBLj BMPOGHWK, LLIO 3AiNCHI0E 000 TabneTtok, 500 000 TabneTtok
BTOPVHHE NaKyBaHHS,
KOHTPOMb AKOCTi Ta
BUNYCK cepii)
143 OKCANIMNAT | koHuUeHTpaT ans EBEBE ABcTpis NMOBHUW LMKN AscTpis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/6314/02/01
WH "EBEBE" PO34mMHY Ans dapma BUpoGHMLUTBa: EBEBE HimeuunHa 3MiHK Wwopo besnekn/edekTBHOCTI Ta hapmakoHarnsgy. peuernmom
iHdpysin, 5 mr/mn no lec.m.6.X. dapma Nec.m.6.X. Hdpr. BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo CUCTEMY
10 mn (50 wmr), abo Hdpr.KI KI', ABcTpisi; dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo

20 mn (100 wr), abo
30 mn (150 wmr), abo
40 mn (200 mr) y
cnakoHi; no 1
dnakoHy B
KapTOHHiI kopobLyi

KOHTPOb/BUNPoOYyBaHHS
cepii: Na6op J1 + C AT,
Himeuunna

cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSsI
bapmakoHarnsgy B YkpaiHi, aKLWwo BoHa BigMiHHa Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKA, BignosigansHoi 3a
dapmakoHarnsg. MNponoHoBaHa pepakuis: David John Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiAMNOBiganbHOI 3a hapmakoHarnag. 3MiHa
KOHTaKTHOI 0COOM YNOBHOBaXXEHOT 0COOU 3asiBHMKA,
BiAnoBiganbHoOI 3a 34iCHeHHs hapMakoHarnsgy B YKpaiHi.
MponoHoBaHa pepakuis: Opnos B’suecnas Biktoposu4. 3miHa
KOHTAKTHUX JAHMX KOHTAKTHOI 0COOM YNMOBHOBAXEHOT 0CO6U
3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsgy B
YkpaiHi. 3miHa Micus 30iNCHEHHs1 OCHOBHOI AiSNbHOCTI 3
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnsagy. 3miHa micue3HaxogXeHHs macTep-danna
cMcTeMM hapmakoHarnsgy Ta horo Homepy
144 OKTAMIEKC NOPOLLIOK A51s OkTaapma ABCTpis Bupo6Humk HimeyuunHa/ BHECEHHS 3MiH IO peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3a UA/14313/01/01
500 MO po34mnHy Ans iH'ekuin | PapmauesT (anbTepHaTUBHUIA), AscTpis/ 3MiHu 3 siKocTi. FoTOBMIA nikapcekuid 3aci6. 3miHn y peuenmom
no 500 MO; agi vka BiAnoBiganbHWIA 3a PdpaHLuis BUPOGHMLTBI. 3amMiHa abo BBeAEHHS AOAATKOBOI OiNbHULL
KOpOOKM MpoaykTioHC BTOPWHHE NaKyBaHHA Ta BMPOBHMLTBA AN YacTUHM abo BCbOro BUPOBHMYOro npouecy
06’eaHYOTLCSA MiX rec Mm.6.X. BidyarnbHy iHCNeKLito: roTOBOrO NikapCbKoro 3acoby (iHLi 3MiHW) - foaaHHsA ans
co60t0 NNacTUKoBO Oktadpapma leccay anbTepHaTMBHOrO BUPOGHWMKa, BiANOBiAANbLHOIO 3a BTOPUHHE
NMiBKO: KAPTOHHA 'M6X, HimeuyumHa; nakyBaHHs, "Oktadapma [eccay M6X, HimeyunHa"
kopo6Gka Ne 1: no 1 Brpo6Huk, [onaTkoBoi BUPOBHMYOI chyHKUiT "BidyanbHa iHcnekuis"
dnakoHy 3 BiANOBiAaNbHUIA 3a (TepmiH BBEAEHHS 3MiH: MPOTAroM 6 MicauiB nicns
NOPOLLKOM Ans BUPOBHMLUTBO 3a NOBHUM 3aTBEPAKEHHS); 3MiHM | Tuny - 3miHKW 3 sikocTi. CepTudikat
PO3YMHY AN iH’EKUiN LIMKITOM: BignoBigHocTI/E-cepTudikaTt BiaNoBigHOCTI €BpONenchbkin
Ta iHCTPYKLUi€eo Npo OxkTradapma dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
3acToCyBaHHS; dapmaueBTrka npuBeaeHHs y BiANoBigHiCTb o MoHorpadii APY abo
KapTOHHa Kopobka MpopaykTioHcrec m.6.X., €Bponewicbkoi papmakonei, abo iHWOi HauioHanbHoI
Ne 2: no 1 pnakoHy ABCTpiS; dapmakonei gepxasu €C (3MiHa y cneundikauisix, NoB'sidaHa
i3 pO34YMHHUKOM BUPOBHUK 3i 3amiHoto BUMOr moHorpadii dPY abo iHWwoi HauioHanbHol
(Bopa ans iH’ekuin, BiAMNoOBiAaNbHUA 3a dapmakonei gepxasu €C Ha BUMOrM MOHorpadii
20 M) y KapTOHHin BMPOBHMLTBO 3@ MOBHUM €Bponewcbkoi dapmakonei) - npuBefaeHHs cneundikadii Ans
Kopobui pasom 3 LLMKNOM 3a [OMOMIDKHOT peYOBMHU renapuH HaTpito 4O BUMOT
KOMMIEKTOM Ans BUKITHOYEHHAM €sponewicbkoi Papmakonei Ta Papmakonei CLUA (TepmiH
PO3YMHEHHA Ta BTOPWHHOI YNaKOBKW: BBEAEHHS 3MiH: MPOTArom 6 mMicauiB nicns 3aTBepaXeHHs);
BHYTPILLHBOBEHHOIO OkTaapma, OpaHuis 3MiHu | Tuny - 3MiHu 3 skocTi. A®l. BupobHmuTBO. 3MiHK
BBeAeHHs (1 wnpwuy BUNpobyBaHb abo AONyCTUMMX MEX Y NpoLeci BUpobHMLTBa
opHopasosui; 1 A®I, Lo BCTaHOBNEHI y cneundikaLisx (3BY>KEHHS AONYCTUMUX
KOMMNNEKT Ans mMex) - FapMoHi3auis nimiTis yacy ans PPSB- abcopbuii
nepeHocy (1 (3MeHLLeHHs Yacy 30ymkeHHs cycneHnsii 3 40-60 xB. o 30-60
OBYXKiHLieBa rorka, xB. npu TemnepaTtypu Big 5 go 10 °C) (TepmiH BBEAEHHSA 3MiH:
1 ginbTpOBanbHa npoTArom 6 MicaUiB Nicns 3aTBEPMKEHHST); 3MiHK | Tuny -
rornka); 1 komnnekr 3miHu 3 gkocTi. A®Pl. BupobHuuTteo. 3miHn BUNpobyBaHb abo
ans iHgysin (ronka- [OoMyCcTUMUX MeX Yy npoueci BupobHuutea AdI, wo
MeTenuk); 2 BCTaHOBIEHI Y cneuundikaLisx (3By>KeHHS1 AONYCTUMMX MEX) -
NPOCOYEHNX "apmoHizauis nimiTie Yacy ans PPSB-abcopbuii (3MeHLLeHHs
CMMPTOM TaMIMOHIB) yacy 06pobku NPOTEIHOBOro KOMMMEKCY 3 LoHaMeHLLe 60
XBWUIMWH, ane He Ginbwe 180 XBUNuH A0 LWoHanmeHLwe 60
XBWUIMWH, ane He b6inbwe 120 xBunuH) TepmiH BBEAEHHS 3MiH:
npoTArom 6 micsAUiB Micns 3aTBEPKEHHS; 3MiHN | Tuny - 3MiHK
3 gKkocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHui 3aci6. 3miHa y nepBUHHIN
ynakoBLji FOTOBOrO Nikapcbkoro 3acoby (Tun koHTelHepa abo
[ofaBaHHsi HOBOTO KOHTENHePa) - BunyyeHHs nepBuMHHOT
YMaKoBKM, LLO He NMPU3BOAUTL [0 NMOBHOMO BUMYYEHHS
nikapcbKkoro 3acoby 3 NeBHOO curnoto Aii abo y neBHi
nikapcbkKin opMmi - BUNYYEHHS anbTepHaTUBHOT
XnopOyTunoBoi rymoBoi Npo6ku (TepMiH BBEAEHHS 3MiH:
NpoTArom 6 MicsALIB MiCNsA 3aTBEPHKEHHS)

145 OKTAMIEKC NOpOLLIOK Ta OxkTtadapma ABcTpis BupobHuk Himeuumnna/ BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny - 3a UA/14313/01/01
500 MO PO3YNHHUK AN dapmaueBT (anbmepHamusHu), ABcTpis/ 3MiHu 3 gKocTi. FoToBMIA nikapcbkuit 3aci6. CtabinbHICTb. peuernmom
pO34nHy Ans nKa gidrosidanbHul 3a PpaHuis 3miHa y TepMmiHax npuaaTHocTi abo ymoBax 36epiraHHst
iHdysin no 500 MO; IMpoayKTioHC 8MOPUHHE MaKy8aHHs roTOBOrO NikapcbKoro 3acoby (36inbLIeHHs TEPMiHY
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[Bi KOPOGKU rec Mm.6.X. ma 8i3yaribHy IHCHEeKyito: NpUAATHOCTI FOTOBOTO Nikapcbkoro 3acoby) - [ns Toprosoi
06’eaHYOTLCSA MiX Okradapma eccay yNakoBKM (MiATBEPMAKYETLCA AAHUMUN pearnbHOro Yacy).
o600 MNacTUKoBOO 'M6X, HimeuyumnHa; 36inbLUeHHs TepMiHY NpMAATHOCTI FOTOBOrO MiKapCbKOro
NNiBKO: KAPTOHHA BupobHuk, 3acoby, Wo niaTBEpPAKYETLCS AaHUMU pearibHOro vacy.
kopo6Gka Ne1: ro 1 gidrosidanbHuli 3a 3aTBepaKeHo: 2 poku. 3anponoHOBaHO: 3 POKK.
nakoHy 3 8UpobHULUMEO 3a TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiiB nicns
NOPOLLKOM ANs MOBHUM UUKITOM: 3aTBepAXKEHHs. 3MiHu | Tuny - 3MiHK Woao
po3unHy Ans Okradapma 6e3neku/edekTMBHOCTI Ta papmakoHarnsgy (iHwi 3MiHw).
iHy3in Ta dapmareBTuka MpuBeneHHs nikapcbkoi hopmu 4o maTepianis
iHCTpyKUi€to npo MpopaykTioHcrec m.6.X., peecTpauinHoro Aocke. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
3acToCyBaHHS; ABCTpis; micauiB nicnsa 3aTBepmxeHHs. 3miHu Il Tuny - 3miHn woao
KapTOHHa kopobka 8UPOBHUK 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy. 3MiHu y KOpOTKil
Ne2: no 1 dnakoHy sidrnoeidanbHull 3a XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
i3 PO3YNHHMKOM 8upobHUYMEo 3a IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBMMM
(Bopa ans iH’ekuin, MOBHUM UUKITOM 3a LOaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYMHUMK JaHUMK Ta
20 M) y KapTOHHin BUKITHOYEHHAM AaHvMu 3 papmakoHarnsgy. BHeceHo amilm go IHCTpykuii ans
KopobLi pa3om 3 8MOPUHHOI yraKoeKu: ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3ainis
KOMMNNEeKToM Ans OkTaapma, OpaHuis "Cnocib 3acTocyBaHHs Ta go3u", "OcobnumsocTi
PO3YMHEHHS Ta 3actocyBaHHs", "lNMepeno3yBanHs", "MobivHI peakuii”,
BHYTPILLHEOBEHHOIO "HecymicHicTb". TepmiH BBEAEHHS 3MiH - NpOTArom 6 micsAuiB
BBeAeHHS (1 wnpwy nicnsa 3aTBepaXeHHs.
ofHopasoBui, 1
KOMMNEeKT Ans
nepeHocy (1
OBYXKiHLEBa rorka,
1 dpinbTpoBanbHa
ronka), 1 komnnekr
ans iHdys3in (ronka-
MeTenuk), 2
NPOCOYEHNX
CNYPTOM TaMMOHIB)

146, OKTOCTUM PO34MH AN iH'eKLN, PeppiHr LLisenuapi ®eppiHr MTM6X, Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/12728/01/01
15 mkr/mMn no 1 mn B IHTepHeLHn a HimeyuunHa Yecbka 3MiHM Woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
amnyni; no 10 amnyn | CeHtep CA (BUpoGHMLTBO, Pecnybnika BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnx npo cuctemy
Y KapTOHHIN nepBYHHE NaKyBaHHS, dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
ynakoBLUi BignosiganbHWUM 3a cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,

KOHTPOIb SIKOCTi, BUMYCK BigNoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
cepii); PeppiHr-Ileunsa, ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
a.c., Yecbka Pecnybnika bapmakoHarnsgy B YkpaiHi, aKLwo BoHa BigMiHHa Big
(BTOPVHHE MakKyBaHHS ) yMOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIYaym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby ynoBHOBaXkeHOi 0cobu 3asiBHMKa,
BiAMOBiAanbHOI 3a 3aiNCHeHHs1 hapmakoHarnsaay B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogumup OnekcaHapoBuy.
3MiHa KOHTaKTHUX JAHWUX KOHTAKTHOI 0COOU YNOBHOBaXEHOT
ocobu 3a8BHUKA, BiAMOBIAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy B YkpaiHi

147| OPMAKC NOPOLLIOK ANA CninbHe YkpaiHa CninbHe ykpaiHCbKO- YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:3miHu | Tuny - 3a UA/11108/02/02
oparbHOi cycneHsii, YKPaiHCbKO- icnaHcbke MigNnprMemMcTBO BHECEHHS 3MiH y MaTepianu peecTtpauinHoro gocke p. 3.2.P.7. |peyenmom
200 mr/5 mn no icnaHcbke "Cnepko YkpaiHa" CucTteMa koHTelHep/ 3aKynoptoBanbHUiA 3acib, a came
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoesu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

11,74 r nopoLuky
(ansa 20 mn (800 mr)
cycneHsii) abo no
17.6 r nopowuky (Ans
30 mn 1200 wmr)
cycneHsii) y
KOHTelHepi; no 1
KOHTEeWHepy 3
[03YH04OI0 FTOXKOIO
Ta AO3YYUM
LUNPULIOM Y MayLi

nignpvemMcTs
o "CIMNEPKO
YKPAIHA"

BBEAEHHS A40AaTKOBOIO LUNpu1La J03Y04Oro 3 rpafyroBaHHAM
Ha KOpmyci, 3i 3MiHOIO SIKICHOrO Cknagy martepiany wnpuua
(3aTBEPAKEHO LUMPULL AO3YIOYUIA 3 FPAAYIOBAHHAM Ha MOPLLUHI)

148,

OPMAKC

MOpOLLOK AN
oparbHOi cycneHsii,
100 mr/5 mn no
11,34 r nopoLuky
(ansa 20 mn (400 wr)
cycneHsii) y
KOHTEnHepi; no 1
KOHTEeWHepy 3
[03YI04OI0 MOXKOI
Ta AO3YYUM
LINpULIOM Y
KapTOHHIN nayui

CninbHe
YKpaiHCbKO-
icnaHcbke
nianpuemcTs
o "ClNEPKO
YKPAIHA"

YkpaiHa

CninbHe ykpaiHCbKO-
icnmaHcbke nignprueMcTBo
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
BHECEHHS 3MiH y MaTepianu peecTpauiiHoro gocke p. 3.2.P.7.
Cuctema KoHTenHep/ 3aKynoptoBarnbHUi 3acid, a came
BBEAEHHS 0AaTKOBOIO LUNpULA JO3Y0YOro 3 rpagyroBaHHsIM
Ha Kopnyci, 3i 3MiHOIO SIKICHOrO CKIagy martepiany wnpuua
(3aTBEPAKEHO LIMPUL, AO3YIOYMIA 3 FPadyrOBaHHSAM Ha MOPLLHI)

3a
peuenmom

UA/11108/02/01

149,

NMAHTEHON
AEPO30IJ1b

niHa HalukipHa, 50
mr/r no 58 r abo 116
I B KOHTelHepi; no 1
KOHTeWHepy Yy nauui
3 KapTOHY

TOB
"Mikpocbapm

YkpaiHa

TOB "Mikpodapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny -
noAaHHs HOBOTO cepTudikaTa BignoBiAHOCTI €Bponemnchkii
dapmakonei Ne R1-CEP 2006-233-Rev 01 ans gitoyoi
peyoBuHK Dexpanthenol Big Bxe 3aTBEpAXKEHOrO BUPOGHMKA,
KW 3MiHVB Ha3By Ha BASF SE, HimewunHa; 3minu | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPpMBEAEHHS Y BiAMNOBIAHICTb
0o moHorpadgii A®Y abo €sponelicbkoi chapmakonei, abo
iHWOI HauioHanbHOI chapmakonei aepxasun €C (3miHa y
cneuudikauisix, noB's3aHa 3i amiHamu B 1Y, abo
€Bponelicbkilt hapmakonei, abo iHWi HauioHanbHin
capmakonei gepxasu €C) - BUNy4eHHsi nokasHunka «Baxki
MeTanuy 3i cneyndikaii Ta MeToaiB KOHTpono sikocTi ADI
[ekcnaHTeHon y 3B’A3Ky 3 NpUBeAEHHSIM A0 MOHorpadii
Aitoyoro BuaaHHs €sponencebkoi Papmakonei; CynyTHsS 3MiHa:
3MiHa y meTogax BunpobysaHHa AD| abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuLUTBa AD| (He3HauHi
3MiHW Y 3aTBEPAKEHNX METOAaX BUNPOOYBaHHS); 3MiHuM | Tuny
- AONOBHEHHS cneumnadikauii A®I HoBUM NOKa3HMKOM
«CynpoBigHi AOMILLKM» 3 BiANOBIAHNM METOAOM
BunNpobyBaHHs 3rigHo Bumor CEP BupobHuka BASF SE,
HimeuuuHa;
3MiHM | TURY - 3MiHW y cneumdikaLii i MeTogax KOHTPOro
sikocTi A®I [lekcnaHTeHon 3a noka3HukoM «MikpobionoriyHa
yucToTa;

CynyTHS 3MiHa: 3MiHa y meTofax BunpobysaHHs AP| abo
BWXiAHOro MaTtepiany/NMpoMiXXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y npoueci BupobHuutea AP (iHwi 3miHu y

6e3
peuenma

UA/8333/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mMeToaax BUNpobyBaHHS (BKNovakyn 3amiHy abo
AonoBHeHHs1) APl abo BMXigHOro/NpoMmixKHOro NpoayKTy)
150, MEMETPEKC NOPOLLIOK MicTtpan AHrnia i | dapmachktoTikanc, Bonrapis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/16247/01/01
EO-BICTA niodpinisoBaHun ans Kenitan JIta., Bonrapis Yecbka 3MiHM BHECEHI B TEKCT MapKyBaHHS yNaKkoBKM NiKapCbKoro peuernmom
NpUroTyBaHHA MeremxmeH (BTOPUHHE NaKyBaHHS Pecnybnika/ | 3acoby Woao 3a3HaYeHHsI MiXKHapOAHWX MO3HaYeHb OAVHULb
KOHLeHTpaTy Ans T NimiTen nikapcbkoro 3acoby); Icnanis BUMIpIOBaHHS! Ta yTouHeHHs y p. «<HOMEP CEPIi
po34nHy Ans OHKOMe[, MaHyPaKTOPiHr JIIKAPCbKOI'O 3ACOBY» (Homep cepii). BHeceHHs 3miH A0
iHdpysin no 100 wmr, a.c., Yecbka Pecnybnika po3giny «MapkyBaHHs» MKA J13: 3anponoHoBaHo: p.
no 100 mry (BMpPOOHMLTBO Ta MapkyBaHHS «3rigHO 3aTBEPAXXEHOr0o TEKCTY MapKyBaHHSI».
dnakoHi; no 1 nepBUHHE NaKyBaHHs BBeaeHHs 3MiH npoTarom 6-Tu micauiB nicns 3aTBepaXeHHs
nakoHy 3 nikapcbKkoro 3acoby);
NOPOLLIKOM Y CiHTOH c.p.o., Yecbka
KapTOHHIN kopobLi Pecnybnika (koHTponb
SKOCTI, BignoBiganbHi 3a
Bunyck cepii); CiHTOH
Xicnanisa, C.J1., IcnaHis
(kOHTpONb AKOCTI,
BignosiganbeHi 3a BUNYCK
cepii)
151, NEMETPEKC NOPOLLIOK MicTtpan AHrnia [xi | dapmachktoTikanc, Bonrapis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/16247/01/02
EO-BICTA niodpinisoBaHmn ans Kenitan JIta., Bonrapis Yecbka 3MiHM BHECEHI B TEKCT MapKyBaHHS YNaKkoBKM NiKapCbKoro peuenmom
NPUroTyBaHHSA MeHepxmeH (BTOPVHHE MakKyBaHHA Pecny6nika/ 3acoby WoA0 3a3HaYEHHS MXKHAPOAHMX NO3HAYEHb OAMHMLB
KOHLieHTpaTy AnA T Nimiteq nikapcbkoro 3acoby); Icnanis BUMIpIOBaHHS! Ta yTouHeHHs1 y p. «<HOMEP CEPIi
PO34nHYy Ans OHKOMe[ MaHyddaKTOpiHT JTIIKAPCBbKOI'O 3ACOBY» (Homep cepii). BHeceHHs 3miH o
iHdpysin no 500 wr, a.c., Yecbka Pecnybnika po3giny «MapkyBaHHsa» MKA J13: 3anponoHoBaHo: p.
no 500 mry (BMpPOGHMLTBO Ta MapkyBaHHs1 «3rigHO 3aTBEPXXEHOr0 TEKCTY MapKyBaHHSI».
cnakoHi; no 1 nepBUHHE NaKyBaHHS BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBepoXKEHHS
dnakoHy 3 nikapcbKoro 3acoby);
NOPOLLIKOM Y CiHTOH c.p.0., Yecbka
KapTOHHiI kopobui Pecnybnika (koHTponb
SKOCTI, BignoBiganbHi 3a
Bunyck cepii); CiHTOH
XicnaHis, C.11., IcnaHis
(kOHTpOnNb AKOCTI,
BignoBiganbeHi 3a BANyCcK
cepii)
152 NIMA®YKOP Masb no 15 ry Ty6i; JIEO dapma Nania Temmnep Itania C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/4476/01/01
T® no 1 Ty6iy A/C 3MiHM Woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuernmom

KapTOHHiI kopobui

BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
dapmakoHarnsay (BBeAEHHS y3aranbHEHUX AaHUX Npo
cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHi MacTep-daina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignosigansHoi 3a
capmakoHarnsag. lNponoHoBaHa peakuis: Line Alleslev
Larsen. 3miHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsag




51 [TponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
153 NIMA®YLUH Tabnetkn JIEO ®apma Nanisa Actennac ®apma HOpon | Higepnanam BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minm | Tuny - 3a UA/4370/03/01
® KULLKOBOPO3YMHHI N0 A/C B.B., Higepnanan / HimeuunHa 3MiHM LWoao Ge3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
100 mr no 20 (BMPOBHWMK roToBOI BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX Npo cucTemy
TabneTok y 6aHuj, nikapcbkoi gopmu, apmakoHarnsgy (BBEAEHHS y3aranbHEeHUX 4aHUX npo
no 1 6aHui B 03BN Ha BUMYCK cepii); cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
KapTOHHIN nayui XaynT ®apma BepniH BiANOBIganbHOI 3a 3aiiCHEHHA dhapMakoHarnsay; KOHTakTHOI
'mM6X, HimeuuunHa ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 34iNCHEHHS
(nepBuHHa, BTOPUHHA apmakoHarnsgy B YKpaiHi, AKLO BOHa BiAMIHHA Bif
ynaKkoBKu) yNoBHOBaXeHOoi ocobu, BignoBiganebHoI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMoYaym KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3milLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOI 0cobu 3asiBHKKA, BignosiganbHoi 3a
dapmakoHarnsa. MNponoHosaHa pefakuis: Line Alleslev
Larsen. 3miHa KOHTaKTHWUX AaHMX YNOBHOBaXeHOI 0cobu
3asiBHMKA, BigNOBiAanbHOI 3a dhapMakoHarnsg
154 NIHOBIT® Kpanni HasanbHi No MAT YkpaiHa MAT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - bes UA/6606/02/01
10 mn y cpnakoHi; no "®apmak” BUIYYEHO TEKCT METOAMKN BUNPOOYBAHHA 32 MOKA3HMKOM peuenma
1 donakoHy B nauyui 3 «MikpobionoriyHa unctotay B Metodax koHTporto 13 ta
KapTOHY [oAaHo nocunaHHs Ha A®Y [o 3aTBepaKeHOro NoCUnaHHs Ha
EP; aminu Il Tvny - BBEAEHHA anbTepHaTUBHOIO BUPOOHMKa
aitoyoi pevoBuHu TMony Symrise AG, HimevynHa
155, NOAOPOXH nmctano 50ry MpAT YkpaiHa MpAT ®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | Tuny - bes UA/2263/01/01
UKA naykax 3 BHyTpiwHiM | ®apmaueBT abpuka "Biona" BHECEHHS 3MiH Ao Cneumdikauii/MeTogiB KOHTPOMHO SKOCTI peuenma
BEJIUKOIo naketom; no 1,5ry n4yHa nikapcbkoro 3acoby 3a nokasHukamu «4ncrnoBi NokasHUKUY,
NncT4A dinbTp-nakeTi; No habpvka «MikpobionoriyHa yncToTa», a came 3amiHa nocunaHs 3 dY
20 dinbTp-NakeTiB y "Biona" 1.0 Ha «paitouy pegakuito» OPY; 3amiHu | TUny - 3amiHa
nauui rpadiyHOro opopMnNEHHs NEPBUHHOI Ta BTOPUHHOT YNaKOBOK
Ha TEeKCT MapKyBaHHSA YNakoBOK 3 BiAMOBIAHMMU 3MiHAaMU O0
po3aginis MKA N3 (po3gin «padivyHe odopmneHHs» 3aMiHEHO
po3ginom «MapkyBaHHs»( BignosigHo fo 3aTBepaXeHoro
TEKCTY MapKyBaHHS)).
OHOBREHHSA BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YMaKOBKM MikapcbKoro 3acoby i3
3a3HaYeHHsIM MiXKHapOAHWUX NO3HaYeHb OAMHULb
BMMIipIOBaHHS. BBeAeHHSA 3MiH npoTarom 6-Tu micauis nicns
3aTBEpPAKEHHS
156.| NMPEBEHAP® | cycneHsis ons MNdAN3EP CWA Baet ®apmaceyTukarnc, Benwuka BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/15864/01/01
13/ iH’ekuin no 1 goai ENY.CLMI. Benvka bputaHisi; BpuTanis/ npuBeAeHHS BUMOT crieumdikaLii gns peuenmom
PREVENAR® | (0,5wmn)y KOPIMOPEN Mdpanzep Benbrisi/ rekcageumnTpMmeTunamoHito Gpomigy
13 nonepeaHL0 LH MeHtobek4ypuHr Ipnangis/ (Hexadecyltrimethylammonium Bromide), o
BAKLUUHA HanoBHEHOMY Benbria HB, Benbris; CLIA BMKOPWCTOBYETbLCS Mif Yac BUPOOHULTBA Aio40i PeYOBUHU, A0
NMHEBMOKOK | wnpwuui; no 1 Mcpanzep lpnena komneHgiansHux (USP National Fomulary) 3 kputepiem
OBA nonepeaHL0 dPapmaceyTukarc, NPUAHSATHOCTI ANS KinbKiCHOro BU3HayeHHs ? 98.0%.
MONICAXAP HanoBHEHOMY IpnaHgisn; Bakctep OHoBneHHs po3ainy gocke 3.2.A.1
WOHA LINpuULy Ta ofaHin dapmaceyTukan
KOH’IOFOBA | BigokpemneHin ronui ContowmHe NN1C, CLUA
HA B iHAMBIQYyanbHOMY
(TPUHAQUAT | yoxniy 3akputomy
WUBAJIEHTHA | nnactukoBomMy
AICOPBOBA | koHTelHepi; no 1
HA) nnacT1koBOMy
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTEeWHepy y
KapTOHHiI kopobui
157 NPEOHITON® | kpewm, 0,25 % no 10 Oepmadpapm | HimeyunH Mibe MmM6X HimeyuunHa BHECEHHS 3MiH 10 peecTpaLuiiHux maTepianis: 3miHu | Tuny - 3a UA/10283/03/01
r,abo 30, abo 50 r Al a ApuHanmittens AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby -  |peuenmom
y Ty6i; no 1 Ty6i B 3MiHM BHeceHi Wwoao TopriBesnbHoi Ha3sm J13: 3aTtBepakeHo:
KapTOHHIN navi MPEOHITON 3anponoHoeaHo: MPEAHITOMN® BeeaeHHs 3miH
npoTarom 6-Tn MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny -
3miHu wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHn) OHOBNEHHS 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS
ynakoBok J13. BBeAeHHs1 3MiH NpoTArom 6-Tu micauiB nicns
3aTBepAXKEHHs. 3MiHn | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3MiHW)
3MiHM BHECEHI B iHCTPYKLiIO ANS MeAWYHOro 3actocyBaHHs J13:
BUMYyYEHHS iHdopMaUii Wwoao 3asBHMKa. BBegeHHs 3MiH
NPOTArom 6-T1 MicAUIB NiCNSA 3aTBEPAXKEHHS.
158.| NPEOQHITON® | ma3b 0,25 % no 10 Oepmadpapm | HimeyunH Mmibe Mmb6X HimeyunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/10283/02/01
r,abo30r,abo50r Al a ApuHanmiTTenb AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
y Ty6i; no 1 Ty6i B 3MiHM BHeceHi Wwoao ToprieesnbHoi Ha3su J13: 3aTtBepakeHo:
KapTOHHIN navui MPEAHITONN 3anponoHosaHo: NMPEAOHITOMN® BeeaeHHs 3miH
npoTarom 6-Tn MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3miHun wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy (iHwi
3MiHn) OHOBNEHHS 3aTBEPAXXEHOTO TEKCTY MapKyBaHHSA
ynakoBok J13. BBegeHHs 3MiH npoTarom 6-T1 Micauis nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHLWi 3miHW)
3MiHN BHeCeHI B iHCTPYKLIi0 ANs Mean4Horo 3actocyBaHHst J13:
BUMYYeHHS iHdopMaUii Wwoao 3asBHuKa. BBeaeHHs 3MiH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
159.| NYCTUPHUK | tabneTtku no 14 wr; AT YkpaiHa AT "INy6Hudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - be3 UA/14854/01/01
no 10 Tabnetok y "Iy6Hudap 3miHun wopno 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy (iHwi | peyenma
6nictepax; no 10 m" 3MiHW).

Tabnetok y 6nictepi;
no 4 6nictepu B
nayui

OHOBNEHHS BXXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS;
BHECEHHS 3MiH [0 p. «MapkyBaHHsa» MKA J13. 3MiHn BHeCeHi B
TEKCT MapKyBaHHS YNaKoBKM NikapCcbkoro 3acofy Lwoao
3a3HaYeHHs MXHapPOAHUX NO3HA4YeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB Micns 3aTBEPOXKEHHS.
3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOOHWKa/iMnopTepa rotToBoro nikapcbkoro 3acoby,
BKIOMAK0UM AinbHULL BUMNYCKY cepii abo MicLie NpoBedeHHs
KOHTPONMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosinae
BUPOGHMK/IMNOPTEP, BKIOYAKYM BUMNYCK cepiit). 3MiHa
HarimeHyBaHHSA BMpoGHuKa M3 AT «JTybHndapm» 6e3 3miHn
Micus BUpOGHMLTBA. 3MiHM BHeceHi y po3ain "BupobHuK" B
iHCTpPYKLUIil0 AN MeANYHOro 3acToCyBaHHS MikapCbkoro 3acoby
Ta 9K HacMigoK - Y TEKCT MapKyBaHHS YNaKoBKW ITikapCbKoro
3acoby.

BBefeHHs 3MiH NpOTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3miHu | TMNy - AgMiHiCTpaTMBHI 3MiHWU. 3MiHa HallMeHyBaHHS!
Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpaLiiHoro
nocBigyeHHs ). 3MiHa HaiMeHyBaHHS 3asiBHYKA (BracHuKa
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PeEeCcTpaLinHOro NOCBIAYEHHS).
BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS.
160., PAMIMNPUI- Tabnetku no 2,5 mr; TOB "TeBa YkpaiHa Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/16689/01/01
TEBA no 10 TabneTtok y YkpaiHa" HimeuyunHa noAaHHsi OHOBMNEHOTO cepTudikaTa BiANOBIAHOCTI peuernmom
Gnictepi; no 3 abo 6 (BUpOBHMLTBO €Bponeicbkin dapmakonei Ne R1-CEP 2003-050-Rev 07 ans
GnicTepiB y kopobui Hepo3dacoBaHOro nitoyoi pevoBmHu Ramipril Big BXe 3aTBEpAXEHOro BUPOOHMKa
npoaykTy, A03BiN Ha DR. REDDY'S LABORATORIES LIMITED, IHgisi, sik Hacnigok
BUnNyck cepii); Mepkne OHOBMEHO afpecy BUPOGHMYOI AiNAHKM 3i 3MiHOIO Ha3BW OKpYTy
'm6X, HimeuunHa 3 Medak Ha Sangareddy y 3B’A3Ky 3 peopraHisauieto Ypsagy
(nepBuHHa Ta BTOpUHHA wraTty TenaHraHa, 6e3 3aMiHu micus BUpoBHMLTBa
ynakoBka, KOHTPOrb
SIKOCTI)
161, PAMIMNPUN- Tabnetku no 5 mr; TOB "TeBa YkpaiHa Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/16689/01/02
TEBA no 10 Tabnetok y YkpaiHa" Himeyunna nogaHHst OHOBIEHOrO cepTudikaTa BignoBigHOCTI peuenmom
6nictepi; no 3 abo 6 (BUpOBHMLTBO €Bponecbkin dapmakonei Ne R1-CEP 2003-050-Rev 07 ans
BnictepiB y kopobui Hepo3dacoBaHOro nitoyvoi pevoBmHu Ramipril Big BXe 3aTBEpAXeHOro BUpobHMKa
npoaykTy, AO3BIN Ha DR. REDDY'S LABORATORIES LIMITED, IHais, sik Hacnigok
BUNyck cepii); Mepkne OHOBMEHO afpecy BUPOBHMYOI AiNsHKM 3i 3MiHOIO Ha3BM OKpYTy
'M6X, HimeuunHa 3 Medak Ha Sangareddy y 3B’si3Ky 3 peopraHisadieto Ypsay
(nepBWHHa Ta BTOpUHHA wraTty TenaHraHa, 6e3 3aMiHu Micusa BUpoBHMLTBA
ynakoBka, KOHTPOrb
AKOCTI)
162, PAMINPUN- Tabnetku no 10 wmr; TOB "TeBa YkpaiHa Mepkne 'm6X, HimevuunHa BHECEHHS 3MiH 0 peecTpauiliHix maTepianis:amiHu | Tuny - 3a UA/16689/01/03
TEBA no 10 Tabnetok y YkpaiHa" Himeuyunna nogaHHsi OHOBIEHOrO cepTudikaTa BignoBigHOCTI peuenmom
6nicTepi; no 3 abo 6 (BMpOBHMLTBO €sponelicbkin hapmakonei Ne R1-CEP 2003-050-Rev 07 ans
GnicTtepiB y kopobui Hepo3adacoBaHOro gitoyoi pevoBuHn Ramipril Big Bxe 3aTBepaxeHoro BUpobHuka
npoaykTy, 0O3BIN Ha DR. REDDY'S LABORATORIES LIMITED, IHais, sk Hacnigok
BUnyck cepii); Mepkne OHOBMEHO afpecy BUPOGHMYOI AiNAHKM 3i 3MIHOIO Ha3BW OKpYTy
'm6X, HimeuunHa 3 Medak Ha Sangareddy y 3B’s3Ky 3 peopraHisadieto Ypsay
(nepBYHHa Ta BTOpUHHA wraTty TenaHraHa, 6e3 3aMiHu Micusa BUpoBHMLTBA
ynakoBka, KOHTPOIlb
SIKOCTi)
163, PEONONIrn PO34MH ANS iHDY3in MpuBaTHe YkpaiHa lMpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/1558/01/01
FOKIH no 200 mn, abo no aKujioHepHe ToBapucTBo "lHdy3ig" NoAaHHS OHOBMEHOro cepTudikaTa BiANOBIAHOCTI peuernmom
250 mn, abo no 400 TOBapuCTBO €Bponelicbkint hapmakonei Ne R1-CEP 2008-105-Rev 01 ans
M, abo no 500 mny "IHy3ia" Lit0Y0i pevyoBMHN HaTPIlO XNopua Bi BXe 3aTBEpAXeHOro
nnswkax Bupo6Huka Akzo Nobel Salt A/S, [lanis, akuii 3MiHMB Ha3By Ha
Dansk Salt A/S, OaHis
164, PE®OPOE3- po34mnH Ang iHdysin, | ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/2004/01/01
HOBO®APM 60 mr/mn; no 200 mn 3 obmexeHo AnMmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecn  |peuernmom
abo 250 mn, abo obmexeHo BignoBiganbHicTio dipma 3asiBHUKA (BnacHWKa peecTpauiiHoro noceigveHHs). 3miHa
400 mn, abo 500 mn Bignosigans "HoBodapm-biocnHTes" appecu 3asBHUKa ToBapuCTBO 3 06MexeHo
y nnswkax HicTIo chipma BignoBiganbHicTio dipma "HoBodapm-biocnHTes", YkpaiHa.
"HoBodapm- TepMiH BBEOEHHS 3MiH - NPOTSArom 6 Micsuis nicns
BiocnHTes" 3aTBepkeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa

HariMeHyBaHHA Ta/abo agpecu MicLs NPOBaaXKEeHHs OisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKITIONAK04M AinbHULi BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BUPOGHWK/IMNOpTEp, BKNOYaro4M BUMNYycK cepilt). 3miHa agpecu
BUPoGHMKa ToBapUCTBO 3 06MEXEHOK BiANOBIAANbHICTIO
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Ymosu

Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o

noceio4yeHHs1

chipma "Hoohapm-biocuHTes", YkpaiHa, 6e3 3miHu micus
BMPOGHMLUTBA. TEPMiH BBEAEHHS 3MiH - NPOTSIroM 6 MicsiLiB
nicns 3aTeepaeHHs. 3MiHn | Tuny - 3miHu Wwopo
6e3neku/edekTMBHOCTI Ta papmakoHarnsgy (iHwi 3MiHw).
OHOBMEHHS BXe 3aTBEPMHKEHOro TEKCTY MapKyBaHHSA YNakoBKu
nikapcbkoro 3acoby i3 3a3Ha4eHHAM MiXXHapOOHUX NO3Ha4YeHb
OAMVHWLb BUMIpIOBaHHA. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MiCsILiB MiCNsi 3aTBEPAXKEHHS.

3a

UA/11943/01/02

165.

PUBACTUIMI
H

Kancynv TBepAi no
3,0 wr; no 14 kancyn
y 6nicTepi; no 2
Gnictepu B
KapTOHHIN kopobLi

OpioH
Kopnope
H

dinnaHain

Bupo6HWK, WO 3aiicHI0E
BTOPWHHY YNaKoOBKY,
KOHTPOMb SIKOCTi, BUMYCK
cepin:
OpioH KopnopewuH,
diHnaHAaia

Bupo6Huk, Lo 3aiicHioe
BMPOBHMLTBO,
NepBUHHY, BTOPUHHY
yMaKOBKY, KOHTPOIb
SIKOCTI:
ToppeHT
dapmachbtoTikanc
JlimiTen — 3aBog B
IHapag, IHgisa

AnbTepHaTUBHWNI
BMPOGHWK, LLIO 3AiNCHIOE
KOHTPOMb SIKOCTI:
En.Mi.En. Ceidpt
Cepsicec (ManbTa) 14,
Manbta

AnbTepHaTUBHUIA
BUPOBHWK, LLO 3AiACHYE
BTOPWHHE NaKyBaHHA Ta

BUNYCK Cepin:
OpioH KopnopeniH,
OiHnaHain

OinnaHais/
IHgis/
ManbTa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
ApnmiHictpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
MicLisl NPOBaKEHHSI AisnbHOCTI BUPOBHUKA (BKMHOYaoum, 3a
HeobXxigHOCTI, MicLie NpoBeAeHHS! KOHTPOTIO sIKOCTi), abo
BMacHvika mactep-ganna Ha A®Il, abo noctavanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
3acTOCOBYOTbCH Y BUpoOHUUTBI API (KO 3a3HaveHo y AoCke
Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikaTa
BiQNOBIQHOCTI €Bponewchbkin chapmakonei y 3aTBepaKeHOMY
pocbe, abo BUpobOHMKa HOBOI JOMOMIXKHOT PEHOBUHM (SIKLLIO
3a3HayeHo y A0Cbe). 3MiHa Ha3BM BUPOOHWMKa, 6e3 3MiHM Micus
BMPOGHMLUTBA. 3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHU. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicLs NpoBafXeHHS OisnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro fnikapcbKoro 3acoby,
BKII0NAI04M AinbHULI BUNYCKY cepii abo MicLie npoBedeHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a AKy Bignosinae
BMPOBHMK/IMNOPTEp, He BKIOYauM BUMYCK cepiit). 3MiHa
appecu Ta yTOYHEeHHS Ha3Bu BUpoOHuKa Torrent
Pharmaceuticals Limited- Indrad Plant, India, wo Bignosinae
3a BUPOOHMLTBO, KOHTPOIb AKOCTi, MEPBMHHE Ta BTOPUHHE
nakyBaHHsi, 6e3 3miHn micus BUpobHuyTea. 3miim | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BUPOOHMLTBA AN YacTUHM abo BCbOro BUPOOHUYOro npouecy
roTOBOrO fMikapCbKoro 3acoby (AinbHULS st BTOPUHHOIO
nakyBaHHs1) - AofAaBaHHs AinbHULi OpioH KoprnopenLuH,
[xoeHcyyHkaTy 7, 24100 Cano, ®iHnsHais, sk
anbTepHaTUBHOI AiNbHULI ANS BTOPUHHOIO NakyBaHHs J13
PuBacturmiH, kancynu tBepgi no 1,5 mr abo no 3,0 mr. 3miHn |
TMny - 3MiHK 3 SKocTi. [0TOBMIA NiKapcbkuiA 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3MiHK, Lo CTOCYHTbCS
BUWMYCKY Cepii Ta KOHTPOJSIKO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHWMKa, LLO BiAMnoBigae 3a
BBE3EHHsI Ta/abo BuNyck cepii) - He Bkntovatoum
KOHTponb/BunpobyBaHHs cepii. [logaBaHHA AinbHNUL OpioH
KopnopenwH, [IxoeHcyyHkaTy 7, 24100 Carno, PiHnaHAis, sk
anbTepHaTUBHOI AiNbHULI Ans Bunycka cepiv J13 Pusacturmin,
kancynuv TBepgi no 1,5 mr abo no 3,0 mr. BeegeHHs 3MiH
npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MmiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
roToBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy

peuenmom

3aTBEPKEHMX MeToaax BUNpobyBaHHs). BHeceHHs
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

He3Ha4yHux 3miH o p.3.2.P.5.2 AHanitnyHi npoueaypm (8o

n.Po3umnHHicTb, n. KinbkicHe Bu3Ha4veHHs, n. OgHopigHICTb

[030BaHNX oauHWUb, n. CynyTHi gomiwku, n. R-isomep
puBacTturminy) J13 Puacturmin, kancynu teepgi no 1,5 mr abo
no 3,0 wr, 3 BignosigHMn 3miHamn ao MKA N13.
166/ PUBACTUIMI | kancynu TBepai no OpioH QiHnaHais | BupobHuK, Wwo 3aiicHioe OinnaHais/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/11943/01/01
H 1,5 mr; no 14 kancyn | Kopnopeniu BTOPWUHHY YMNaKoBKY, IHAia/ ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecn  |peuernmom
y 6nicTepi; no 2 H KOHTPOIb SIKOCTI, BUNYCK ManbTa MicLiA NPOBaMXEHHS AiAnbHOCTI BUpobHUMKa (BKMoYyaouu, 3a

Gnictepu B
KapTOHHi kopobui

cepin:
OpioH KopnopewuH,
diHnaHAain

Bupo6Huk, Lo 3aiicHoe
BMPOBHMLTBO,
NepBUHHY, BTOPUHHY
yMaKOBKY, KOHTPOIb
SIKOCTI:
ToppeHT
dapmachbtoTikanc
JlimiTen — 3aBog B
IHapag, IHaisa

AnbTepHaTUBHUNI
BUPOBHMUK, LLIO 34iNCHI0E
KOHTPOMb SKOCTI:
En.Mi.En. CeidpT
Cepsicec (ManbTa) 14,
Manbta

AnbTepHaTUBHUIA
BUPOBHWK, LLO 3AiACHYE
BTOPWHHE NaKyBaHHSA Ta

BUNYCK Cepin:
OpioH KopnopeniH,
diHnaHAaia

HeobXxiaHOCTI, MicLie NpoBeAeHHS KOHTPOTIO sIKOCTi), abo
BracHuka mactep-gaiina Ha A®l, abo noctayansHuka
Adl/BuxigHoro matepiany/peareHTy/npomMikHOro NpoayKTy, Lo
3acTOCOBYOTbCH Y BUpoObHUUTBI ADI (sIKLIO 3a3HaveHo y AoChbe
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiQNOBIQHOCTI €Bponewchkin chapmakonei y 3aTBepaKeHOMY
pocbe, abo BUpobHMKa HOBOI JOMOMIXKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y A0Cbe). 3MiHa Ha3BM BUPOOHWMKa, 6e3 3MiHM Micus
BMPOGHMLUTBA. 3MiHKM | Tuny - AgMiHicTpaTVBHI 3MiHU. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicLs NpoBafXeHHS OisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby,
BKII0MAI04M AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a AKy Bignosinae
BMPOBHMK/IMNOPTEp, HE BKIOYa4M BUMYCK cepit). 3MiHa
afpecu Ta yTOYHEHHs Ha3Bu BMPOOHuka Torrent
Pharmaceuticals Limited- Indrad Plant, India, wo Bignosinae
32 BMPOOHULITBO, KOHTPOIb SIKOCTi, MEPBUHHE Ta BTOPUHHE
nakyBaHHsi, 6e3 3miHn micus BUpobHuuTea. 3miim | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOOHMLTBI. 3amMiHa abo BBeAEeHHA AOAATKOBOI OiNbHULL
BUPOOHMLTBA AN YacTUHM abo BCbOro BUPOOHUYOro npoLecy
roTOBOrO fMikapCbKoro 3acoby (AinbHULS Anst BTOPUHHOIO
nakyBaHHs1) - AofAaBaHHs AinbHULi OpioH KoprnopenLuH,
[xoeHcyyHkaTy 7, 24100 Cano, ®iHnsHais, sk
anbTepHaTUBHOI AiNbHULI ANS BTOPUHHOIO NakyBaHHs J13
PuBacturmiH, kancynu tBepgi no 1,5 mr abo no 3,0 mr. 3minum |
TMny - 3MiHK 3 gKocCTi. [0TOBMI NiKapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
BUMYCKY Cepii Ta KOHTPOM AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHWKa, LLO BiAnoBigae 3a
BBE3EHHsI Ta/abo BMNyck cepii) - He Bkntovaoum
KOHTponb/BunpobyBaHHs cepii. [logaBaHHA AinbHNL OpioH
KopnopenwH, [lxxoeHcyyHkaTy 7, 24100 Cano, PiHnaHAis, sk
anbTepHaTUBHOI AiNbHULI Ans Bunycka cepiv J13 Pusacturmin,
kancynu TBepgi no 1,5 mr a6o no 3,0 mr. BeeaeHHst 3aMiH
npoTarom 6-Tu MicsLiB nicns 3aTBepaXeHHSA. 3MiHu | Tuny -
3MmiHu 3 sikocTi. MoToBUMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTodax BUNpobyBaHHA
roTOBOro MikapCbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeToaax BUNpobyBaHHs). BHeceHHs
He3HayHuUX 3miH o p.3.2.P.5.2 AHanitnyHi npouenypm (8o
n.Po34mnHHicTb, N. KinbkicHe BU3Ha4yeHHs, n. OgHopigHICTb
[030BaHNX oguHuupb, N. CynyTHi gomiwku, n. R-isomep
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
puBacTturminy) J13 Pusacturmin, kancynu teepgi no 1,5 mr abo
no 3,0 wr, 3 BignosigHMn 3miHamn ao MKA N13.
167, PIHFTEPA PO34UH ANS iHDY3iN, MpuBaTHe YkpaiHa MpuBaTHE aKLioHEpHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/5121/01/01
PO34UH no 200 mn, abo no akKuioHepHe ToBapucTBeo "lHdy3ia" NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI peuernmom
400 mn, y nnsiwkax TOBapuCTBO €Bponecbkin dapmakonei Ne R1-CEP 2008-105-Rev 01 ans
"IHdy3ia" Lit0Y0i pevyoBMHN HaTPIlO XNopuz, Bia BXe 3aTBEpAXEeHOro
BupoGHuKa Akzo Nobel Salt A/S, OaHis, skuii 3MiHMB Ha3By Ha
Dansk Salt A/S, Janis
168/ PO3AKOM Kpanni o4Hi, po3uunH; | AT "Apamen Monbwa AT "Apameg ®apma”, Monbwa/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:amiHu | Tuny - 3a UA/14401/01/01
no 5 mn y cnakoHi i3 dapma" MonbLa Ipeuis 3aMiHa po3ainy padiyHoro 306paxeHHs NepBUHHOI Ta peuernmom
KpanenbHuueto; no 1 (BignoBiganbHWn 3a BTOPWHHOI YNakoBKu Ha po3ain MapkyBaHHS NepBUHHOI Ta
nakoHy y Bunyck cepii); Pacdhapm BTOPUHHOI YNaKOBKW; 3anponoHOBaHo: Po3ain mapkyBaHHS
KapTOHHIN kopobLi AT, Ipeuis ynakoBku: 3rifHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
(BpobHMLTBO "in bulk”,
nepBUHHE | BTOPUHHE
nakyBaHHs)
169, PO3TOPON nnoanno 50r, 100 r MpAT YkpaiHa MpAT dapmaneBTUYHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:amiHu | Tuny - bes UA/13993/01/01
wi nnogu abo no 200 r y nayui dapmanesT tabpuka "Biona" BHECEHHS 3MiH 00 MeToAiB KOHTPONIO AKOCTi NiKapCbKoro peuenma
3 BHYTPILLHIM n4Ha 3acoby 3a nokasHukom «MikpobionoriyHa YictoTa», a came
nakeTom habpuka 3amiHa nocunaxb 3 APY 1.0 Ha «pgjtovy pegakuito» APY; 3MiHK
"Biona" | Tuny - amita go posainy MKA N3, a came po3ain «padiyHe
0POPMIEHHS YNaKkoBKv» 3aMiHEHO po3Ainom « MapKyBaHHS».
OHOBMEHHS BXe 3aTBEPKEHOr0 TEKCTY MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby i3 3a3Ha4eHHAM MiXXHapOOHMX NO3Ha4YeHb
OAVHWLb BUMIpIOBaHHSA. BBegeHHs 3MiH NpoTsirom 6-Tu micsauis
nicnsi 3aTBeEpAXKEHHS
170 CEOABIT® Tabnetkn, no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | Tuny - be3 UA/7821/01/01
Tabnetok y 6nictepi; | "KuiBmegnp "KviBmegnpenapat” 3MiHa HalMeHyBaHHs 3asBHUKa, 6e3 3MiH B iIHCTPYKLiT Ans peuenma
no 2 6nictepu B enapat” MeAMYHOro 3aCTOCYBaHHs1, TEKCTi MapkyBaHHs 13 Ta MKA N13;
nauui 3 KapToHy 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHE TOBapuCTBO
"KviBmegnpenapat" CkopoyeHa Ha3sa AT
"KniBMegnpenapart"; 3aMiHu | Tuny - 3MiHa HaiMeHyBaHHS
BUPOOHMKa, 6€3 3MiH B iHCTPYKLIi AN MeguyHoro
3acTOCyBaHHS, TeKCTi MapkyBaHHs J13 Ta MKA N3;
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHE TOBapUCTBO
"KuiBmegnpenapat" CkopoyeHa Ha3sa [MNAT
"KuiBmegnpenapart”
171 CEHAOEKCW | tabnetku no 140 wmr; AT YkpaiHa AT "INy6Hucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | Tuny - 6e3 UA/16128/01/01
H-®OPTE no 10 Tabnetok y "Iy6Hndap 3miHu wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenma:
6nictepi; no 2 abo m" 3MiHK). mabnemku
10 GnicTepiB y OHOBREHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS; Ne 10, Ne 20
nayui; no 10 BHECEHHS 3MiH [0 p. «MapkyBaHHA» MKA J13. 3miHn BHeceHi B | (10x2);
TabneTtok y onicrepi TEKCT MapKyBaHHS YNaKoBKM Nikapcbkoro 3acofy Lwoao 3a
3a3Ha4YeHHs1 MXXKHapOAHWUX NMO3HaYeHb OAMHULL BUMIPIOBaHHS.  jpeyenmom:
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEpOXEHHA.  |mabnemku
3miHu | TMNy - AgMiHiCTpaTMBHI 3MiHWU. 3MiHa HalMeHyBaHHS Ne 100
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI (10x10)

BMPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby,
BKITH0MAK4M AinbHULL BUNYCKY cepii abo MicLie npoBedeHHs
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIMIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOBHWMK/IMNOpTEP, BKMHOYAKUM BUNYCK cepiit). 3MiHa
HanimeHyBaHHSA BUpoGHuKa M3 AT «JlybHudapm» 6e3 3miHn
micus BUpoBHMUTBa. 3MiHM BHeCeHi y po3ain "BMpobHuk" B
iHCTpPYKLUil0 AN MeAnYHOro 3acToCyBaHHs! NikapCbkoro 3acoby
Ta AK HACMiAOK - Y TEKCT MapKyBaHHS YMakoBKW NiKapcbKoro
3acoby. BBeaeHHsi 3MiH NpoTsirom 6-Tu MicsiuiB nicns
3aTBepMKeHHS. 3MiHu | Tuny - AgMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHMKa (BNacHuka
peecTpauinHOro NoceigvYeHHs). 3MiHa HaMeHyBaHHSA
3asBHUKA (BNnacHUKa peecTpaLinHoro noceigveHHs). BeeaeHHs
3MiH NPOTAroM 6-TN MiCSLIB NICNsi 3aTBEPPKEHHS.
172| CUHIYNAP® | Ttabnetku, BKpUTI Mepk Wapni | Weenuyapi | Mepk WWapniOoym B.B., | Higepnanan BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:aminu Il Tuny - 3a UA/10208/01/03
NniBKOBOIO Hoym IOEA a HinepnaHaw (nepBuHHa / Benuka 3MiHM A0 IHCTPYKLIT ANS MeanYHOro 3acTOCYBaHHS NiKapCbKOro [peyernmom
o6ornoHkoto, no 10 m6X Ta BTOPMHHA yNakoBka, BpuTaHis 3acoby go po3sginis "OcobnmeBocTi 3acTocyBaHHs",
mr; no 14 Tabnetok [A03BIN Ha BUMYCK cepii); "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHSA rpyaa0”
y 6nicTepi; no 2 Mepk Wapn i Joym (yTouHeHHs iHdopmaLii). BeeaeHHs 3MiH mpoTarom 3-x micsuis
Gnictepu B JlimiTen, Benuka nicnga 3aTBepAXEHHSA
KapTOHHiN kopoOui BpvTaHisi (BUpobHMLTBO
32 MOBHMM LIMKITOM)
173, CUPOANYO® | TabneTtku no 2 Mmr; HoeapTic LLsenuapi Hoeaptic Carnik, lNga TypeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/1655/01/01
no 10 Tabnetok y dapma Al a Be Tapim YpyHnepi CaH. Himeuunna/ 3MiHa BUPOGHMKa BUXIAHOro/MPOMIKHOIO NPOAYKTY/peareHTy, |peyenmom
6nicTepi; no 3 Be Tik. A.C., TypeuunHa PymyHis LLIO BUKOPUCTOBYHOTLCS Yy BUpoBHUYomy npoueci AP, abo

Gnictepu B
KapTOHHiI kopobLyi

(BMpPOOHMLTBO 3a
NMOBHUM LIMKIOM);

HoapTic ®apma Mv6X,

HimeyumHa (Bunyck
cepii); C.K. CaHpos3
C.P.J1., PymyHis
(KOHTpOIb sIKOCTI)

3MiHa BUpOGHMKa (BKIoYatoum, e HeobxigHo, micue
npoBeaeHHs KoHTponto sikocTi) ADI - [lonaBaHHst BUpobHUKa
Zhejiang Raybow Pharmaceutical Co. Ltd B sikocTi
[o[aTkoBOro BUpobHMKa cybcTaHuii (Tu3aHiguHy
rigpoxnopuay); AoAaBaHHA MYHKLIN KOHTPOIO SAKOCTi
cy6eTaHuii Ans ainbHui Zhejiang Raybow Pharmaceutical Co.
Ltd; sanponoHoBaHo: PoHep AT, LLBenuapisi BUpo6HMLTBO,
KOHTporb skocTi; HoBapTic ®apma Al" KOHTPOIb SIKOCTI;
Zhejiang Raybow Pharmaceutical Co., Ltd. Bupo6H1LTBO,
KOHTPOMb SIKOCTi; 3MiHM | TMNy - 3MiHK B NpoLieci BUpOGHMLUTBA
A®I - nogaTkoBe ounLLeHHs BuxigHoro matepiany CABTD
Oyno goaaHo B npoteci Ans BupobHuka Raybow; HesHauHi
3MiHW Y BUpOBHUUTBI cyBCcTaHUii y BUPOOHMYIN AinbHULI
Zhejiang Raybow Pharmaceutical Co. Ltd. (yTo4HeHHs
TemnepaTypu OXONOAXXEHHS Ta 3a3Ha4YeHHS KiNlbKOCTi
peareHTy Ta BoAMW) Y 3B 13Ky 3i 3MEHLLEHHSIM po3mipy cepii
Ans cybcTaHuii Ha HOBIN AiNbHUL; 3MiHW | TUNY - 3MEHLIEeHHSA
po3mipy cepii gnsa cybcTaHuii Ha HOBI BUPOOHWYIN AinsHuj
Zhejiang Raybow Pharmaceutical Co. Ltd, China;
3anponoHoBaHo: Zhejiang Raybow Pharmaceutical Co., Ltd.
111 kr (41-182) kr;
3MiHM | TNy - 3mMiHa y napameTpax cneuudikauin Ta/abo
OOMNYCTUMUKX MEX, BU3Ha4YeHux y crneumdikauisax Ha A®I, abo
BUXiAHWA/MPOMIKHWI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BUpobHuuTBa AD| - NOKA3HWMK KOHTPOIO SKOCTI
cybcraHuii “Total unspecified impurities” npuBoguTbes Ao
Ha3BwM [Nokas3HUK KOHTPOIIO sIKOCTi cyOcTaHuii “Total impurities”
ONs NpYBEAEHHs Y BIANOBIAHICTb €BpONenchbKoi hapmakonei.
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174.

CUPOANYO®

TabneTtkun no 4 wmr;

3MiH 0O NokasHUWKiB He BiAOYyBaeTbCS; NOKa3HUK KOHTPOIHO
sikocTi cybeTaHuii “Total unspecified impurities®, sakui
XapakTepuayBaB CyMy nokasHukis «Impurities by TLC» Ta
«Impurities by HPLC» Bugansietbca. Hagani Buie3asHayeHi
nokasHukn 6yayTh ineHTUdikyBaTV KoxxHe okpemo. OHOBMEHHS
MoHorpadii TecTyBaHHSA Ans iHTepmegiaty «Tizanidine
hydrochloride, unmilled», a came BuganeHHs 3aranbHOro
nokasHuka ‘Total impurities by TLC and HPLC’ ans
npuBeaeHHs y BiANOBIOHICTb EBpONeENcbKOI hapmakonesi;
OHOBMEHHSA MoHorpadii TeCTyBaHHSA ANS iHTepmegaiaTty
«Tizanidine hydrochloride, unmilled», a came BnganeHHs
He3Ha4yHOro NokasHvika 3 BiAMnoBiAHOW MeToauKow “Assay by
titration” 3 HopmyBaHHsM “98.0 — 102.0 %”;
3MiHM | TRy - 3miHa y napameTpax cneuudikauin Ta/abo
OOMNYCTUMUX MEX, BU3HaYeHux y cneumdikauisx Ha A®l, abo
BUXiAHWI/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuLUTBa AD| (3BY>KEHHS AOMYCTUMMX MEX,
BM3HaYeHuX y cneuudikauii), AONOBHEHHS crneumndikawii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpoOyBaHHS); 3MiHM | TUNy - 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomMixHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLECI
BUpOo6HMUTBa AD| (HE3HaAYHI 3MiHW Y 3aTBEPAKEHUX METOAaX
BUNPobyBaHHs)

no 10 tabnetok y
GnicTepi; no 3
Gnictepu B
KapTOHHI kopobLi

Hosapric
dapma Al

LLsenuapi
a

Hosaprtic Carnik, lNga
Be Tapim YpyHnepi CaH.
Be Tik. A.C., TypeyuuHa

(BMPOOHMLTBO 3a
NMOBHUM LIMKIOM);
HoapTic ®apma M'v6X,
HimeyumHa (Bunyck
cepii); C.K. CaHpos3
C.P.J1., PymyHis
(koHTpOMb AKOCTI)

Typeuumnna/
HimeyuunHa/
PymyHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny -
3MiHa BUPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Yy BUpoBHMUYoMy npoueci AP, abo
3MiHa BUPOGHMKa (BKMOYaoum, e HeobxigHo, micue
npoBeaeHHs KoHTponto sikocTi) AdI - [lonaBaHHs BUpobHUKa
Zhejiang Raybow Pharmaceutical Co. Ltd B sikocTi
[04aTKOBOro BMPOOHMKa cybcTaHuii (TusaHignuHy
rigpoxnopuay); AoAaBaHHA YHKLIN KOHTPOIO SAKOCTi
cy6cTaHuii ans ainbHuui Zhejiang Raybow Pharmaceutical Co.
Ltd; sanponoHoBaHo: PoHep AT, LLBenuapis BUpobHMLTBO,
KOHTporb skocTi; HoBapTic ®apma Al” KOHTPOrb SIKOCTI;
Zhejiang Raybow Pharmaceutical Co., Ltd. Bupo6H1UTBO,
KOHTPOMb SKOCTi; 3MiHu | TMny - 3MiHW B NpoLieci BUPOGHMLTBa
A®I - nogaTkoBe ounLLeHHs BuxigHoro matepiany CABTD
6yno goaaHo B npoteci Anst BUpobHuka Raybow; He3HauHi
3MiHW Y BUPOBHULTBI cyBCTaHLii y BUPOOHMYIN AinbHULI
Zhejiang Raybow Pharmaceutical Co. Ltd. (yTouHeHHs
TemnepaTypy OXONMOKEHHS Ta 3a3HaYEHHS KiNlbKOCTi
peareHTy Ta BOAMW) Y 3B 3Ky 3i 3MEHLLEHHAM po3mipy cepil
Ans cybcTaHuii Ha HOBIN AiNbHUL; 3MiHW | TUMY - 3MEHLIEeHHS
po3mipy cepii Ans cy6cTaHuii Ha HOBIV BUPOBHMYIN AinsHui
Zhejiang Raybow Pharmaceutical Co. Ltd, China;
3anponoHoBaHo: Zhejiang Raybow Pharmaceutical Co., Ltd.
111 kr (41-182) kr;

3MiHM | Tuny - 3miHa y napameTpax cneuudikauin Ta/abo
OOMNYCTUMUX MEX, BU3Ha4YeHuX y crneumdikanisgx Ha A®l, abo

3a
peuenmom

BUXIQHWMIN/MPOMIDKHWI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTbCS

UA/1655/01/02
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y npoueci BUpobHuuTBa AD| - NOKa3HNK KOHTPOIIO SIKOCTI
cyb6eraHuii “Total unspecified impurities” npuBoanTscst 40
Ha3BM [Noka3HMK KOHTPOIIO SKOCTi cybeTaHuii “Total impurities”
ANs NpYBEAEHHS Y BIAMNOBIAHICTb €BPONENCHKOI hapmakonei.
3MiH 0O NokasHUKiB He BiAOYyBaeTbCS; NOKa3HUK KOHTPOIHO
sikocTi cybcTaHuii “Total unspecified impurities®, sxvn
XapakTepuayBas CyMy nokasHukis «Impurities by TLC» Ta
«Impurities by HPLC» Bugansietbca. Hagani Buwie3sasHayeHi
noKasHWK1 ByayTb ifeHTUdIKyBaTh KoxXHe okpemo. OHOBNEHHS
MoHorpadii TecTyBaHHA ANs iHTepmegiaty «Tizanidine
hydrochloride, unmilled», a came BuganeHHs 3aranbHOro
nokasHuka ‘Total impurities by TLC and HPLC’ gns
npuBeaeHHs y BiANOBIOHICTb EBpONENCcLKOI hapmakonesi;
OHOBMEHHHA MoHorpadii TeCTyBaHHA ANS iHTepmegiaTty
«Tizanidine hydrochloride, unmilled», a came BnganeHHs
HEe3Ha4yHOro NokasHvka 3 BiAMoBiAHOW MeToanKow “Assay by
titration” 3 HopmyBaHHsM “98.0 — 102.0 %”;
3MiHu | TUNy - 3mMiHa y napameTpax cneuudikauin Ta/abo
AONYCTUMKX MEX, BU3Ha4YeHuX y cneumndikauisax Ha A®l, abo
BUXiAHWIN/MPOMDKHUI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTBa AD| (3BY)XEHHSA AONYCTUMUX MEXK,
BM3HaYeHuX y cneuudikaulii), AONMOBHEHHS crneumndikauii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BUNpoOyBaHHS); 3MiHM | TUNy - 3miHa y meTogax
BunpobyBaHHA APl abo BMxigHOro matepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLLECI
BUPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX METOAAX
BMNPOGYBaHHS)

175.

coBAnal

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 400
mr, no 28 TabneTok
y donakoHi, no 1
dnakoHy B
KapTOHHIN ynakoBuj

lneap
CalieHcus,
IHK.

CLA

AHOepcoHBpeKoH, IHK.,
CLUA (BTOpuWHHa
ynakoBka); [neapg
Canencuns AneneHp HOC,
IpnaHgis (Bunyck cepii,
nepBYHHa Ta BTOPUHHA
ynakoBka, KOHTPOIlb
cepii); MNneap CavieHcus,
IHk., CLUA (koHTpOrmb
cepii); lNneap CavieHcus,
IHk., CLLA (nepBuHHa Ta
BTOPWHHA yNakoBka);
MinmayHT Xenckea
JITa., Ipnangis
(BTOpPMHHA ynakoBka);
MateoH IHk., KaHaga
(BUpoBHULITBO,
nepBYHHA Ta BTOPUHHA
ynakoBka, KOHTPOIlb
cepii); MaTeoH IHk.,
Kanapa (koHTporb
cepii); PapmacbtoTikan
MpogakT JeBenonveHt

CLUA/
Ipnangis/
Kanapa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny -
3MiHM Wwopo 6e3neku/edekTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
dapmakoHarnagy (BBe4eHHS y3aranbHEeHUX aHuX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnagy 3asiBHUKA Anst 30iNCHEHHSsI
hbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-daina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby ynoBHOBaXeHOi 0Ccobu 3asiBHMKA,
BiAMOBiAanbHOI 3a 34ilCHEHHst bapmakoHarnsaay B YKpaiHi:
lMponoHoBaHa pepakuis: BeHrep Jltogmuna AHaToniiBHa.
3MiHa KOHTaKTHUX JAHMX KOHTAKTHOI 0COOU YNOBHOBaXEHOT
ocobu 3asBHMKA, BiaNoBiAanbHOI 3a 30iNCHEHHS
dapmakoHarnagy B YkpaiHi

3a
peuernmom

UA/14706/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
IHK., cGMP J1ab, CLLA
(koHTpoOnb cepii)
176, COHAIMAKC® | TabneTku, BKpUTI TOB YkpaiHa dapmsaBog €nbca A.T. Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4499/01/01
10 MI" o6ornoHkoto, no 10 «BAYLU AgnmiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu |peyenmom
mr no 30 TabneTok y XEJIC» 3asiBHUKa (BnacHWKa peecTpauiniHoro noceigvyeHHs ). 3miHa
Gnictepi; no 2 HalMeHyBaHHS 3asiBHMKa (BNacHWKa peecTpauiiHoro
Gnictepu B NnocBiaYeHHs). BBegeHHs 3MiH NpoTarom 6-Tv MicsliB nmicnsi
KapTOHHiI Kopobui 3aTBEPAKEHHS.
177 COHAIMAKC® | TabneTku, BKpUTI TOB YkpaiHa dapmsaBog €nbca A.T. Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/4499/01/03
25 MIr o6ornoHkot, no 25 «BAYLU AgnmiHicTpaTuBHI 3mMiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu |peyenmom
Mmr no 20 TabneTok y XEJC» 3asiBHUKa (BnacHWKa peecTpauiHoro noceigvyeHHs ). 3miHa
Gnictepi; no 3 HalMeHyBaHHS 3asiBHMKa (BNacHWKa peecTpauiiHoro
Gnictepu B noceigyeHHs). BeeaeHHst 3aMiH MpoTarom 6-Tv micsAuiB nicns
KapTOHHiI kopobui 3aTBEPAKEHHS.
178, COPUTMIK Tabnetku no 80 wmr; AT YkpaiHa AT "KUNIBCbKNM YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis:amiHu | Tuny - 3a UA/4543/01/02
no 10 Tabnetok y "KNIBCbKW BITAMIHHW/ 3ABO0" BBEAEHHSA [0AaTKOBMX PO3MIpIiB Cepii FOTOBOrO NiKapCbKoro  |peyenmom
Gnictepi; no 2 n 3acoby. 3anponoHoBaHo: Po3mip cepii: Ans ynakosku Ne20
6nictepu B nayui BITAMIHHU 8 000 yn. 24 000 yn.
¥ 3ABOAO"
179, CNIONTO® PO34MH ans BepiHrep HimeuumH BUPOGHMLTBO, HimeuumnHa/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amitu |l Tuny - 3a UA/15523/01/01
PECNIMAT® iHransuin no 2,5 IHrenbxanm a nakyBaHHS, Cnony4eHe | 3MiHW OO0 iHCTPYKLIii ANS MeAMYHOro 3aCTOCYBaHHSI NiKapCbKOro |peuenmom
MKr/2,5 MKr no 4 mn IHTEepHeLwHN MapKyBaHHS1, KOHTPOIb KoponisctBo 3acoby Ao posainis "®apmakonoriyHi BnactnsocTi", MobivHi
B kapTpuaxi (60 mM6X SKOCTi Ta BUMYCK cepi Benukoi peakuii”. BBegeHHs1 3miH npoTsirom 3-x micauis nicng
iHransauin); no 1 nikapcbkoro 3acoby: BpuTanii Ta 3aTBEPAKEHHS; 3MiHM || TUMy - 3MiHW A0 IHCTPYKLIT Ans
KapTpuaxy B BepiHrep IHrenbxanm MiBHiYHOT MeOMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
KoMnnekTi 3 1 ®apma 'mbX i Ko. KT, Ipnangii "®apmakonoriyHi BnactmsocTi", "OcobnmBocTi 3acTocyBaHHs",
iHrangTopom HimeyumHa; koHTponb Mob6iuHi peakuii”. BBegeHHs 3MiH npoTarom 3-x MicauiB nicns
Pecnimat® y AKOCTI 3@ BUKIMIOYEHHAM 3aTBEPKEHHS
KapTOHHiI kopobui nokasHuka
"MikpobionoriyHa
ynctoTta": KoseHc
TNa6bopatopic I74.,
Cnony4yeHe KoponiBcTBo
Benukoi bputanii Ta
MiBHiYHOT IpnaHail;
KOHTPOIb SIKOCTi 3a
NMoKa3HWKOM
"MikpobionoriyHa
ynctota": CI'C IHcTutyT
Ppeseniyc Mvb6X,
HimeuuunHa; Jlabop N+C
Al’, HimeyuunHa
180, CNIPUBA®PE | po3uuH Ans BepiHrep HimeuumH BepiHrep IHrenbxanm HimeuunHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:amiHu | Tuny - 3a UA/6495/02/01
CMIMAT® iHransuin, 2,5 IHrenbxanm a dapma M'mbX i Ko. KI 3MiHW BUNpobyBaHb abo AOMYCTUMMX MEX, BCTAHOBMEHUX Y  [peuyenmom
MKr/iHransuito; no 4 IHTepHeLHnN crneungikalisx, nig yac BUPOBGHNLTBA rOTOBOTO fiKapCbKOro
My kapTpuagxi (60 m6X 3aco0y (iHLwwi 3miHK); 3MiHK | TUNY - 3miHa y cknagi

iHransuin); no 1
KapTpUIxXy B
KOMMNeKTi 3 1
iHransTopom
Pecnimat® y

(mONOMIXXHMX peYoBMHaX) FOTOBOrO NiKapCbKOro 3acoby (iHLWi
3MiHK)
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopobui
181, CYTEHT kancynu no 12,5 wr; MNdAN3EP CWA Mdpanizep ITania C. p. n. ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:amiHu | Tuny - 3a UA/7785/01/01
no 7 kancyny IHK. 3MiHa HanMmeHyBaHHsi BUpobHuka A®I cyHiTiHIOy y Burnsaai peuernmom
6nictepi; no 4 manaty 6e3 3MiHM MicLisi BUPOBGHMLITBA; 3anpONOHOBaHO:
Gnictepn y Pfizer Asia Manufacturing Pte Ltd, Singapore Ta BHeCeHHs
KapTOHHIl kopobui pepakuinHoi npaeku y po3ain 3.2.S.2.1. BupobHuk(n) wono
agpecu AinbHuui BUpobHuka A®| cyHiTiHiBy y Burnaai manarty
Pfizer Ireland Phamaceuticals; 3anponoHoBaHo: Ringaskiddy
API Plant, PO Box 140, Ringaskiddy, Co. Cork, Ireland
182| CYTEHT Kancynu no 25 wr; NMeAN3EP CLUA Mcpansep Itania C. p. n. ITanisa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3minum | Tuny - 3a UA/7785/01/02
no 7 kancyny IHK. 3MiHa HanMmeHyBaHHsi BUpobHuka A®I cyHiTiHIOy y Burnsaai peuernmom
Gnictepi; no 4 ManaTy 6e3 3miHu Micus BUpobHULTBA; 3anpOnNoOHOBaHO:
Gnictepn y Pfizer Asia Manufacturing Pte Ltd, Singapore Ta BHeceHHs
KapTOHHIl kopobui pepakuinHoi npaeku y po3ain 3.2.S.2.1. BupobHuk(1) woano
agpecw AinbHuLi BUpo6Huka A®I cyHiTiHIOY y BUrnsai manaty
Pfizer Ireland Phamaceuticals; 3anponoHoBaHo: Ringaskiddy
API Plant, PO Box 140, Ringaskiddy, Co. Cork, Ireland
183, CYTEHT kancynu no 50 wmr; MNdAN3EP CWA Mdpaiizep Itanis C. p. n. ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/7785/01/03
no 7 kancyny IHK. 3MiHa HanmeHyBaHHs BUpobHuka A®I cyHiTiHIOy y Burnsaai peuernmom
Gnictepi; no 4 ManaTy 6e3 3miHu Micus BUpobHULTBA; 3anpOnNoOHOBaHO:
Gnictepn y Pfizer Asia Manufacturing Pte Ltd, Singapore Ta BHeCEHHS
KapTOHHIN kopobLi peAakuinHoi npasku y po3ain 3.2.S.2.1. BupobHuk(n) woao
agpecw AinbHuLi BUpo6Huka A®I cyHiTiHIOY y BUrnsai manaty
Pfizer Ireland Phamaceuticals; 3anponoHoBaHo: Ringaskiddy
API Plant, PO Box 140, Ringaskiddy, Co. Cork, Ireland
184, CYTEHT kancynu no 37,5 wmr; NeANIEP CLUIA Mcpanzep Itanis C. p. n. ITanis BHECEHHS 3MiH 10 peecTpauiiHUX MmaTepianis:amiHu | Tuny - 3a UA/7785/01/04
no 7 kancyny IHK. 3MiHa HanmeHyBaHHsi BUpobHuka A®I cyHiTiHIOy y Burnsaai peuernmom
GnicTepi; no 4 mManaTy 6e3 3miHu Micus BUpOBHULTBA; 3anpOnOHOBaHO:
Gnictepn y Pfizer Asia Manufacturing Pte Ltd, Singapore Ta BHeCEHHS
KapTOHHI kopobLi peAakuinHoi npasku y po3ain 3.2.S.2.1. BupobHuk(1) wono
appecy AinbHuULi BUpobHuka A®I cyHiTiHIOY y BUrnsai manaty
Pfizer Ireland Phamaceuticals; 3anponoHoBaHo: Ringaskiddy
API Plant, PO Box 140, Ringaskiddy, Co. Cork, Ireland
185.| TAKHI Kancynwv Teepgi no TeBa I3painb ITabopaTtopies LinHda Icnanis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/14248/01/01
0,5 mr; no 10 kancyn | ®apmaueBTi C.A,, IcnaHis 3MiHN Wwopo 6e3nekn/ecekTUBHOCTI Ta dpapmakoHarnsay -  |peyenmom
y 6nictepi, no 5 Kan (BUPOGHMLITBO 3amiHa rpadiyHoro ohopMIIEHHS NEPBUHHOT TA BTOPUHHOT
bnictepiB y IHpacTpi3 Hepo3dhacoBaHoi ynakoBku Ha po3ain "MapkyBaHHsi” B MKA J13. BBegeHHs 3MiH
3anasiHoMy nakeTi B nra. npoaykuii, nepBnHHa Ta NPOTArom 6-T1 MicsAUIB NiCNsA 3aTBEpPAKEHHS
Kopobui BTOPWHHA ynakoBKa);
JTabopaTtopies LinHda
C.A., IcnaHisi (nepBuHHa
Ta BTOPMHHA YMakoBka,
[03BiN Ha BUNYCK cepii)
186.| TAKHI kancynu Teepgi no 1 TeBa I3painb JlabopaTtopies LinHda Icnanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/14248/01/02
mr; no 10 kancyn y dapmaueBTi C.A., IcnaHis 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy -  |peuernmom
6nicTepi, no 5 Kan (BUpOBHMLTBO 3amiHa rpadiyHOro opopMIIEHHSI NEPBUHHOI Ta BTOPUHHOI
GnicTepi y IHpacTpi3 Hepo3adhacoBaHoi ynakoBku Ha po3ain "MapkysaHHsi” B MKA 113. BBeaeHHst 3MiH
3anasiHoMy MakeTi B TTA. npoaykuii, NnepBuHHa Ta NpoTArom 6-Tn MicALiB nicns 3aTBepOXKEeHHS

KopobLi

BTOPWHHA ynakoBka);
JlabopaTtopie3 LinHda
C.A., IcnaHig (nepBuHHa
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ta BTOPWMHHA YNakoBKa,
[A03BIiN Ha BUMYCK cepii)
187, TAKHI Kancynu Teepgi no 5 TeBa I3painb JTabopaTtopies LinHda IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/14248/01/03
mr; no 10 kancyn y dapmaueBTi C.A., IcnaHis 3miHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay -  |peyenmom
Gnictepi, no 5 Kan (BUpOBHMLTBO 3amiHa rpadpiyHOro ohopMIIeHHS NEPBUHHOT Ta BTOPUHHOT
GnicTtepiB y IHoacTpi3 Hepo3adhacoBaHoi ynakoBku Ha po3gin "MapkysaHHs” B MKA 113. BBegeHHs 3MiH
3anasiHoOMy nakeTi B JitA. npoaykuii, NnepBuHHa Ta npoTArom 6-Tn micsLiB nicns 3aTBepOAXKEHHS
Kopobui BTOPWHHA ynakoBKa);
JTabopaTtopies LinHda
C.A., IcnaHis (nepBuHHa
Ta BTOPWMHHA YNaKkoBKa,
[03BiN Ha BUMycK cepii)
188 TAMOKCU®E | tabnetkn no 20 mr, EBEBE ABcTpis BMNYCK cepii, AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHum | Tuny - 3a UA/2894/01/02
H "EBEBE" no 30 Tabnetok y dapma TECTYBaHHs: HimevuunHa ApamiHicTpaTuBHI 3miHn. 3MiHa HalimeHyBaHHS Ta/abo agpecu |peyenmom
KOHTEnHepi; no 1 lec.m.6.X. EBEBE ®apma Micusi NpoBaKeHHs AisnbHOCTI BUPOOHWMKa/imnopTepa
KOHTEeWHepy B Hdpr. KI lec.m.6.X. Hoor. KT, rOTOBOrO MiKapCbKOro 3acoby, BKIOYa0YX AiNbHULI BUMYCKY
KopobuUi ABCTpis cepii abo micue NpoBeAeHHS! KOHTPOTI SIKOCTI. (AiSNbHICTb, 3a
AIKy Bignosigae BUPOGHMK/iMNopTep, He BKIOYakouM BUMYCK
BMNYCK cepii, cepiii) YTOYHEHHS HanncaHHA agpecy BUpobHuka Maynt
TECTYBaHHS: dapma Amaper 'mbX, HimeuuunHa, 6e3 3miHu Micusi
CantoTtac ®apma 'M6X, BUPOGHMLTBA. BBEAEHHS 3MiH NpoTarom 6-Tu MmicsauiB nicns
Himeuunna 3aTBepMKeHHA. 3MiHu | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicLs NpoBadKeHHS AisArNbHOCTI
BUPOBHMLUTBO BMpOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
Hepo3dacoBaHoi BKIOMAK04M AinbHULI BUNYCKY cepii abo MicLie npoBeAeHHs
npoaykuii, nepBnHHa Ta KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a SKy Bignosinae
BTOPWHHA ynaKkoBKa, BUPOGHWK/IMNOPTEP, BKINOYAKUM BUMYCK CEPIll) Y TOUHEHHSI
TECTYBaHHS: HanucaHHsa agpecy BupobHuka Cantotac ®apma MmbX,
[aynT ®apma Amaper HimeuyumHa, 6e3 3miHu micus BUpobHuLTBa. BBEOEHHS 3MiH
'M6X, Himeyunna npoTarom 6-Tu micsiyis nicnsi 3aTBepaKeHHs1. 3MiHN BHECEHI B
iHCTpyKLUilo ANa MeauyHoro 3actocyBaHHA 13 y p.
"Micue3HaxoakeHHs BUpoOHMKa Ta oro agpeca micusi
NPOBafXeHHs QisnbHOCTI" 3 BiANOBIAHNMY 3MiHAMW B TEKCTI
MapKyBaHHS1 YNaKOBOK.
189.| TAPLUEBA® TabneTkn, BKpUTI . XocpcbmaH | Lsenuapi Bupo6HMuTBO ITanis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/5372/01/02
NniBKOBOIO H-Ia Poww a Hepo3adpacoBaHol LLiseniuapis AOMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu  |peyenmom
obonoHkoto, no 100 Nto npoayKuii, nakyBaHHS, MiCUsi NPOBaPKEHHS AiNbHOCTI BUPOOHWMKa/imnopTepa
mr; no 10 TabneTok BUNPOBYBaHHS rOTOBOrO fMikapCbKoro 3acoby, BKIoYakouy SinbHUL BUNYCKY

y 6nicTepi; no 3
6nictepu B
KapTOHHiI kopobui

KOHTPOIO AKOCTi:
Oenbcapm MinaHo,
C.P.N., Itania

MakyBaHHs:
IBepc-Ni Al', LUseniuapis

BunpobyBaHHs
KOHTPOIO SKOCTI,
nakyBaHHs, BUMyCK
cepil:

. XodhdpmaHH-J1s PoLwu
JIta, Weenuapis

cepii abo MicLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSnbHICTb, 3a
AIKy BignoBigae BUPOGHWK/iMNopTep, BKIOYaoUM BUMYCK
cepii). 3miHa agpecy (3 opUANMYHOT Ha PaKTUYHY) BUpOBHUKa
M3 ®.XopdmaHh-I1a Pow Jta, LBenuapisi, BignoeigansHoro
3a BUnNyck cepii, 6e3 3miHM micust BUpobHuLTBa. BBeaeHHs
3MiH NPOTSIroM 6-TW MicsILiB nicns 3aTBEepAKEHHS. 3MiHu | TUNYy
- 3miHu Wwoao 6e3neku/edeKTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHK). OHOBREHHS BXe 3aTBEPAXKEHOro TEKCTY
MapKyBaHHs1 NEPBUHHOT Ta BTOPUHHOI yrnakoBku J13 3
BHECEHHAM J0AaTKoBOI iHpopMalLlii (BHECEHHSI NO3HaYEHb
OOMHULb BUMIPIOBAHHS, 3 BUKOPUCTAHHSM NiTeP NaTUHCLKOro
andasiTy, TOLLO); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS"
MKA J13. BBegeHHsi 3MiH NpoTarom 6-Tm micauiB nicns




63

[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEPKEHHS.
BnpobHuuTBO 3MmiHu | TUNy - AOMiHICTpaTMBHI 3MiHW. 3MiHa HaNMeHyBaHHS
Hepo3adhacoBaHoi Ta/abo agpecu micua NPoBaKEHHS QiANbHOCTI
npoayKuit, BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BUNPOBYBaHHs BKIIOYatouM AinbHuLi BUNycky cepii abo micue npoBeaeHHs
KOHTPOIO SKOCTI, KOHTPOIMIO SIKOCTI. (AisSiNbHICTb, 3a AKy Bignosigae
BMNYCK cepii: BMPOBHWMK/IMNOpTEP, He BKIOYaoum BUNYyck cepilt). 3MiHa
. XocpdpmanH-Is Pow agpecu BupobHuka M3 ®.XodbdmanH-Ns Pow JTa,
Jta, Weenuapia LLisenuapisi, BignosigansHOro 3a BUNpobyBaHHSA KOHTPOIHO
SIKOCTi Ta NakyBaHHs1, 6e3 3MiHV Micusi BUpOGHMUTBA.
Bunyck cepii: BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB NiCNs 3aTBEPAXEHHS.
. XodhdpmaHH-J1s PoLu
JItg, Weeniuapis
190, TAPLEBA® TabneTkn, BKpUTI . XodpdbmaH | Lsenuapi BrpobHuuTBO ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/5372/01/03
NniBKOBOKO H-J1s Poww A Hepo3dacoBaHoI LLisenuapis ApamiHicTpaTuBHI 3miHK. 3MiHa HalimeHyBaHHSA Ta/abo agpecu |peyenmom
obonoHkoto, no 150 Ntg npoayKuii, nakyBaHHS, MicUsi NpOBaPKEHHS AiSNbHOCTI BUPOOHMKa/imnopTepa
mr; no 10 TabneTok BUNPOOYyBaHHSA roTOBOrO MikapCbKoro 3acoby, BKMOYa4M QinbHULL BUMYCKY
y 6nicTepi; no 3 KOHTPOSO SIKOCTI: cepii abo micue NpoBeAeHHS! KOHTPOTI SIKOCTI. (OiSNbHICTb, 3a
Gnictepu B Henbdapm MinaHo, AKy Bignosigae BUPOGHMK/iMNopTep, BKIOYa0UM BUMYCK
KapTOHHiIN kopoOLi C.P.J1., Itanis cepint). 3miHa agpecm (3 IopUaNYHOI Ha aKTUYHY) BUPOOHWMKa
M3 ®.XodbdmanH-Isa Pow Jta, Weeiiyapis, BignosigansHoro
MakyBaHHS: 3a BUNyck cepii, 6e3 amiHu micus BupobHuuTBa. BBeaeHHs
IBepc-Ni AT, Wsewiuapis 3MiH MPOTAroM 6-Tu MicAUiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny
- 3miHun wopao 6e3nekun/edeKTMBHOCTI Ta hapMakoHarnsay
BunpobyBaHHs (iHWwi 3MiHK). OHOBMEHHS BXE 3aTBEPAPKEHOrO TEKCTY
KOHTPOIO SIKOCTI, MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI yrnakosku J13 3
nakyBaHHsi, BUMYCK BHECEHHAM J0AaTKoBOI iHpopMalLlii (BHECEHHSI NO3HaYEHb
cepil: OOMHULb BUMIPIOBAHHS, 3 BUKOPUCTAHHSAM NiTEP NaTUHCLKOro
&.XodpdpmaHH-s Pow andasiTy, TOLO); BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHSA"
Ita, Weenuapis MK 113. BBegeHHs 3MiH NpoTsrom 6-Tu micsuiB nicns
3aTBEPPKEHHS.
BrpobHuuTBO 3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Hepo3adpacoBaHoI Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
npoaykuit, BMpo6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BMNPOOYBaHHS BKIOMAK04M AinbHULI BUNYCKY cepii abo MicLie npoBeAeHHs
KOHTPOSIO AKOCTI, KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a SKy Bignosiaae
BUNYCK cepii: BMPOBHMK/IMNOPTEP, He BKIOYauM BUMYCK cepit). 3MiHa
&.XodpdpmaHH-a Pow appecy BupobHuka M3 d.XoddmanH-J1a Pow J14,
Jlta, Weenuapis LLiseruapisi, BignosiaansHOro 3a BUNpPobyBaHHS KOHTPOMHO
SIKOCTi Ta MakyBaHHs, 6e3 3MiHV micust BUpobHMUTBa.
Bunyck cepii: BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEpPAXKEHHS.
. XoddpmaHH-J1s PoLu
JItg, Weenuapis
191 TEPA®NIO NOPOLLIOK ANA CK LLisenuapi ®AMAP OPJIEAH PpaHuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:amiHu | Tuny - bes UA/5797/01/01
EKCTPA 3I 0parnbHOro Po34unHy; KoHcblomep a BBEEHHS A0AaTKOBOro po3mipy cepil roToBoro fikapcbkoro | peuernma
CMAKOM 1 naket 3 Xenckep 3aco0y; 3anponoHoBaHo: 100,400 nakeTis (1495 kr) 400,000
JIMMOHA nopotukom; 10 C.A. nakeTiB (5955 kr) 438,000 naketis (6521,024 «r)
nakeTiB 3 MOPOLLKOM
Y KapTOHHIl kopobui
192 TELEHTPUK KOHLIeHTpaT Ans . XocpcbmaH | Lsenuapi BMPOGHMLUTBO LLiBenuapis BHECEHHS 3MiH 10 peecTpauiiHuX MaTtepianis: 3MiHW, L0 3a UA/15872/01/02
® PO34MHy Ans H-I1a Pow a Hepo3dpacoBaHoi noTpebyTb HOBOI peecTpallii, 3MiHW cunu Aii, nikapcbkoi peuyenmom
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iHdpysin no 840 Iitg npoaykLuii, nepsuHHe dopmMu Ta cnocoby 3acToCyBaHHsI: oAaBaHHS HOBOI UM
mr/14 mn no 14 mny nakyBaHHsi, BTOPUHHE Aii/po3seaeHHs
cdnakoHi; no 1 nakyBaHHs, [MepiognyHicTb NogaHHA perynspHO OHOBMIOBAHOIO 3BITY 3
dnakoHy y BUNPOBYBaHHsI 6e3nekw, BianosigHo Ao Mopsaky 34iCHEHHs
KapTOHHiI kopobui KOHTPOMIO SIKOCTI, dapmakoHarnsgy, 3aTeepakeHoro Hakasom MinictepcTea
BMNYCK cepii: OXOPOHU 300p0B’A YkpaiHu Biag 27 rpyaHs 2006 poky Ne 898,
&.XocpdpmanH-Is Pow 3apeecTpoBaHoro B MiHicTepcTsi tocTuii Ykpainm 29 ciyHs
Jitg 2007 poky 3a Ne 73/13340 (y pegakuii Haka3y MiHicTepctBa
OXOPOHM 300p0B'A YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHVMU Y NEPIOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku
193, TEUEHTPUK KOHLeHTpaT 4 & . XodbdmaH | Lsenuapi BupobHuLTBO HimeuumnHa/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/15872/01/01
® po34nHy Ans H-J15 Pow a HeposdacoBaHoi LLisenuapis AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecn  |peyenmom
iHdpysin no 1200 Iitg npoaykLuii, nepBuHHe MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpOOHMKa/imnopTepa
Mr/20 mn, no 20 mn nakyBaHHs, rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHULI BUMYCKY
y dnakoHi; no 1 BMNPOOYBaHHS cepii abo micue NpoBeAeHHS KOHTPOMIO SKOCTI. (AiAnbHICTb, 3a
dnakoHy y KOHTPOMIO SKOCTi: AKy Bignosigae BMPOGHMK/iMNopTep, BKIOYa0YM BUMYCK Cepii)
KapTOHHiIl kopobui Pow [iarHocTuke MM6X, - 3MiHa agpecu BUpoGHMKka d.XodbdmaHH-Isa Pow J1Ta,
Himeuunna LLisenuapis (BMpobHMLTBO Hepo3dacoBaHoi NPOAYKLUi,
BrpobHuuTBO NepBUHHE NakyBaHHS, BTOPMHHE NakyBaHHS, BUNPOGyBaHHS
Hepo3dacoBaHoI KOHTPOIIO SIKOCTi, BUNYCK cepii), 6e3 3MiHn micus
nNpoayKuii, nepBuHHe BMpOBHMUTBA. BBEeAEHHs1 3MiH npoTsarom 6 micsAuiB nicns
nakyBaHHs1, BTOPUHHE 3aTBEPPKEHHS.
nakyBaHHs,
BMNpPOOyBaHHS
KOHTPOIO SIKOCTI,
BUMYCK cepii:
&.XodpdpmaHH-Nsa Pow
JIta, Weenuapis
194,/ TIBOPEIb PO34unH ANs iHdY3ii TOB "lOpisi- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/15067/01/01
no 100 mn y nrswwi; Papm" AnMiHicTpaTuBHi 3MiHK. 3MiHa HaMMeHyBaHHs Ta/abo agpecn |peyenmom
no 1 nnsawui B nayuj MicLsl NpOBadXXeHHS QisNbHOCTI BUpObHUKa/imnopTepa
roTOBOrO fikapCbKoro 3acoby, BKMo4aoun AinbHULI BUMYCKY
cepii abo MicLie NpoBeAEeHHSA KOHTPOMIO AKOCTI. (LiANbHICTb, 3a
AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK
cepin). 3miHa agpecu BupobHuka TOB «tOpisi-dapm», 6e3
3MiHM MicList BUPOOHMLTBA. TepMiH BBEAEHHS 3MiH - NPOTAroM
6 MicsLiB nicns 3aTBEPAXKEHHS.
195 TPAMIKC® PO34MH ANs iH'eKLin, MAT YkpaiHa MAT "lanuudpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - 3a UA/14160/01/01
100 mr/Mn no 5 mn B "Tannidap 3MiHa napameTpiB cneundikaLii Ta/abo 4ONyCTUMUX MeX Anst  |peuenmom
amnyni, no 5 amnyn Mm" [OOMOMDKXHOT peYOBUHMU (iHLLI 3MiHW); CYNyTHsI 3MiHa:
Y KOHTYPHI# [MpuBegeHHs cneundikaLii Ta METOAIB KOHTPOIIO A0 AitoYol
YapyHKOBIl MoHorpadii EO/APY ana gonomikHoi peyoBuHY Bopa ans
ynakosLi, no 1 abo iH’ekUil 3a noka3Hukamm: Mikpo6ionoriYyHUA MOHITOPUHT
Mo 2 KOHTYPHI (npviBeaeHHs nokasHuka go €P/ODY) pH (BuganeHHs)
YapyHKOBI yNaKoBKM
B navuj
196.| TPUAYKTAH TabneTku, BKPUTI TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:TexXHiYHa 3a UA/5030/01/01
MB NNiBKOBOI "ACIHO nomunka B iHCTPYKUii Anst MeanyHoro 3actocyBanHs J13 wopo  |peuenmom
060MoHKOI0, 3 YKPAIHA"

MoaudpikoBaHUM

Ha3Bu po3ainy "BupobHuk". 3a3HadyeHe BUNpaBreHHs
BignoBigae marepianamMm peecTpauinHoro 4ocbe
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUBINIbHEHHAM, MO
35 mr; no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Yy KapTOHHIV navui;
no 20 Tabnetok y
Gnictepi; no 1, 3 abo
4 6nictepn y
KapTOHHIN nayui
197 TPUAYKTAH TabneTku, BKPUTI TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianiB:TexHivYHa - UA/5031/01/01
MB NNiBKOBOKO "ACIHO nomwunka B iHCTPYKUii ANsi MeanyHoro 3actocyBaHHs J13 woao
0600HKOM, 3 YKPAIHA"Y Ha3Bu po3ainy "BupobHuk". 3a3HayeHe BUNpaBeHHS
MoaucpikoBaHUM KpaiHa BignoBigae martepianamM peecTpauinHoro 4oche
BUBINIbHEHHAM, MO
35 wr; in bulk: no 7
Kr TabneTok y
nonieTuneHoBmx
naketax, siKi
BKNagawTb y
KOHTeNHepu
198 TPUMICTUH® | ma3b no 14 ry Ty6i; MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis:amiHu | Tuny - bes UA/6123/01/01
- AAPHUUA no 1 Ty6i B navui "®apmanest dipma "JdapHunua" BBE[EHHHA A0AAaTKOBOI BUPOOHMYOI AinbHULI ANng BUpobHuuTBa | peyenma
nyHa dipma roTOBOro nikapcbKoro 3acoby BianoBiganbHOI 3a KOHTPOMb
"NapHuus" AIKOCTi Ta BUNYCK cepii 3aTBepakeHoro BupobHuka MpAT
"®apmaueBTnyHa dipma "dapHuus”; 3miHu | Tuny - BBeAEHHS
[o[aTkoBoi BUPOBHUYOI AinbHULI ANst BUPOBHULITBA FOTOBOTO
nikapcbkoro 3acoby BianosigansHoOi 3a BUpOGHULTBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS 3aTBEPAXXEHOrO BUPOOHMKa
MpAT "®apmaueBTnyHa cipma "dapHuua”; cynyTHa 3MiHa:
3amiHa abo BBeAeHHS 4OAATKOBOI AiNbHULi BUpobHULTBa Ans
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (ginbHWUUSA AN BTOPUHHOIO NakyBaHHS);
3amiHa abo BBeAeHHS OAATKOBOI AiNbHULi BUpoOHULTBa Ans
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHUUA ANA NEPBUHHOIO NaKyBaHHS);
3MiHM | TUMY - HE3Ha4YHi 3MiHU Ta pefaKLUiiHi YTOYHEHHS A0
posginie 3.2.P.3.2 «Cknag Ha cepito» Ta 3.2.P.3.3 «Onuc
BMPOGHMYOro MPOLECY Ta KOHTPOMb NPOLIECY»
199, TPU-PEron TabneTku, BKPUTI BAT YropuuHa BAT "l'egeoH Pixtep" YropuuHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | Tuny - 3a UA/2939/01/01
060roHKOK KOMOi- "lepeoH 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi |peyenmom
ynakoBka Ne 21x1, PixTep" 3MiHK).

Ne 21x3: no 21
Tabnetui B 6nictepi
(6 Tabnetok
POXEBOIO KOMbOPY,
5 Tabnetok 6inoro
konbopy, 10
TabneTok TeMHo-
XKOBTOrO KOMbOpY),
no 1 abo 3 Gnictepu
pa3oM 3 KApTOHHUM

3MiHU BHECEHI B iIHCTPYKLi0 ANs MeAMYHOro 3actocyBaHHst J13
y p. "Cknag" (nopaHHs nepeniky AOMOMiIXKHUX PEYOBUH ANS
KOXHOT TabneTkun okpemo).
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dyTnspom Ans
36epiraHHs
GnicTepis B naywi
200 YPCOHOCT kancynm no 150 mr, |OPFAHOCWH OAE PpaHyia PapmacboTidi ITanisa BHECEHHS 3MiH 40 peecTpauiiHix maTepianis:amiHu | Tuny - 3a UA/12572/01/01
no 10 kancyn y NANOCAEHC IHgycTpia ®apmako 3MiHa y MeTofax BUnpobyBaHHsi rOTOBOrO NikapCbKoro 3acoby |peuenmom
6nicTepi; no 2 abo N3 (E® 3ET Bionogxika C.p.n. (iHWi 3MiHM y MeTopax BUNpobyBaHb (BKMoYaoun 3amiHy abo
no 5 6nictepis B Cl) [AOMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpis
KapTOHi Kopobui cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOTO fiKapCbKoro
3aco0y (3BYXEHHS AONYCTUMUX MEX) 3MIHW y MeToaax
BMNPOBYBaHHS roTOBOTrO Nikapcbkoro 3acoby 3a n.
Po3unHeHHs. Ak Hacnigok 3amiHa 4ONyCTUMUX MEeX A4S
cneumdikauii roToBoro nikapcbkoro 3acoby 3a n.
Po3unHeHHs»; 3anponoHoBaHo: «He meHwe 75 %(Q) 3a 30
XBUNUH»). PepakuinHi kopuryBaHHss MKA, wo ctocyoTtbes
onucy BunpobysaHHs OgHOPIAHICTE 4030BaHNX OANHWL |
nonsaraTb y BUAaneHHi NOMUIKOBO BHECEHOI iHdopmaulii
LLIOAO BMKOHAHHSA TECTY NPAMMM METOAO0M. 3rigHO
NPOMNOHOBAaHNX pefaKUiiHUX KOpUryBaHb, ANS BKa3aHOro TecTy
BVAANEHO NMOCUMAaHHA Ha NPSMUIA METOZ | 3anmLLEHO
NOCUINaHHA Ha PO3paxyHKOBO-BaroBMin MeTof, LUO Bianosigae
BuMoram ctatTi Ph. Eur.(tabnuugsa 2.9.40-1)
201, YPCOHOCT kancynu no 300 mr, |OPFTAHOCUH OAE DdpaHyia apmacboTivi ITanis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianiB:3miHn | Tuny - 3a UA/12572/01/02
no 10 kancyn y NANOCAEHC IHgycTpia ®apmako 3MiHa y MeTofdax BUNpobyBaHHsi rOTOBOTO NikapCcbKoro 3acoby |peuernmom
6nicTepi; no 2 abo N3 (E® 3ET Bionogxika C.p.n. (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKMoYaumn 3amiHy abo
no 5 Gnictepis B Cl) [OMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpiB
KapTOHil kopobui cneumdikauin Ta/abo ONyCTUMUX MEX rOTOBOTO FiKapCbKOro
3aco0y (3BYXEHHS ONYCTUMUX MEX) 3MIHW y MeToaax
BMNPOOYyBaHHSA roTOBOTO NikapCbKoro 3acoby 3a n.
Po3unHeHHs. Ak Hacnigok 3amiHa 4oNyCTUMUX MeX Ans
cneumdikauii rotoBoro nikapcbkoro 3acoby 3a n.
Po3unHeHHs»; 3anponoHoBaHo: «He meHwe 75 %(Q) 3a 30
XBUNUWH»). PepakuinHi kopurysaHHs MKA, wo ctocytoTbes
onucy BunpobyeaHHs OfHOPIAHICTE 4030BaHNX OANHWL |
nonsaraTb y BUAaneHHi NOMUIKoBO BHECEHOI iHdopmaLyii
LLIOA0 BMKOHAHHSA TECTY NPAMMM METOAO0M. 3rigHO
NPONOHOBAaHWX pefaKUiiHWX KOpUryBaHb, ANsi BKa3aHoOro TecTy
BVAANEHO NMOCUMAaHHA Ha NPSMUIA MeTOoZ i 3anmLLEHO
NMOCUINaHHSA Ha po3paxyHKOBO-BaroBuii MeTop, LUO Bignosigae
BuMoram ctatTi Ph. Eur.(tabnuugsa 2.9.40-1)
202 ®ABPA3UM® | nopotuok ans [xeH3aim HinepnaH BTOPWHHA yrakoBKa, Benwka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/10306/01/01
NPUroTyBaHHs tOpon B.B. an [003Bin Ha BUNYyCK cepii: BpuTanis/ 3MiHM JOMYCTUMMX MEX, BCTAHOBIEHNX Y cneundikaliax nig  (peuenmom
KOHUeHTpaTy (5 [xeHsanm NimiTeq, CnonyJeHi Yac BMPOGHMLITBA rOTOBOTO NikapCbKoro 3acoby, BuaaneHHs
Mr/MI) ANS PO3YNHY Benvika bputanis; Lratn nocunaHHsa ans 6anky TeCTyBaHHS CTEPUNbHOCTI; 3MiHW | TUny
ans iHgysin, no 5 mr BMPOGHMLTBO, NEPBUHHA Amepukun/ - He3HaYHi 3MiHM y MeToaax BunpobyBaHHs 113 1. BmicT
abo no 35 mry ynakoBka: Xocnipa IHk., Ipnangis KMCHIO B ra3osiit ¢pasi donakoHa - 3miHeHo nocunanHs 3 USP
cdnakoHi; no 1 CnonyuyeHi LWtatn Ha meTog "in house" 6e3 3MiHM BUMOTr B crnieumdikaLii
dnakoHy B AmMepukn; BUPOBHULITBO
KapTOHHiI kopobui KiH4€BOro NpoayKTYy
(fill/finish), koHTponb
cepii/BunpobyBaHHs,
nepBrHHa Ta BTOPUHHA
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBka, 403BiNn Ha
BUMNYCK cepii: [xeH3anv
Ipnang Jlimitea,
Ipnangis
203, ®ACTYM® ren 2,5% no 20, A. MeHapiHi ITania A. MeHapiHi ITania BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3miHu | Tuny - 3a UA/10841/01/01
FENb abo no 30 r, abo no IHaycTpie MaHyakTypiHr OHOBJIEHHS BXXe 3aTBEPXXEHOro TeKCTY MapKyBaHHS peuernmom
50r,abo 100y dapmaueyt Torictikc enp Cepsicec NepBUHHOI Ta BTOPUHHOI ynakoBku J13 (BHECEHHS No3Ha4YeHb
Ty6i; no 1 Ty6i B nye PiyHiTe C.pJL OAVHMULb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCLKOro
KapTOHHil KOpoOLyi; C.p.JL andasiTy, TOLO); BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHS"
no100ry MKA N3:
KOHTEWHepi 3 3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpPOXKEHOTO TEKCTY
MeXaHi4YHUM MapKyBaHHs. BBegeHHS 3MiH NpoTaroM 6-Tu micauis nicns
nosatopom; no 1 3aTBEPOKEHHS
KOHTEeWHepy B
KapTOHHI kopobui
204 ®EMAPA® TabneTkn, BKpUTI Hosaprtic Lsenuapi | HosapTtic ®apma LLUTenH LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:aminu | Tuny - 3a UA/2721/01/01
NniBKOBOKO dapma Al A Al 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
obornoHkot, no 2,5 BBeneHHs abo 3miHM J0 y3aranbHeEHWUX AaHUX Npo cUcTemy
mr no 10 TabneTok y dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
6nicTepi; no 3 cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
Gnictepn y BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay; KOHTaKTHOT
KapTOHHIN kopobLi ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
hbapmakoHarnsgy B YkpaiHi, KWwo BoHa BigMiHHa Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHi MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHYKa, BignosiganeHoi 3a
dapmakoHarnag;: NponoHoBaHa peaakuis: David J Lewis, B.Sc
(Hons), Ph. D. 3miHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI
ocobwu, BignosiganbHoi 3a dpapmakoHarnsg. 3MiHa KOHTaKTHOT
0cobu yNoBHOBaXEHOT 0COOM 3asiBHMKA, BignoBiganbHoi 3a
apmakoHarnsig B YkpaiHi. MponoHoBaHa pepakuis: Opnos
B’ayecnas. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT ocobu
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag B YkpaiHi. 3MiHa micus 30iACHEHHS OCHOBHOI
AisnbHOCTi 3 dpapmakoHarnsgy. 3miHa MicLe3HaxXooKeHHs
mMacTep-cavina
205 ®EHINE®PU NOpOLLIOK MpAT YkpaiHa Mannagi Opar3 EHg IHgis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - - UA/16233/01/01
HY KpUCTaniyHui "Iekxim- dapmactoTikana Jlimitea, nogaHHsi oHoeneHoro CepTtudikaTy BignoBigHOCTI
FIAPOXIOPU | (cybecTaHuia) ans Xapki" (KOHiIT - 3) €sponelicbkint hapmakonei R1-CEP 2003-179-Rev 03 Big Bxe
i dapmaLeBTU4HOro 3aTBepakeHoro BMpobHuka Mannagi [ipars Exg
3acTOCYBaHHS Yy dapmactoTikana Jlimiteq, (FOHIT - 3), IHgis ana Ad®I
NoABINHNX deHinedpuHy rigpoxnopvay
nonieTMneHoBmnx
MiLLKax
206.| ®JIANPOKC TabneTkn, BKpUTI POTA®APM Benuka yopng MEOVMUMH TypeuunHa BHECEHHS 3MiH 1O peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/12982/01/02
NNiBKOBOIO NIMITE BpuTaHis IJTAY CAH. BE TIXK. AnMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpOBHMYOT AinbHUL peuenmom

o6onoHkoto, no 500
mr no 10 TabneTok y
GnicTepi; no 1
Gnictepy B

AL

(Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
roTOBOrO NiKapCbKoro 3acoby, AinNbHULI Ansi NpoBeaeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK Cepii,
MicLie NpoBeeHHs1 KOHTPOMO cepii) abo nocTayvanbHUKa
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopobui BMXiQHOrO MaTepiany, peareHTy abo JONOMIXKHOT pe4OBUHN
(AKLLI0 3a3HaveHo y Aocbe) BunyyeHHs 3aTBepaXkeHoro
BupobHuka 13 bBiogapma Inay CaH. Be Tigx. A.LL.
TypeyunHa. BBEAEHHS 3MiH NPOTAromM 3-x MicsiLiB nicns
3aTBEpPAKEHHS!
207 ®NEKAIHIO Tabnetku no 100 mr CTAOA HimeyumH BUWMYCK CePil: HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaLuiiHux maTepianis: 3miHu | Tuny - 3a UA/16013/01/01
CTAOA® no 10 Tabnetok y ApuHanmitt a CTADA ApuHanmittens | Benukobput | AgamiHicTpaTusHi 3mMiHW. 3miHa HaiMeHyBaHHA Ta/abo agpecu  [peuyenmom
Gnictepi; no 5 enb Al Al', HimeyunHa aHis MicLsi NpoBaKeHHS AisnbHOCTI BUPOOHWMKa/imnopTepa
GnicTtepiB y roTOBOrO fikapCbKOro 3acoby, BKIOYakouy SinbHUL BUMYCKY
KapTOHHi kopobui BMPOBOHMLTBO cepii abo micue NpoBeAeHHS KOHTPOIIO SKOCTI. (AisnbHICTb, 3a
Hepo3dacosaHoro sIKy Bignosiaae BUPOOHUK/iMNoOpTeEp, He BKIOYa4YM BUMYCK
npoaykTy, NEpBUHHE Ta cepii) 3MiHa Ha3BW Ta agpecu BUPOGHUWKa, BignoBigansHoro 3a
BTOPVHHE NaKyBaHHS, BMPOBHMLTBO HEPO3(haCOBaHOrO NPOAYKTY, NEPBUHHE Ta
KOHTPOMb Cepiii: BTOPWHHE NaKyBaHHsi, KOHTPOSb Cepiii, 6e3 3MiHN MicuA
Akkopg FOK Nimiten, BUpOGHMUTBA
BenukobputaHis
nepBYHHE Ta BTOPUHHE
nakyBaHHsI:
Knoke ®epnakyHrc-
Cepsice 'mb6X,
Himeuunna
208.| PIIOKCAI® Ma3b o4Ha 0,3 % no TOB YkpaiHa Op. MNepxapa MaHH, HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:3MiHu | Tuny - 3a UA/8528/02/01
3 r y namiHoBaHin "BAJIEAHT Xewm.-cbapm. Pabpuk NOAAaHHS OHOBIEHOro cepTudikaTy BiANOBIAHOCTI peuernmom
Ty6i; no 1 Ty6i B DPAPMACbH m6X €Bponelicbkint hapmakonei R1-CEP 2000-134-Rev 04 Big,
KapTOHHiI kopobui OTIKANS" 3aTBepakeHoro BupobHuka Quimica Sintetica S.A. gitoyoi
peyoBMHM odriokcauymH; 3anpornoHosaHo: R1-CEP 2000-134-
Rev 04
209 ®OPTALE® NopOoLLOK Ans xeHodpapm Benuka HCIC Xeben XyamiH Kuraw BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - - UA/16853/01/02
po34nHy Ans Iitg Bputanis dPapmacbioTikan AamiHicTpaTvBHI 3MiHU. 3MiHa Ha3BW NikapcbKoro 3acoby -
iH ekuin, no 1000 mr Komnani Iimiteq 3MiHa Ha3BU nikapcbkoro 3acoby. 3aTtBepaxeHo: LIEDGEMIM
in bulk: no 10 HOpiA-dPAPM; 3anponoHoBaHo: POPTALIED (BBeaeHHs 3MiH
dnakoHiB 3 npoTArom 3-x MICALIB MiCNsa 3aTBEPKEHHS); 3MiHK | TNy -
MOpPOLLIKOM B 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi
KapTOHHiI kopobui 3MiHW) - BUAANEHHS i3 TEKCTY MapKyBaHHS yMakoBKM
nikapcbKkoro 3acoby iHdopmaLii Wwoao avcTpub’ioTopa
(BBeaeHHsi 3MiH NpoTArom 3-x MicsiLiB Micns 3aTBEPXEHHS)
210 ®OPTALEE® NopoLLOK Ans xeHodpapm Benuka HCIMC Xeben XyamiH Kutaw BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MmiHu | Tuny - 3a UA/16854/01/02
po34nHy Ans Iito Bputanis dPapmacbioTikan AamiHicTpaTvBHiI 3MiHW. 3MiHa Ha3Bu nikapcbKoro 3acoby -  [peuyernmom
iH ekuin, no 1000 wr, KomnaHi INimiten 3MiHa Ha3BU nikapcbkoro 3acoby. 3aTtBepaxeHo: LIEDGEMIM
no 1 abo no 10 HOpiA-dAPM; 3anponoHoBaHo: POPTALIED (BBeaeHHs 3MiH
dnakoHiB 3 npoTarom 3-x MicAUIB MiCNsa 3aTBEPKEHHS); 3MiHu | TNy -
MOPOLLIKOM Y 3miHu wopao 6e3neku/edekTMBHOCTI Ta papMakoHarnsay (iHwi
KapTOHHiI kopobui 3MiHW) - BUAANEHHS i3 TEKCTY MapKyBaHHS YMaKoBKM
nikapcbKkoro 3acoby iHdopmaLii Wwoao avcTpub’ioTopa
(BBeaeHHs 3MiH NpoTArom 3-x MicsiLiB Micns 3aTBEPXKEHHS)
211 ®OPTALE® NOpOLLOK ANng [xeHodbapm Benuka HCINC Xeben XyamiH Kutan BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - - UA/16853/01/01
pOo34nHy Ans Iito Bputanis PapmacbioTikarn AamiHicTpaTvBHiI 3MiHU. 3MiHa Ha3BU NMikapcbKoro 3acoby -

iH ekuin, no 500 wmr,
in bulk: no 10

Komnati Iimiten

3MiHa Ha3BM nikapcbkoro 3acoby. 3aTtBepaxeHo: LIEDGEMIM
HOpiA-PAPM; sanponoHoBaHo: POPTALIED (BBegeHHs 3MiH
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dnakoHis 3 npoTArom 3-x MiCAUIB MiCNA 3aTBEPAKEHHS); 3MiHK | TRy -
NOPOLLIKOM B 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnaay (iHwi
KapTOHHIl kopobui 3MiHW) - BUAAneHHs i3 TEKCTY iHCTPYKLIT ANs MeguyHoro
3aCTOCYyBaHHS fikapcbKoro 3acoby iHdopmalii woao
anctpub’iotopa (BBeaeHHst 3amiH npoTtsirom 3-x MicsiliB nicns
3aTBEPKEHHS); 3MiHM | Tuny - 3miHK Wwoao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) -
BUAANEHHS i3 TEKCTY MapKyBaHHS YNakoBKW fikapCbKoro
3aco0y iHopMmalii woao anctpmb’iotopa (BBeaeHHs 3miH
npoTarom 3-x MicAUIB NiCNsa 3aTBEPAKEHHS)
212| ®OPTALE® NOPOLLIOK ANA [xeHodapm Benuka HCTC Xebei XyamiH Kurtawn BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16854/01/01
PO34nHYy Ans NTtg BpuTtaHia dapmachkioTikan AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
iH ekuin, no 500 wmr, Komnati Nimiten 3MiHa Ha3BM nikapcbkoro 3acoby. 3atBepmkeHo: LLEPEIMIM
no 1 abo no 10 HOpiA-®APM; sanponoHosaHo: POPTALIED (BeeaeHHs 3miH
cbnakoHiB 3 npoTarom 3-x MicaUiB Nicnsa 3aTBEpXEHHST); 3MiHK | TNy -
NOPOLLIKOM Y 3miHu wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
KapTOHHIN kopobLi 3MiHW) - BUAAnNeHHs i3 TEKCTY iHCTPYKLIT ANS MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby iHopmalii Wwoao
auctpub’totopa (BeeageHHs 3miH npoTarom 3-x micsuiB nicns
3aTBEPAXKEHHS); 3MiHM | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwWi 3miHu) -
BUAANEHHS i3 TEKCTY MapKyBaHHS YNaKkoBKW JTiKapCbKoro
3acoby iHopmalii Wwoao anctpub’iotopa (BeeaeHHs 3miH
npoTsarom 3-x MicaUiB Nicns 3aTBEpXXEHHS)
213 ®YPAIIH Tabnetku no 50 wr, MAT YkpaiHa MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | Tuny - 3a UA/5198/01/01
no 10 Tabnetok y "Mannydap Ykpaina; MNAT 3MiHa HalMeHyBaHHsi BUpobHuka, 6e3 3miH y MKA, a Takox  |peyenmom
6nicTepi; no 3 Mm" "KuiBmegnpenapat”, 6e3 3MiH B iHCTPYKLii ANs MeQu4YHOro 3acTocyBaHHs Ta y
Gnictpu B nayui YkpaiHa TeKcTi MmapKkyBaHHs J13; 3anponoHoBaHo: [NoBHa Ha3Ba
AxkuioHepHe ToBapucTBo "KuiBmegnpenapaT" CkopoyeHa
Ha3Ba
MAT "KviBmeanpenapat"”; 3miHu | Tuny - 3miHa HaiMeHyBaHHS
BMPOGHUWKa, 6e3 3miH y MKA, a Takox 6e3 3MiH B iHCTpyKUil
ANs MEeAMYHOro 3aCTOCyBaHHA Ta y TeKCTi MapkyBaHHs J13;
3anponoHoBaHo: lNoBHa Ha3Ba AKLjoHEpHe TOBapncTBO
"Tanuudgapm" CkopoyeHa Hasga MAT "lanuudapm”; 3miHu |
TUMYy - 3MiHa HalMeHyBaHHs 3asiBHKKa, 6e3 3miH y MKA 13;
3anponoHoBaHo: MNMoBHa Ha3Ba AkuUioHepHe ToBapuCTBO "
annycapm" CkopoyeHa Hasga MAT " Manuudapm”
214 ®YPAUUNIH Tabnetku gns MAT YkpaiHa MAT "Fanuudapm", YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amiHu | Tuny - be3 UA/5187/01/01
® NPUroTyBaHHS "Mannydap Ykpaina; MAT 3MiHa HanMeHyBaHHS BUpobHMKa, 6e3 3miH y MKA 13, a Takox | peuenma
PO34nHy Ans Mm" "KuiBmegnpenapat”, 6e3 3MiH B iHCTPYKLii ANs Megu4YHOro 3acTocyBaHHS Ta 'y
30BHILIHLOrO YkpaiHa TekcTi MapkyBaHHs J13; 3anponoHoBaHo: MNMoBHa Ha3Ba

3actocyBaHHs no 20
mr, no 10 TabneTok
y cTpunax; no 10
Tabnetok y
Gnictepax; no 10
Tabnetok y 6nictepi,
no 2 6nictepu B
navui

AkuioHepHe ToBapucTBo "KniBmeanpenapat” CkopodeHa
HasBa AT "KuiBmegnpenapat"; amiHu | Tvny - 3miHa
HalMeHyBaHHs 3asiBHUKa, 6e3 3amiH y MKA J13;
3anponoHoBaHo: MNMoBHa Ha3Ba AkLioHepHe ToBapuCTBO "
Fanuydcapm" CkopoyeHa Hasga MNAT " Manuudapm”; 3MiHum |
TUMY - 3MiHa HaiMeHyBaHHS BUpoOHuKa, 6e3 amiH y MKA N3, a
Takox 6e3 3MiH B iHCTPYKLiT ANA MeQUYHOro 3aCToCyBaHHs Ta
y TeKcTi MapkyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba
AkuioHepHe ToBapucTBo "lNannudapm" CkopoyeHa Ha3ga MAT
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"Mannydgapm”
215, XINno- Kpanni o4Hi, 1 YPCA®APM | HimeuunH YPCA®APM HimeyunHa BHECEHHS 3MiH 10 peecTpaLuiiHux maTepianis: 3miHu | Tuny - bes UA/7443/01/01
KOMO[O® Mmr/mn; ApLUHaUMITT a ApuHanmittens MM6X 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenma
no 10 mny enb M'M6X 3MiHW)
H6aratogo3oBomy BamiHa po3giny «["padiyHe OcopMneHHs YnakoBKku» Ha
KOHTEnHepi, po3gin «MapkyBaHHsa» y MKA J13: 3aTBepakeHo:
OCHalleHoMy Pospin«padiyHe OdopmneHHsa Ynakosku» [logaeTbes.
NOBITPOHENPOHMKHU 3anponoHoBaHo: Po3gin «MapkyBaHHs» 3rigHO
M HacocoMm Ta 3aTBEPOKEHOro TEKCTY MapKyBaHHS.
3aKpuToMy 3MiHN BHECEHO Y TEKCT MapKyBaHHS ynakosku J13. BeeaeHHs
KOBMa4kom; no 1 3MiH NPOTArom 6-Tu MicsILiB Micns 3aTBEpPAKEHHS. 3MiHu | Tuny
KOHTeNHepy B - AgMiHicTpaTuMBHi 3MiHW. 3MiHa Ha3BwW nikapcbkoro 3acoby -
KapTOHHIN kopobLi 3ateepaxeHo: XIJ10-KOMO[J HYLO-COMOD®
3anponoHoBaHo: XIJITO-KOMO® HYLO-COMOD® BeepneHHs
3MiH NPOTAroM 6-T MicsLIB NiCNsi 3aTBEPIKEHHS
216, XIno- Kpanni o4Hi, 2 YPCA®APM | HimewunH YPCA®APM Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/7443/01/02
KOMO[O® Mmr/mn; ApuHaUMITT a ApuHanmittens MM6X 3miHun wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenma
DOPTE no 10 mny enb Mv6X 3MiHK)
6ararogo3oBomy BawmiHa po3giny «[padiyHe OcdopmneHHs YnakoBku» Ha
KOHTENHepi, po3gin «MapkyBaHHs» y MKA J13: 3atBepmxeHo:
OCHalLeHOMy Posgin«padiyHe OcdopmneHHst YnakoBku» Joaaetbcsl.

NOBITPOHEMPOHNKHU
M Hacocom Ta
3aKpUTOMYy
KOBMayvkom; no 1
KOHTeNHepy B
KapTOHHiI kopobui

3anponoHoBaHo: Po3ain «MapkyBaHHA» 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
3MiHM BHECEHO Y TEKCT MapKyBaHHs ynakosku J13. BBegeHHA
3MiH MPOTAroM 6-Tu MicAUiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny
- AoMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BW nikapcbkoro 3acoby -
BatBepaxeHo: XINNO-KOMO[ dopre HYLO-COMOD® Forte
3anponoHoBaHo: XIJTO-KOMOA® dopTte HYLO-COMOD®
Forte BeegeHHs 3MiH npoTsirom 6-Tu MicauiB nicns
3aTBEPAKEHHS

HavyanbHuK Bigainy 3 nutaHb hapmaueBTUYHOI
AianbHoOCTi [lenapTameHTy peanisauii NONiTUK

T.M. JlackoBCbKumn






