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

HDopatok 3

po Haka3sy MiHictepcTBa OXOpOHM
3n00poB’s YKpaiHu
02.07.2020 Ne 1500

KapTOHHIN yrnakoBuUi

hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANoOBiganbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoi

Ne Hasea ®Popma eunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ghopma, 3asieHUKa eupob6HuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. 5-pYy PO3YMH ANS iH'eKUIn, Amakca Benuka XaynT ®apma HimeyunHa BHECEHHS 3MiH 1O peecTpaLlinHuX Matepianis 3MiHu | Tuny - 3a UA/16210/01/01
50 mr/mn no 5 mn, ®apma 1TA BputaHis BonbdparcxayseH 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy peuernmom
10 mn, 20 mn abo mM6X (iHLWi 3MiHW) - BHECEHHS 3MiH Ao po3ainy “MapkyBaHHs” MKA
100 mMn y conakoHi; N13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
no 1 cnakoHy B 3aTBEPAXKEHOro TEKCTY MapKyBaHHst OHOBMNEHHSA TEKCTY
KapTOHHi KopobLi MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
iHdbopMaUii Woa0 3a3Ha4YeHHA OANHWLL BUMIPIOBaHHS Y
cuctemi Sl. BBegeHHs 3MiH NpoTsArom 6-tu micsilie nicns
3aTBEPAKEHHS
2. ABI3ON Tabnetkv no 5 wr, HOBEN NTAY TypevunHa HOBEN INTAY TypeyunHa BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/16417/01/01
no 14 Tabnetok y CAHAI BE CAHAI BE 3MiHM Woao Besnekn/edekTUBHOCTI Ta dhapMakoHarnagy. | peyernmom
GnicTtepi, no 2 TIOXKAPET TIOXKAPET A.LL. BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPo cUcTemMy
Gnictepn y A.LL. hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN ynakoBLii cucTeMy chapMakoHarnagy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoOBiAanbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iMCHEHHs!
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoyar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI ocobu 3asiBHVKa, BignoBiganbHoi 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX
AaHunX ynoBHOBaXeHoi ocobw, BignosigansHoi 3a
dapmakoHarnsg.
3MiHa KOHTaKTHOI 0cO6U yNnoBHOBaXXeHOi 0cobu 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuin: Stefanska Olga. 3miHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0COGM YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnag B YkpaiHi. 3miHa micus
3AiINCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3MiHa
MicLe3HaxoKeHHs1 MacTep-danna
3. ABI30N Tabnetku no 10 wmr, HOBEN JTAY TypeyunHa HOBEI ITAY TypevunHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/16417/01/02
no 14 Tabnerok y CAHAI BE CAHAI BE 3MiHM Woao Beanekn/edeKTMBHOCTI Ta hapmakoHarnagy. | peyenmom
6nictepi, no 2 TIOXKAPET TIOXKAPET A.LL. BBegeHHsi abo 3MiHM 40 y3aranbHeHMX gaHWX NPO cUcTemy
6nictepn y AL
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

ocobu 3 hapmakoHarnsgy 3asBHUKa ANs 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
yrNoOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKIoYady KOHTaKTHI AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuisn: R. Ayse Cetin. 3miHa KOHTAKTHUX
OaHnX ynoBHOBaXKeHoi ocobu, BignosiaanbHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0coby ynoBHOBaXXeHOi 0CObM 3asiBHMKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: Stefanska Olga. 3miHa KOHTAKTHUX JAHUX
KOHTaKTHOI 0cOobu ynoBHOBaXeHOi 0cobu 3asaBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi. 3MiHa micus
3AiNCHEHHS1 OCHOBHOI AiAnbHOCTI 3 hapmakoHarnsay. 3miHa
Micue3Haxo4XeHHs1 MacTep-danna

ABI3ON

Tabnetku no 15 wmr,
no 14 Tabnetok y
GnicTepi, no 2
Gnictepn y
KapTOHHIN ynakoBLii

HOBEN JTAY
CAHAI BE
TIOXAPET
AL

TypevunHa

HOBEN JTAY
CAHAI BE
TIIKAPET A.LU.

TypeyunHa

BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta dhapMakoHarnsay.
BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX Npo cMCTeMy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
cucTemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoOBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iNCHEHHSI
hapmakoHarnaay B YKpaiHi, AKWo BoHa BigMiHHa Big
YyNoOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapMakoHarnsgy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI ocobu 3asiBHVKa, BignoBiganbHoi 3a
dapmakoHarnsa.

MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX
AaHuX ynoBHOBaXeHoI! ocobu, BignoeigansHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0cobM ynoBHOBaXeHOi 0cobu 3asiBHUKa,
BigNoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuin: Stefanska Olga. 3miHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0COGM YNOBHOBAaXEHOI 0COBU 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. 3miHa micusa
3AINCHEeHHS1 OCHOBHOI AisANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLe3Haxo4KeHHs1 MacTep-danna

3a
peuenmom

UA/16417/01/03

ABI3ON

Tabnetku no 30 mr,
no 14 tabnetok y
6nictepi, no 2
6nictepn y
KapTOHHIN yrnakoBLi

HOBEN TAY
CAHAI BE
TIIKAPET
ALl

TypevunHa

HOBEN JTAY
CAHAI BE
TIMKAPET A.LL.

TypevunHa

BHECEHHS 3MiH 40 peecTpauiiHuX matepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHMX aHUX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHuUX AaHux npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
dapmakoHarnsigy B YkpaiHi, SKWo BOHA BiAMiHHA Bif

3a
peuenmom

UA/16417/01/04




3

ITponoBixeHHs gonarka 3

Ne
n/
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JliKapcbKo20
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(nikapcbka ¢popma,
ynakoeka)
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KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa
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sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

yrNOBHOBaXKeHOi 0cobu, BiaNoBiAanbHoI 3a 34iNCHEHHS!
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuisn: R. Ayse Cetin. 3MiHa KOHTAKTHUX
OaHnX yNnoBHOBaXKeHoi ocobu, BignosiganbHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0cobY ynoBHOBaXKeHOi 0CObM 3asiBHMKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: Stefanska Olga. 3miHa KOHTAKTHUX JAHUX
KOHTaKTHOI 0cobu ynoBHOBaXeHOi 0cobu 3asaBHUKA,
BignoBiaanbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
30iICHEHHS OCHOBHOI AisAnbHOCTI 3 hapmakoHarnsay. 3MiHa
MicLe3Haxo4XeHHs MacTep-danna

AKCE®®

NOPOLLIOK ANst
PO34UMHY ANs iH'eKUin
no 750 mr 1 donakoH
3 MOPOLLKOM pasoM
i3 1 amnynoto no 6
MI PO34YMHHUKA
(Bopa ans iH'ekuin) y
KapTOHHIN ynakoBLii

HOBEN NTAY
CAHAI BE
TIOXAPET
AL

TypevunHa

HOBEN JTAY
CAHAI BE
TIIKAPET A.LU.

TypeyunHa

BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta hapMakoHarnsgy.
BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX NpPo CUCTEMY
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30inCHEHHs
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknroyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBiAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX
AaHunX ynoBHOBaXeHoI ocobw, BignosigansHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0cobM ynoBHOBaXeHOi 0cobu 3asiBHUKa,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepnakuis: Stefanska Olga. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0COGW YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnag B YkpaiHi. 3miHa micus
3AINCHEeHHS1 OCHOBHOI AiANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLe3HaxooKeHHs1 MacTep-danna

3a
peuenmom

UA/3767/02/01

ANNBOBAK

NOPOLUOK ANs
PO34MHY NS iH'eKUin
no1r; 1 pnakoH 3
NOPOLLKOM Y navui 3
KapTOHY

AngoreH IMNMKo
C.ap.n

TNokcembypr

Jlabopatopio Peir
YKodpe, C. A.

Icnanis

BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny -
3MiHM BHECEHO A0 iHCTPYKLIT 4N MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y posginu: "OcobnuseocTi
3acTocyBaHHs", "lNobivHi peakuii" BianoBiAHO 4O OHOBMNEHOI
iHbopMaUii 3 6e3nekun gitoyoi pedoBMHU. BBEaeHHs 3amiH
NPOTAroM 6-Tn MicaLiB NicNa 3aTBEPOXKEHHSA

3a
peuenmom

UA/13141/01/01

ANEP3WH

Kpanni oparnbHi,
po34MH 5 Mr/mn no
20 Mn y cnakoHi 3

3AT
dapmaueBTny
HUI 3aBOf,

YropwmHa

3AT
dapmaueBTUYHMN
3aBopa ElC

YropwmHa

BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM 40 y3aranbHeHUX aHUX NPO CUCTEMY

be3
peuenma

UA/9862/02/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KpanensHuueto, no 1 EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHX AaHuX npo
dnakoHy 3 cucTemy cdbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
KpanenbHuLe B BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
KapTOHHi KopobLi ocobu 3 hapmakoHarnsay 3asBHVKa AN 3AiINCHEHHS
hapmakoHarnsigy B YkpaiHi, KLWo BOHa BiAMIHHA Bif
yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObM YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asBHNKA,
BiAnosiAanbHoI 3a hapmakoHarnsg B YkpaiHi
9. ANEP3UH TabneTku, BKpUTI 3AT YropwmHa 3AT YroplmHa BHECEHHS 3MiH 1O peecTpaLlinHuxX Matepianis 3MiHu | Tuny - 6e3 UA/9862/01/01
NniBKOBOO dapmaueBTuy dapmauyeBTU4HUI 3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta dhapMakoHarnsay. peuenma
obornoHkoto, no 5 mr, HWUI 3aBOf 3aBog EC BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX Npo CUCTeEMY
no 7 Tabnetok y EriC hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 1 abo cucTemy chapmakoHarnsify, 3miHa yrnoBHOBaXeHoi ocobu,
no 2 6nictepu B BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
KapTOHHIl kopoOLyj; ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
no 10 TabneTtok y hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Bif
Gnictepi; no 1, abo yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
no2,abono3 hapmakoHarnsgy (BKnoyak4m KOHTaKTHi AaHi) Ta/abo 3miHu
Gnictepu B y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
KapTOHHI kopobUi 3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXeHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. NMponoHoBaHa
peaakuis: €gimkiH ARgpin eoprinoBuy. 3MiHa KOHTaKTHUX
OaHNX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a dpapmakoHarnsg B YKpaiHi
10. | ANITEP Tabnetkv no 4 wr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/17735/01/01
no 10 Tabnetok y "MIKPOXIM" "MIKPOXIM", OHOBIEHHS TEKCTY MapKyBaHHS yNaKkoBKW MikapCbKoro peuenmom
Gnictepi, no 3 YkpaiHa (BupobHuya 3acoby 3 BHECEHHAIM iHdopMaLlii LLoA0 3a3HaYeHHs
6nictepu y nayui 3 AinbHWus (Bci cTagii OOMHMWLbB BUMIpIOBaHHA y cuctemi Sl. TepMiH BBeAEHHS 3MiH
KapTOHY BMPOBHMYOro NpoTAroM 6 MicsuiB Nicnsa 3aTBepaXXeHHSA
npouecy);
IopuanyHa agpeca
Ta naboparopisi
i3nKo-XiMiYHOro
aHanisy Ta
KOHTPOMo
BMPOGHMLTBA)
11. | ANITEP TabneTku no 8 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/17735/01/02
no 10 tabnetok y "MIKPOXIM" "MIKPOXIM", OHOBIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom

6nictepi, no 3
6nictepn y nauui 3
KapTOHY

YkpaiHa (BupobHuya

OinbHWUs (BCi cTagii
BMPOBHUYOro
npouecy);
IopuanyHa agpeca
Ta naboparopis
i3nKo-XiMiYHOro

3acoby 3 BHECEHHsIM iHdopMaLii LWoao 3a3HavyeHHs
OOMHMWUbB BUMIpIOBaHHS y cuctemi Sl. TepMiH BBeAEHHs 3MiH
nNpoTAroMm 6 MicsuiB Nicnsa 3aTBEpAXEHHS
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
aHanisy Ta
KOHTpOIo
BMPOBHMLITBA)
12. | AINIOTEHAWH | Tabnetku no 5 mr/10 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11609/01/03
Mr, no 7 TabneTok y PapmaueBTny dPapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
6nicTtepi; no 4 abo 8 HWUI 3aBof 3aBop ElC BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
6nictepiB y EFIC hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
KapTOHHII ynakoBLii; cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
no 10 Tabnetok y BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHOT
6nictepi, no 3 abo 9 ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
GnictepiB y hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
KapTOHHIN ynakoBLii yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a apmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3mMiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BiAnoBiganbHOI 3a hapmakoHarns B YKpaiHi
13. | AIIOTEHAWH | Tabnetku no 10 mr/5 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11609/01/04
Mr, no 7 Tabnetok y dapmaueBTny dapmaLeBTUYHUN 3MiHW Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
Gnictepi; no 4 abo 8 HUN 3aBog 3aBop ElIC BBegeHHst abo 3MiHM [0 y3aranbHeHMX AaHuX NPo cUCTeMy
GnictepiB y ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuxX npo
KapTOHHIN ynakoBLi; cucTemy chapMmakoHarnagy, 3MiHa yroBHOBaXeHoi ocobu,
no 10 Tabnetok y BiANoOBiAanbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
Gnictepi; no 3 abo 9 ocobu 3 hapmakoHarnsgy 3asaBHUKa oNns 30iMCHEHHS!
GnictepiB y hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
KapTOHHIN yrnakoBLi yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKroYak4m KOHTaKTHi AaHi) Ta/abo 3miHu
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BigNoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. NMponoHoBaHa
pefnakuis: €dimkiH AHapin MeoprinoBm4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cO6Y YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a dpapmakoHarnsg B YKpaiHi
14. | AINOTEHOWH | TabneTku no 5 mr/5 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/11609/01/01
Mr no 7 TabneTtok y dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
Gnictepi; no 4 abo 8 HWI 3aBoa 3asop ElC BBeneHHst abo 3MiHM 40 y3ararnbHEeHWX AaHWUX NPO CUCTEMY
GnictepiB y ErC apmakoHarnsgy (BBe4eHHs y3aranbHeHUX AaHux npo

KapTOHHII ynakoBsLi;
no 10 Tabnetok y
6nictepi; no 3 abo 9
bnictepiB y
KapTOHHIN yrnakoBLUi

cucTemy cdhapmakoHarnsigy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
dapmakoHarnsgy B YkpaiHi, SKWo BOHa BigMiHHA Big
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
apmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0Ccobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsg B Ykpaini. lMponoHoBaHa
peaakuin: €dimkiH AHgpin [eoprinosuny. 3mMiHa KOHTaKTHUX
AaHUX KOHTaKTHOI 0COOM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,




6 ITponoBkeHHs qonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiAnoBiAanbHoI 3a hbapmakoHarnsg B YkpaiHi
15. | AINIOTEHAWH | Tabnetkn no 10 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11609/01/02
mr/10 mrno 7 PapmaueBTny dapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
TabneTok y 6nicTepi; HUI 3aBO[, 3aeog ElC BBeneHHsi abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
no 4 a6o 8 6nictepis EFIC hapmakoHarnagy (BBeAeHHs ysaranbHeHuX AaHuX npo
Y KapTOHHIN cucTemy cdbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
ynakosLi; no 10 BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTakTHOT
Tabnetok y bnictepi; ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
no 3 abo 9 bnictepis hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
Yy KapTOHHil yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
ynakosLi hapmakoHarnagy (BKMoYar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOi 0COOU 3asiBHNMKA,
BignosiganbHOI 3a hapmakoHarnag B YkpaiHi
16. | AJIMPOCTAH | KkoHueHTpaT ans TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHSA 3MiH 40 peecTpauinHux matepianis 3MiHu | Tuny - 3a UA/6956/01/01
® pPO34MHY AN ABeHTIC Pecny6bnika BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA N3. peuernmom
iHdysin, 0,1 mr/0,2 Ykpaina" 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo
mn; Ne10 (5x2): no 3aTBEPAKEHOro TEKCTY MapKyBaHHsi. OHOBMEHHS TEKCTY
0,2 mn B amnyni, No MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
5 amnyn y 6nicTepi; iHbopMaUii Woa0 3a3Ha4YeHHS OAUHMLb BUMIPIOBAHHS Y
no 2 6nictepu B cuctemi Sl. BBegeHHs1 3MiH NpoTsrom 6-Tu micsilie nicns
Kopobui 3aTBEPAKEHHS
17. | AlIbBYMIH- PO34MH ANs iHdysin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/15875/01/01
BIO®APMA 10 %, no 50 mn, 100 "BIO®PAPMA MIIASMA" AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo peuyernmom
My dnakoHi; no 1 MJITIASMA" (BUPOGHULTBO, agpecy 3asiBHMKa (BNacHWKa peecTpaLiiHoro nocBigyYeHHs) -
dnakoHy y nayui 3 nepBuHHE 3MiHa agpecy 3asaBHUKA; 3MiHW | TUNY - AOMIHICTpaTUBHI
KapTOHY nakyBaHHS; 3miHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu Micus
BMPOBHMLTBO, NpOoBafXEHHS AisnNbHOCTI BUpOBHMKa/iMnopTepa roToBoro
nepBuHHE Ta nikapcbkoro 3acoby, BkoYvakum AinbHuLi BUnycky cepii abo
BTOPUHHE MicLie NPOBEAEHHSI KOHTPOIO AKOCTI. (QisANbHICTb, 3a Ky

nakyBaHHSl, BUMYCK
Cepii; KOHTPOIb
SAKOCTI)

BiAnoBigae BUPOBHUK/iMNoOpTep, BKMHOYa4M BUNYCK cepint) -
3MiHa agpecy BUPOGHMYMX AiflbHMLb FOTOBOrO flikapCbkoro
3acoby 6e3 3miHM Micus BUpobHULTBA. 3MiHU BHECEHO B
iHCTPYKLitO ANs MEeANYHOro 3aCTOCYBaHHS Ta KOPOTKY
XapaKTepPUCTUKY LLLOAO MICLLE3HaXOMXXEHHS1 BUpODHUKa Ta
3asiBHMKA 3 BiANOBIAHUMMW 3MiHAMW Y TEKCTi MapKyBaHHS
yNaKkoBKW fikapcbkoro 3acoby; amiHu | Tuny -
AAMiHiCTpaTVBHI 3MiHW. 3MiHa HaViMeHyBaHHA Ta/abo
afpecu Micus NpoBafXeHHs QisnNbHOCTI BUPOOHMKa
(BKMOYalo4K, 3a HeO6XiAHOCTI, MiCLLe NPOBEAEHHS KOHTPOIO
SIKOCTi), abo BnacHvka macTep-danna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
3acToCOBYOTbCS Y BUPOOHMUTBI ADI (SKLLO 3a3HaYeHo y
O0Cb€E Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikara




7 ITponoBixeHHs gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiANOBIAHOCTI €BpoONeVichKin dhapmakonei y 3aTBepaXeHoOMy
Aocbe, abo BUPOBHMKa HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3Ha4YeHo y JOCbE) - 3MiHa aApecu BUPOOHUYOI AiNbHUL
Jit040i pevyoBuHY 6€e3 3MiHN MicLsi BUpoBHMLTBA
18. | AJIbBYMIH- PO34MH ANs iHdy3in TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3mMiHu | Tuny - 3a UA/15875/01/02
BIO®DAPMA 20 %, no 50 mn, 100 "BIO®APMA MNA3MA" AaMiHiCTpaTVBHI 3MiHU. 3MiHa HaiMeHyBaHHSs Ta/abo peuernmom
MmNy donakoHi; no 1 MNA3MA" (BpOBHULTBO, agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -
nakoHy y nauui 3 nepsuHHe 3MiHa agpecu 3asaBHUKA; 3MiHW | TUNY - AOMIHICTpaTUBHI
KapTOHY nakyBaHHs; 3MiHW. 3MiHa HalilMeHyBaHHS Ta/abo agpecu Micus
BMPOBHMLTBO, NpoBaf)XeHHS AisnNbHOCTI BUpobHMKa/iMnopTepa roroBoro
nepBvHHE Ta nikapcbkoro 3acoby, BKoYvaum AinbHULi BUNYycKy cepii abo
BTOPUHHE MicLie MPOBEAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a Ky
nakyBaHHs1, BUNYCK BiAnoBiAae BMPOBHUK/iMMOpTep, BKMHOYa4M BUNYCK cepint) -
Cepin; KOHTPOIb 3MiHa agpecu BUPOOHUYMX AiNbHULE FOTOBOMO NiKapCbKOro
SIKOCTI) 3acoby 6e3 3MiHM Micus BUpOOHULTBA. 3MiHN BHECEHO B
iHCTPYKLit0 AN MEAMYHOro 3aCTOCYBaHHS Ta KOPOTKY
XapaKTepPUCTUKY LLI0AO MiCLLe3HaxXo[XeHHs1 BUpobHUKa Ta
3asBHMKa 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS
yNakoBKu fikapcbKoro 3acoby; 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo
agpecu MicLsa NpoBafKeHHs OisnbHOCTI BUPOBHMKa
(BKntoYarouK, 3a HEOBXIAHOCTI, MiCLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka mactep-gaiina Ha A®l, abo
nocta4anbHuka A®l/BnxigHoro
maTepiany/peareHTy/npomiXXHOro NPoAYyKTY, Lo
3aCTOCOBYHOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HaYeHO Y
[A0CbE Ha Nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoBiAHOCTI €Bponencbkilt hapmakonei y 3aTBepakeHoOMY
Aocbe, abo BUPOGHMKa HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3HaYeHo y A0CbE) - 3MiHa aapecy BUPOBHUYOT AiNbHUL
Aito4oi peqyoBMHM 6e3 3MiHU Micusi BUPOBHMLTBA
19. | AliIbOYPA3M KOHLeHTpaT Ansa [xeH3zanm Higpepnanam Bettep ®apma- HimeyunHa/ BHECEHHS 3MiH 40 peecTpauinHuX Marepianis 3MiHu | Tuny - 3a UA/8093/01/01
M® PO34mnHY Ana lOpon B.B. ®epTiryHr F'M6X eHa Benuka 3amiHa po3ainy “I'paduryeckoe oopmMmneHne ynakosku” Ha | peuyernmom
iHdpysin, 100 OO/mn; Ko.KI , HimewyunHa BpuTtaHis/ “MapkyBaHHsa" B 3aTBepaxeHnx MKA J13. 3anponoHoBaHo:
Ne 1: no5mny (kiHUeBe CWA Posgin “MapkysaHHa” BignosigHo [0 3aTBEpOXKEHOro TEKCTY
nakoHi; no 1 HamnoBHEHHS MapKyBaHHs. OHOBNEHHSI TEKCTY MapKyBaHHS YNakoBKU
dnakoHy y (hnakoHiB (NepBUHHE nikapcbkoro 3acoby 3 BHECEHHAM iHdopMaLii Wwoao
KapPTOHHI kopooLyi nakyBaHHs1), 3a3HavYeHHs OAMHMLb BUMIpOBaHHS y cucTemi SI. BeegeHHs

npoBefeHHs TeCTy
Ha CTepUIbHICTb);
LxeHsanm Jlimiten,
Benuka bputaHis
(mMapkyBaHHs Ta
BTOPUHHE
nakyBaHHs,
KOHTPOJIb SKOCTI
M3 (3a
BUKIMIOYEHHSIM TECTY
Ha CTepUIbHICTb),
BUMYCK cepii);
LxybineHT

3MiH NPOTAroM 6-Tu MicauiB Nicnsa 3aTBEpOXKEHHSA
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
XonnictepCriep
JINC, CWA (kiHueBe
HarnoBHEHHS
dnakoHiB (MepBuUHHE
nakyBaHHS),
NPOBEAEHHS TeCTy
Ha CTepWIIbHICTb)
20. | Allb®A M TabneTku, BKpUTI OPIrAHOCWH OAE AnoTtekc IHK. KaHapa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13454/01/01
NNiBKOBOIO NAN®CAEHC 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy peuernmom
obonoHkoto, 3 N3 (E® 3ET (iHwWi 3miHK) - 3amiHa po3ainy «IpadivyHe odopmeHHs
MoAudikoBaHUM Cl) yrnakoBku» Ha po3ain «MapkyBaHHa» B MKA J13:
BMBINIbHEHHSAM NO 3anponoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
0,4 mr, no 10 YTBEPXXAEHHbIM TEKCTOM MapKUPOBKK
TabneTok y 6nicTepi;
no 3 abo 6 6nictepis
Y KapTOHHI kopobui
21. | AMBPOKCON | cupon, 15 mr/5 mn TosapucTso 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 4O peecTpaLinH1X MmaTtepianis 3MiHu | Tuny - 6e3 UA/5897/01/01
-300POB'A no 100 mny obmexeHoo obmexeHoto BHeCEeHHS 3MiH Ao po3giny “MapkyBaHHa” MKA J13: peuyenma
cnakoHi, no 1 BigNoBiganbHi BiANOBIAANbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo
cbnakoHy pa3om 3 CTIO "®apmaueBTuyHa 3aTBEPOKEHOr0 TEKCTY MapKyBaHHS
MiPHOIO NTOXKOIO B "®apmaueBTu komnaris "3gopos's"
KapTOHHI kopobLi; YHa KOMNaHis
no 2,5 mn, abo no 5 "3popos'a"
mn, abo no 10 Mmny
cawe 3
KOMBiHOBaHOro
martepiany; 20 cawe
Y KapTOHHI Kopobui
22. | AMBPONITU cupon, 15 mr/5 mn, AT Bonrapis AT "Codchapma”, Bonrapia BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/12426/01/01
H® no 100 mny "Codpapma" Bonrapis 3MiHU 3 skocTi. [oToBUIA Nnikapcbkuii 3acib. 3miHn y peuernma
cknsiHomy abo (BMPOGHMLTBO BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaroum gianasoH
nonietuneHtepedra Hepo3dacoBaHoi po3Mipy cepii) roToBoro fnikapcbkoro 3acoby (iHLwi 3miHu) -
naTHomy rakoHi; npoaykuii, nepBuHHa 36inbLUEHHs MakcumanbHoro po3mipy cepii 3.
no 1 dpnakoHy 3 Ta BTOPUHHA 3anponoHosaHo: Poamip cepii: 7 850 ynakosok; 25 000
MipHUM ynakoBka); AT yrnakoBOK
CTakaH4MKOM B "Codpapma",
KapTOHHIN nadui Bonrapis (no3sin Ha
BMNYCK cepii)
23. | AHTUKATAP NOPOLLOK AN CninbHe YkpaiHa JIABOPATOPIOC Icnanis BHECEHHS 3MiH 40 peecTpauiiH1X marepianis 3MiHu | Tuny - be3 UA/7810/01/01
An oparnbHOro po3yuHy, YKpaiHCbKO- AJTKAJIA DAPMA, BBEAEHHS arnbTepHaTUBHOro BUPOGHUKA Aito40i pevyoBUHU peuernma
no 10 nakeTukis 3 icnaHcbke C.JL. xnopdeHamiHy maneat SUPRIYA LIFESCIENCE LTD.,
NOPOLLKOM Y navui 3 nignpuemcTeo IHgis, skmin mae CEP No. R1-CEP 2008-154-Rev 01
KapTOHY "CMEPKO
YKPAIHA"
24. | APMAOUH® TabneTku, BKPUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/12306/02/01
obonoHkoto, no 125 obmexeHotro obmexeHot OHOBJIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom

mr, no 30 Tabnetok
y 6aHui, no 1 6aHui
B Nauui 3 KApTOHY,
no 10 Tabnetok y
6nictepi, no 3

BiagnoBiganbHi
cTio HaykoBo-
BUPOOHMYA
dipma
"MIKPOXIM"

BiAnoBiganbHicTo
HaykoBo-B1MpobHnya
dipma "MIKPOXIM"

3acoby 3 BHeCeHHsIM iHdopMaLii LWo[o 3a3HavyeHHs
OOMHMUB BUMipIoBaHHS y cuctemi Sl. TepmiH BBeAEHHS 3MiH
- npoTarom 6 micsuiB nicnsa 3aTBepAXeHHs
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepu y nayui 3
KapTOHY
25. | APTULLOKY NOPOLLOK AT YkpaiHa "EBEAP ®paHuisa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3mMiHu | Tuny - - UA/4587/01/01
CYXUn (cyBeTaHuis) y "KNIBCbKNW EKCTPAKCbLWOH 3MiHu 3 sikocTi. ADI. CTabinbHicTs. 3MiHa nepioay
EKCTPAKT nakeTax noaBiHMX BITAMIHHUIA BEXETAJb ET NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHs abo ymoB
2% nonieTuneHoBnx 3ABOO" APOM" 36epiraHHsa A®I (3a BigCyTHOCTI y 3aTBEPAKEHOMY [OCHE
UMHAPUH ansa cepTudikaTa BignoBigHOCTI €Bponeiicbkili hapmakonei, Wwo
dapMaLeBTUYHOro BKIIOYa€e nepiof NOBTOPHOro BUNpobyBaHHs) (nepioa
3acTocyBaHHSA NMOBTOPHOro BMNpobyBaHHs/Nepiof 3bepiraHHs) -
36inbLUeHHs abo BBeAEHHS nepiogy NOBTOPHOro
BUNpobyBaHHs/nepioay 36epiraHHst Ha OCHOBI pe3ynbTaTiB
AocnifgXeHb y peanbHOMY Yaci - 36inbLUeHHst TEpMiHY
npuaatHocTi Anst APl ApTuLLIOKY cyxuii ekcTpakT 2%
umHapuH: 3aTBepakeHo: TepMiH npuaaTHOCTI 3 poku
3anponoHoBaHo: TepMmiH npuaaTtHocTi 5 pokis (BBeaeHHs
3MiH NpoTArom 3-x MicsUiB Micns 3aTBepAXeHHs)
26. | APTIHIBCA 3 PO3YUH ANg iH'eKUin; IHIBCA Icnania JIABOPATOPIOC Icnanis BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/15281/01/01
EMNIHE®PUH no1,8mry OEHTAN IHIBCA, C.A. 3MiHu 3 sikocTi. ToToBMIA Nikapcbkuii 3aci6. Cuctema peuernmom
OM 1:100.000 | kapTpuaxi; no 50 Cnto KOHTelHep/3akynoptoBanbHuii 3acib. 3miHa napameTpis
KapTpuaXiB y cneundikaui Ta/abo JONYCTUMUX MEX NEPBUHHOI YNaKOBKM
KapTOHHi KopobLi roTOBOro NikapcbKoro 3acody (A0NOBHEHHsT cneuudikaii
HOBMM MOKa3HWKOM 3 BiANOBiAHUM MeTOA0M BUNPOGYyBaHHS)
- BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro A0CbE, p.
3.2.P.7. Cuctema koHTelHep/ 3akynoproBanbHuUi1 3acio, a
came y Specification Flat stopper test «Dimensions» (Total
height, External diameter) gonoBHeHo BinbLw AeTanbHUM
onucom po3amipy (For reference 4023 or equivalent (Total
height, External diameter) Ta For reference FM257 or
equivalent (Total height, External diameter); Specification
Aluminium cap test «Dimensions» (Total height, External
diameter, Disk wallthickness) yTouHeHO po3mipu; 3miHu |
TUny - 3MiHM 3 sikocTi. ToToBMI Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acib. 3miHa napameTpis
cneundikaui Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOro NiKapCbKOro 3acoby (BUMYYEHHA HE3Ha4YHOro
nokasHuka (Hanpvknag 3acTapinoro NokasHuka)) - BHECEHHS
3MiH 4O MaTepianiB peecTpauiiHoro gocee, p. 3.2.P.7.
CucTema KOHTelHep/3akynoptoBansHuUin 3aci6, a came
Specification Flat stopper; Specification Cartridge -
BunyyeHHs test «Weight»; Specification Silicone emulsion -
BUIny4yeHHs test «Heavy metals»
27. | APTIHIBCA 3 PO34MH ANs iH'eKUin; IHIBCA Icnanisa JTABOPATOPIOC Icnanis BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/15281/01/01
EMIHE®PUH no1,8mry OEHTAN IHIBCA, C.A. 3MiHK 3 akocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peuyernmom
OM 1:100.000 | kapTpuaxi; no 50 CIto KOHTenHep/3akynoptoBasnbHui 3acib. 3miHa napameTpis

KapTpuaXiB y
KapPTOHHIN Kopobui

cneumadikauin Ta/abo JonyCTUMUX MEX NMEPBUHHOI YMaKoBKM
roTOBOTO JiKapCbKOro 3acoby (A0NOBHEHHS cneumdikauii

HOBVM MOKa3HUKOM 3 Bif4MNoBigHNM MEeTOAO0M BUNPOBYBaHHS)
- BHECEHHS1 3MiH 0 MaTepianiB peecTpauiiHoro 4oCke, p.
3.2.P.7. Cuctema koHTenHep/ 3akynoptoBanbHuUi 3acib, a
came y Specification Flat stopper test «Dimensions» (Total
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
height, External diameter) gonoBHeHo GinbLw aeTanbHUM
onvcom po3amipy (For reference 4023 or equivalent (Total
height, External diameter) Ta For reference FM257 or
equivalent (Total height, External diameter); Specification
Aluminium cap test «Dimensions» (Total height, External
diameter, Disk wallthickness) yTouHeHo po3mipu; 3miHu |
Tuny - 3MiHM 3 AKocTi. ToToBMI Nikapcbkuii 3aci6. Cructema
KOHTenHep/3aKkynoptoBanbHuii 3acib. 3miHa napameTpis
cneundikaui Ta/abo 4ONYCTUMUX MEX NEPBUHHOI YNaKOBKU
roTOBOrO NiKapCbKoro 3acody (BUNyYeHHst He3Ha4YHOro
nokasHuKa (Hanpvknag 3actapinoro NokasHuka)) - BHECEHHS
3MiH 40 MaTepianis peecTpauinHoro gocke, p. 3.2.P.7.
CuvcTema KOHTelHep/3akynoptoBanbHui 3acib, a came
Specification Flat stopper; Specification Cartridge -
BunyyeHHs test «Weight»; Specification Silicone emulsion -
BUny4yeHHs test «Heavy metals»
28. | ACNEHOPM TabneTku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/12353/01/01
o6onoHkot, "®APMEKC reyn" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dhapMakoHarnagy peuenma
KULLIKOBOPO34YMHHI MO reyn" (iHLWi 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS Ha ynakoBKax
100 mr: no 10 in bulk: no 1000 a6o 10000 TabneTok y NoABiNHUX
Tabnetok y bnicTepi; nonieTuneHoBMx Naketax y NnacTMKoBOMY KOHTENHepI
no 2 abo no 10 (3a3Ha4eHHst No3HaYeHb OAMHKLL BUMIpIOBaHHS 3
Gnictepis B BMKOPUCTaHHSM NiTep naTuHcbKoro andasity). OHOBMEHHS
KapTOHHIN nayui TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsa oanHULb
BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTsirom 6-u
MicsUIB Nicnsi 3aTBepPAXXEHHSA
29. | ACMMEHOPM TabneTku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX marepianis 3MiHu | Tuny - 6e3 UA/12353/01/02
obonoHkoto, "®APMEKC reyn" 3MiHM Wwoao 6e3neku/edekTUBHOCTI Ta hapMakoHarnsgy peuernma
KMLLKOBOPO34MHHI N0 reyn" (iHLWi 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHSA Ha yrnakoBKax
300 mr: no 10 in bulk: no 1000 a6o 10000 TabneTok y NoABiNHUX
Tabnetok y bnicTepi; nonieTUneHoBUX NakeTax y NnacTMKOBOMY KOHTEWHepI
no 2 6nictepu B (3a3Ha4eHHsi No3Ha4YeHb OAUHWLB BUMIpIOBaHHS 3
KapTOHHIN navui BMKOPUCTaHHSM niTep naTuHcbkoro andasity). OHOBMEHHS
TEKCTY MapKyBaHHs YNaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA OanHULb
BMMIiptOBaHHSA y cuctemi Sl. BBegeHHs 3MiH NpoTArom 6-tu
MicsUiB nicnsi 3aTBEpPAXEHHSA
30. | ACNMEHOPM TabneTku, BKPUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis 3MiHu | Tuny - - UA/14602/01/01
060MnOoHKOM, "OAPMEKC reyn" 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy
KMLLKOBOPO34MHHI N0 reyn" (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHA Ha ynakoBKax
100 mr in bulk: no in bulk: no 1000 a6o 10000 TabneTok y NoaBiNHUX
1000 a6o 10000 nonieTMNeHoBUX NakeTax y NnacTMKOBOMY KOHTEWHepI
TabneTtok y (3a3HayveHHs No3HaYeHb OAUHMLL BUMIPIOBAHHS 3
noaginHMx BMKOPUCTaHHAM niTep naTuHCbKoro andasity). OHOBREeHHSA
nonieTureHoBmx TEKCTY MapKyBaHHS YNakoBKM JikapCbKoro 3acoby 3
naketax y BHECEHHSAM iHhopMaLii Woa0 3a3Ha4YeHHsA 0aNHULb
NNacTMKOBOMY BMMIipIOBaHHSA y cuctemi Sl. BBegeHHs 3miH npoTarom 6-tu
KOHTENHepi MicsALiB nicns 3aTBepAXEHHS
31. | ACMMEHOPM TabneTku, BKPUTI TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiH1X Marepianis 3MiHu | Tuny - - UA/14602/01/02
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
060onoHKoto, "®APMEKC reyn" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy
KULLIKOBOPO34YUHHI MO reyn" (iHLWi 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHSA Ha ynakoBKax
300 wmr in bulk: no in bulk: no 1000 abo 10000 TabneTok y NoABiNHUX
1000 a6bo 10000 nonieTuneHoBMX Naketax y NnacTMKOBOMY KOHTENHEPI
TabneTtok y (3a3Ha4yeHHs1 Mo3HaYeHb OAMHVLL BUMIPIOBaHHS 3
noaBiNHUX BMKOPWCTaHHSAM niTep naTuHcbKoro andasity). OHOBMEHHS
nonieTuneHoBmx TEKCTY MapKyBaHHS YaKoBKM NikapcbKoro 3acoby 3
naketax y BHECEHHSM iHbopmaLii Woao 3a3HaYeHHs OaMHULb
nnacTUKoBoMy BUMiploBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
KOHTENHepI MicaUiB nicng 3aTBepAXeHHs
32. | ATTAM/ KOHLeHTpaT Ans Mdpansep IHk. CLUA ®apmauis i AngxoH CLUA BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - 3a UA/16311/01/01
ATGAM npuroTyBaHHsa Komnani JINC 3MiHu Wwoao 6e3snekn/edekTUBHOCTI Ta hapmakoHarnsay peuernmom
NIM®OLUTA | posuunHy ans (iHwWi 3mMiHK) - OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBK/
PHUN iHoy3ivi no 50 mr/mn, nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii Lwono
IMYHOIMOBY | no 5 mn B amnyni; 3a3HaYeHHst OAMHMLb BUMiptoBaHHs y cucTtemi SI (TepmiH
NiH, no5 amnyny BBEEHHS 3MiH: NPOTArom 6 micsLiB nicns 3aTBepAXKEHHS)
AHTUTUMOL| | kapToHHIN nayui
UTAPHUA
rnoeyniH
(KIHCbKWH)
33. | AYTMEHTUH NOpOLLIOK Ans nakcoCmiTKn Benuka Biogpapma C.P.J1., ITanis/ BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/0987/01/01
™ pO34unHY Ana anH Excnopt BputaHis ITanist (BUpOGHMK Icnanis/ 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy peuernmom
iH'ekuin, 1000 JlimiTeq 0N NePBUHHOTO, Benuka (iHLWi 3MiHWM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM
mr/200 mr, 10 BTOPUHHOIO BpuTtaHis nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii Lwoao
nakoHiB 3 nakyBaHHs, 3a3HaYeHHs1 O4MHULb BUMIpIOBaHHS y cucTeMi S|. BBegeHHs
NOPOLLUKOM B KOHTPOSIO SIKOCTi Ta 3MiH NPOTAromM 6-TW MicALUIB NicNsa 3aTBepaAXeHHs
KapTOHHIN ynakoBLii BUNYCKY cepii);
CaHpos IHgacTpian
Mpopaktc C.A.,
Icnanis (BUpobHUMK
Hepo3dacoBaHoi
npoaykuii);
CmiTKnsanH bivem
dapmacboTukanc,
Benuka bputaHia
(BUPOBHMK
Hepo3dacoBaHoi
npoaykuii,
NepBUHHOTO,
BTOPMHHOTO
nakyBaHHS,
KOHTPOJO SIKOCTi Ta
BUMYCKY cepii)
34. | AYPOKCOH NopoLLOK Ans AypobiHgo IHAis AypobiHgo ®apma IHais BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/11624/01/01
PO34MHY ANs iH'eKUin dapma Jltg NTto 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom

abo iHdysin no 500
mr y conakoHax Ne 1

BBegeHHsi abo 3MiHM A0 y3aranbHeHMX aHUX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3ararbHeHUX AaHuX npo
cucteMmy hapMmakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnsAy; KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asBHUKa AN 30iINCHEHHSI
dapmakoHarnsigy B YKpaiHi, AKWo BOHa BigMiHHA Bif
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35.

AYPOKCOH

MOPOLLIOK A4S

AypobiHao

IHAaia

AypobiHgo Papma

IHAia

yrNoOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS

y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsagy) -
3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBAaXEHOI 0CObU 3asiBHYMKA,
BiANoBiAanbHOI 3a hapmakoHarnsg. 3miHa KOHTaKTHOI
ocobu ynoBHoBaxeHoi 0cobu 3asiBHMKA, BiANOBIAANbLHOI 3a
hapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: Camonnerko Aptem Maenosuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. 3miHa MicLsa 34iCHEHHS OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLLe3HaxooKeHHs1 macTep-danna
cuctTeMu hapmakoHarnsay

hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu

36.

AYPOKCOH

PO34YMHY ANS iH'EKLin
abo iHdysin no 1000
Mmr y conakoHax Ne 1

NOpOLLOK Anst

dapma Jlta

AypobiHgo

IHAis

Ntg

BHECEHHS 3MiH O peecTpalinH1X MaTtepianis 3MiHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTemMy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTeMmy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANoOBiAanbHOI 3a 3aiNCHEHHS hbapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30iMCHEHHS

hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big

yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS

hapmakoHarnagy (Bknoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn

y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -

3MiHa ynoBHOBa)keHOi 0cobu 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnsa.

[MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapmakoHarnsg. 3mMiHa KOHTaKTHOT
ocobu ynoBHOBaxeHOi ocobu 3asiBHMKA, BiAnoBiganbHoI 3a
apmakoHarnsag B YKpaiHi.

MponoHoBaHa pegakuia: CamonneHko Aptem Naenosuu.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiANoBiganbHOI 3a papMmakoHarnsag B

YkpaiHi. 3miHa Micusi 34iCHEHHSA OCHOBHOI AiANbHOCTI 3
apmakoHarnsgy. 3MiHa MicLie3HaxooXeHHst macTep-danna
cucTeMu dhapmakoHarnsgy

3a
peuenmom

UA/11624/01/02

PO34MHY ANs iH'eKUin
abo iHdysin no 2000
Mmr y conakoHax Ne 1

dapma Jltg

AypobiHgo ®apma
NTto

IHais

BHECEHHS 3MiH 40 peecTpauiiHuX matepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHMX aHUX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3ararnbHeHUX AaHuX npo

cucteMmy hapMmakoHarnagy, 3MiHa ynoBHOBaXXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS

dapmakoHarnsigy B YkpaiHi, SKWo BOHA BiAMiHHA Bif

3a
peuenmom

UA/11624/01/03
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masb 2 %;no 151

nakcoCmiTKn

Benuka

yrNoOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS

hapmakoHarnsay (BKIoYady KOHTaKTHI AaHi) Ta/abo 3MiHn

y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -

3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBAaXEHOI 0CObU 3asiBHYMKA,
BignoBiAanbHOI 3a hapmakoHarnsg. 3miHa KOHTaKTHOI
ocobu ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBIAANbLHOI 32
hapmakoHarnag B YKpaiHi.

MponoHoBaHa pepakuis: Camonnerko Aptem Maenosuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanNbHOI 3a hapmakoHarnsz B
YkpaiHi. 3mMiHa MicLa 3AiCHEHHS1 OCHOBHOI AiANbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLLe3HaxooKeHHs1 macTep-danna

cuctTeMu hapmakoHarnsay

Ne Hasea
n/ | nikapcbKo20
n 3acoby
37. | BAKTPOBAH
™
38. | BEPE3U
BPYHbKU

Mmasi B Tybi; no 1
Ty6i B KAPTOHHI
KopoobLi

6pyHbKM, N0 50 Ty

anH Exkcnopt
JlimiTeq

AT

BputaHis

YkpaiHa

"makco OnepenHc
IOK JimiTeq

Benuka
BputaHis

BHECEHHS 3Mi 10 peecTpauiiHux maTepianis: 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo
afpecun Micusa NpoBafXeHHs AiAnbHOCTI
BMpOGHMWKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
BKIOYaloum AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iIMNOpTEp, BKNOYa4n BUNYcK cepiit) 3miHa Ha3swu
Ta agpecu BupobGHuka 113, 6e3 3miHu micusa BUpoGHMLTBA:
3MiHM BHECEHO B iHCTPYKLil0 ANS MeNYHOro 3acToCyBaHHs!
{010 HaMeHyBaHHS Ta MicLle3Haxo4XKeHHs! BUPOGHWMKa 3
BiANOBIAHMMY 3MiHAMW Y TEKCTi MapKyBaHHSA yNakoBKW
nikapcbKkoro 3acoby.

BBeaeHHs 3MiH NpoTaromM 6-Tu MicAUiB NicnNa 3aTBEPOKEHHS.
3MiHn | TUny - 3MiHM Wwopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) OHOBMNEHHS Bxe
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPWUHHOI ynakoBku J13 (BHECEHHS NO3HaYeHb OAUHWLbB
BMMIpIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCLKOro
andasiTy, TOL0); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs”
MKA N3:
3arBepaxeHo: MapkupoBka TeKCT MapKUPOBKWN MEPBUYHON U
BTOPWYHOW ynakoBku. 3anponoHoBaHo: MapkmpoBka
CornacHo yTBepXaeHHOMY TEKCTY MapkupoBku. BBegeHHs
3MiH NPOTAroM 6-Tu MicALIB Nicnsa 3aTBEPAXKEHHS.

3a
peuenmom

UA/4019/01/01

naykax 3 BHYTPiLLHIM
nakeTom

"INy6Hudpapm”

AT "Jly6Hupapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
OHOBIEHHS! TEKCTY MapKyBaHHS YNakoBKW NikapcbKoro
3acoby y 3B"A3KY i3 HAHECEHHSIM NOBHOIO TEKCTY iIHCTPYKLi
Ha nayky (6e3 BknagaHHs iHCTPYKLUIT AN MeguyHoro

3acTocyBaHHs B Nayky). BBegeHHs 3mMiH npoTarom 6-1m
MicsUiB Nicnsi 3aTBEPOKEHHSA

CynyTHs 3miHa: - 3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.

KoHTpornb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHK); 3MiHK

0o posainy “Ynakoska’MKA 13, a came HaHeCeHHs MOBHOro

be3
peuenma

TEKCTY IHCTPYKLIi AN MeguyHoro 3actocyBaHHs J13 Ha

UA/8273/01/01




Ne

Hasea

14

ITponoBixeHHs gonarka 3

n/

JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

peecmpauyitiHo2o

Homep

noceidyeHHs

39.

navui, 6e3 BkNagaHHs iHCTPYKLUiT 4Na MeandYHoro
3actocyBaHHs J13 B nauky. BBegeHHs 3miH npotarom 6-tu
MicAUiB Nicng 3aTBepAXEHHS

40.

BE-CTEAI

TabneTku no 8 mMr no
10 Tabnetok y
6nictepi; no 3
GnicTtepn y nayui 3
KapTOHY

AypobiHao
dapma Jlta

IHAaia

AypobiHgo Papma
Nimiten (KOwiT 1)

IHAia

BHECEHHS 3MiH 1O peecTpaLinHuX marepianis 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHst abo 3miHM [0 y3aranbHeHUX aHWUX NPO CUCTEMY
papmakoHarnsigy (BBeAeHHs y3aranbHEeHUX AaHuX Npo
cucTeMmy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iNCHEeHHs bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, SKLW0 BOHa BigMiHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuis: MaH XaHymaHTy NeH4yanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0CobU 3asiBHYMKA,
BignoBiganbHoi 3a papMmakoHarnsaa. BeeaeHHS KOHTaKTHOI
ocobu ynoBHoOBaXeHoi 0cobu 3asiBHUKA, BiANOBIAANbLHOI 3a
dapmakoHarnsag B YkpaiHi.

MponoHoBaHa pepakuis: CamonnerHko Aptem MNasnosuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BiANoBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. 3mMiHa MicLsa 34iCHEeHHS1 OCHOBHOI AiAiNbHOCTI 3
hapmakoHarnsgy. 3MiHa MicL,e3HaxomKeHHss macTep-danna
cuctemu hapmakoHarnsgy

3a
peuenmom

UA/11611/01/01

BE-CTEAI

Tabnetkv no 16 mr
no 10 Tabnetok y
Gnictepi; no 3
6nictepu y nayui 3
KapTOHYy

AypobiHao
dapma Jltg

IHais

AypobiHgo Papma
Nimiten (FOHiT 1)

IHaisa

BHECEHHS 3MiH 40 peecTpauinHnX marepianis 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapMakoHarnsaay.
BeeneHHst abo 3miHM g0 y3aranbHeHUX faHuxX NpPo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsay 3asBHVKa AN 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0coby 3asBHMKA, BiANoBiAanbHoI 3a
dapmakoHarnsa.

[MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeEHOi 0cobu 3asBHWMKa,
BignoBiganbHoi 3a hapmakoHarnsag. BeeaeHHs KOHTaKTHOT
ocobu ynoBHOBaXeHOi 0cobuM 3asiBHUKA, BiANOBiAanbHOI 3a
apmakoHarnsag B YKpaiHi.

MponoHoBaHa pegakuia: CamonneHko Aptem Naenosuu.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa micusa 3AiCHEeHHA OCHOBHOI AiANbHOCTI 3

3a
peuernnmom

dapmakoHarnsigy. 3MiHa MicLle3HaxomKeHHss MacTep-danna

UA/11611/01/02
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
cucteMy papmakoHarnsgy
41. | BE-CTEAI TabneTtkv no 24 mr AypobiHao IHois AypobiHgo Papma IHaisa BHECEHHS 3MiH 10 peecTpaLinHnX martepianis 3MiHu | Tuny - 3a UA/11611/01/03
no 10 tabnertok y ®apma Iitg Nimiten (FOwiT 1) 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
6nictepi; no 3 BBeneHHsi abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
GnicTtepn y nayui 3 hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
KapTOHY cuctemy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AINCHEHHS hapMakoHarnsay; KOHTakTHol
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: MaH XaHymaHTy NeH4anas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0CobU 3asiBHYMKA,
BignoBiganbHoi 3a papMmakoHarnsa. BeBeaeHHS KOHTaKTHOI
ocobu ynoBHoOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAANbHOI 3a
dapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: CamonnerHko Aptem Maenosuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. 3mMiHa MicLsa 34iiCHEeHHS OCHOBHOI AifNbHOCTI 3
hapmakoHarnsgy. 3MiHa MicL,e3HaxomKeHHss macTep-danna
cucteMmu hapmakoHarnsgy
42. | BETATIC Tabnetkv no 16 wmr, TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiH1X Matepianis 3MiHu | Tuny - 3a UA/5027/01/01
no 10 Tabnetok y YKPATHA" OHOBIEHHS BX€e 3aTBEPAXEHOro TEKCTY MapKyBaHHS peuenmom
Gnictepi; no 3 NepBYHHOI Ta BTOPMHHOI ynakoBku J13 (BHeCEHHS No3Ha4YeHb
Gnictepn y OOMHMWLb BUMIPIOBaHHS, 3 BUKOPUCTAHHSM fliTep
KapTOHHIN na4ui; no natuHcbkoro andasity). BBegeHHst 3aMiH npoTtsirom 6-Tu
18 Tabnetok y MicALiB nicnsa 3aTBepAXeHHs
Gnictepi; no 5
GnictepiB y
KapTOHHIN nadui
43. | BETAOUH® cynosuTopii 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/6807/02/01
BariHanbHi no 200 dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peuyenma
Mr; no 7 HWIA 3aBOf, 3aBoa ElIC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPO CUCTEMY
CynosunTopiis y ErC

Gnictepi; no 1 abo 2
Gnictepu y
KapTOHHIN nadui

hapmakoHarnagy (BBegeHHs! y3araribHeHUX JaHux npo
cucTemy cdhapmakoHarnsigy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yrMOBHOBaXKeHOi 0cobw, BigNoBiAanbHOI 3a 34iNCHEHHSI
hapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHu
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0CcobM 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €gimkiH AHgpiv eoprinoBuy. 3mMiHa KOHTaKTHUX
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignosiganbHoi 3a hapmakoHarnsg B YkpaiHi
44. | BETAOUH® Ma3b 10% no20ry 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/6807/01/01
Ty6i; no 1 Ty6i B dapmaueBTny dapmaueBTUYHUN 3MiHU Wwoao 6e3nekn/edPeKkTBHOCTI Ta dhapMakoHarnaay. peuernma
KapTOHHIN kopobuji HUI 3aBO[, 3aeog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHUX NPO CUCTeEMY
EFIC hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
cuctemy chapMmakoHarnsgy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKnoYaum KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. itoua
pepakuis: ®egopyeHko OneHa €BreHisHa. MNponoHoBaHa
pepakuis: €dimkiH AHapin eopriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKa, BignosiganeHol 3a hapmakoHarnsg B
YKpaiHi
45. | BETACEPK® Tabnetku no 16 wmr; ABGOTT Hinpepnanam Mavinax DdpaHuiga BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/0489/01/02
no 15 a6o no 21 Xenckea INabopatopiz CAC OHOBIIEHHS TEKCTY MapKyBaHHS YNaKoBKW NikapCbKoro peuernmom
TabneTui y 6nictepi; MpopakTtc B.B. 3acoby 3 BHECEHHsIM iHhopMalLii WoA0 3a3HaYeHHs!
no 2 6nictepu B OOVHMUb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs 3MiH
KapTOHHIN ynakosLi; NPOTAroM 6-Tn MicALiB NicNa 3aTBEPOXKEHHSA
no 20 TabneTtok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN ynakosLi
46. | BETACEPK® Tabnetkv no 24 wmr; ABGOTT Higpepnanam Mavinax DdpaHuisa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/0489/01/03
no 10 Tabnetok y Xenckea INabopatopiz CAC OHOBIEHHS TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuenmom
6nictepi; no 1 abo 5 MpopakTtc B.B. 3acoby 3 BHECEHHAM iHdopMaLii LLoA0 3a3HaYeHHs
GnictepiB y OOMHMWLB BUMIpIOBaHHA y cuctemi Sl. BBeaeHHs 3MiH
KapTOHHIN ynakoBsLi; NPOTAroM 6-Tn MicALIB NicNa 3aTBEPOXKEHHSA
no 20 Tabnetok y
Gnictepi, no 1, 3 abo
5 BnicTepiB y
KapTOHHII ynakoBsLi;
no 25 tabnetok y
Gnictepi; no 2 abo 4
Gnictepu B
KAPTOHHIN ynakoBLi
47. | BETACEPK® TabneTku no 8 wmr; AGGOTT Hinepnanam MawnnaH PdpaHuisa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/0489/01/01
no 15 rabnetok y Xenckea ITabopatopis CAC OHOBIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom

6nictepi; no 2
6nictepu B
KapTOHHII ynakoBLi;
no 30 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIN ynakoBsLi;

MpopakTtc B.B.

3acoby 3 BHECEHHsIM iHdopMaLii LWoao 3a3HavyeHHs
OOMHMUbB BUMIpIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-Tn MicaLiB NiCNa 3aTBEPOXKEHHSA
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no 25 rabnertok y
6nictepi; no 4
6nictepu B
KapTOHHIN yrnakoBsLi
48. | BET®EP 1A NopoLUOK ANs TOB "®3 YkpaiHa TOB "®3" Ykpaina BHECEHHS 3MiH 1O peecTpaLlinHuxX Marepianis 3MiHu | Tuny - 3a UA/15462/01/01
nntoc po3unHy ans iH'ekuin | "BIO®APMA" BIO®APMA" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dhapMaKkoHarnaay. peuernmom
no 6 000 000 MO BeeneHHst abo 3MiHM 40 y3aranbHeHMX faHuX MpPo CUCTEMY
(30 mkr); 1 donakoHy hapmakoHarnagy (BBeAeHHs ysaranbHeHUX AaHuX npo
3 MOPOLLKOM Y cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
KOMMNAeKTi 3 1 BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
amnyrnoto 3 ocobu 3 hapmakoHarnsay 3asBHUKa AN 3AINCHEHHS
PO3YMHHMKOM O 1 hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
Mn (Boga ons yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
iH'eKUin cTepunbHa) hapmakoHarnagy (BKMoYyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y bnictepi; no 1 Y PO3MilLleHHi MacTep-dainna cuctemun dapmakoHarnagy) -
GnicTepy y nayui 3 3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA, BigNoBiAanbHOI 3a
KapTOHY; 4 cbnakoHu 3[iNcCHeHHa dapmakoHarnsaay B YkpaiHi: [NponoHoBaHa
3 NOPOLLKOM Y pepakuis — Mpycbkuin CtaHicnas Bonogvmmnposuy. 3miHa
KOMMAeKTi 3 4 KOHTaKTHUX JaHUX YNMOBHOBaXEHOI 0cobu 3asiBHYMKA,
amMmnynamu 3 BiANoBiaanbHoiI 3a 3aiNCHEHHA bapMakoHarnagy
PO3YMHHMKOM O 1
Mn (Boga ons
iH'eKLin cTepunbHa)
y 6nictepi; no 1
Gnictepy y nayui 3
KapTOHY
49. | BET®EP®-1B | niodinizaT ans TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaliiH1X MaTepianis 3MiHu | Tuny - 3a UA/13962/01/01
PO3YMHY ANS iH'EKUIN "BIO®APMA" "BIOPAPMA" 3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuernmom
no 0,3 mr (9600000 BBegeHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPo cUcTemy
MO) 5 dnakoHiB 3 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
nioginizatom y cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
KOMMAekTi 3 5 BiANOBiAaNbHOI 3a 3AINCHEeHHA hbapMakoHarnagy; KOHTakTHol
amnynamu ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
PO3YMHHMKA NO 2 MN apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
(HaTpito xnopwua, yNoBHOBaXeHOoi ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
po3unH 0,54%) y dapmakoHarnsgy (BknoYvaoumn KOHTaKTHI AaHi) Ta/abo 3mMiHn
GnicTtepi; no 2 Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
Gnictepu y nayui 3MiHa YroBHOBaXeHOi 0coby 3asiBHKKA, BignoBifanbHoi 3a
3AiMcHeHHs hapmakoHarnsagy B YkpaiHi: NponoHoBaHa
peaakuis — Npycbkuin Ctaxicnas Bonogumunposuy. 3miHa
KOHTaKTHUX [JaHUX YNOBHOBaXeHOi 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHeHHA bapMakoHarnagy
50. | BET®EP®-1A | po3uvH Ans iH'ekuin TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis 3MiHu | Tuny - 3a UA/13963/01/02
no 12 000 000 MO; "BIO®APMA" BIO®APMA" 3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom

5 wnpwuuis (o6'emom
1 mn) y 6nicTtepi; no
2 bnicTepu B navui

BBegeHHsi abo 3MiHM A0 y3aranbHeHUX gaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3ararnbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEeHHA hbapMakoHarnsaay; KOHTakTHOl
ocobu 3 hapmakoHarnsagy 3asBHUKa AN 30iINCHEHHSI
dapmakoHarnsigy B YkpaiHi, AKWo BOHA BiAMiHHA Bif
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
yrNoOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsagy) -
3MiHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
3fifcHeHHs dbapmakoHarnsaay B YkpaiHi: NponoHoBaHa
pepakuis — MNpycbkuit Ctanicnas Bonogumunposud. 3miHa
KOHTaKTHUX JaHUX YNOBHOBAaXEHOI 0CObU 3asiBHYMKA,
BiANOBiAanbHOI 3a 3AiCHEHHA hapMakoHarnsay
51. | BIOBEH PO3YMH ANs iHdy3in TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLlinHux matepianis: 3MiHu | Tuny - 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIOGAPMA MNA3MA" AaMiHicTpaTuBHI 3MiHU. 3MiHa HariMeHyBaHHS Ta/abo peuernmom
mn, 50 mn a6o 100 MNA3MA" (BpOBHULTBO, agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -
MmNy nnawui abo nepsuHHe 3MiHa agpecu 3asaBHUKA; 3MiHM | TUNY - AOMIHICTpaTUBHI
dnakoHi; no 1 nakyBaHHs; 3miHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu micus
nnawui abo BMPOBHMLTBO, NpoBaf)XeHHS AisnbHOCTI BUpobHMKa/iMnopTepa roroBoro
bnakoHy B nayui 3 nepBuvHHE Ta nikapcbkoro 3acoby, BKMYarum JinsHuLI BUNycky cepii abo
KapTOHY BTOPWHHE MicLie NMPOBEeAEHHSI KOHTPOIMO AKOCTI. (BiANbHICTb, 3a Ky
nakyBaHHs1, BUNYCK BiAnoBifae BMpOBHUK/iMNOpTep, BKMHOYao4mM BUNYCK cepint) -
cepin; 3MiHa agpecu BUPOBHNYMX AiNbHULE FOTOBOrO NiKapCbKoro
KOHTPOIb SIKOCTI) 3acoby 6e3 3MiHM Micus BUpOOHULTBA; 3MiHM | Tuny -
AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo
agpecu MicLsa NpoBafKeHHs OisanbHOCTI BUPOOHMKa
(BKntoyaroun, 3a HeOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka mactep-gaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMi>KHOro NpoayKTy, Lo
3aCTOCOBYHOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HaYeHO Y
[A0CbE Ha Nikapcbkuii 3acib) 3a BiacyTHOCTi cepTudikaTa
BiANoBiAHOCTI €Bponencbkilt hapmakonei y 3aTBepaKeHoOMY
Aocbe, abo BUPOGHMKA HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3HaYeHo y A0CbE) - 3MiHa agpecy BUPOBHUYOI AiNbHUL
Aito4oi peqyoBMHM 6e3 3MiHU Micusi BUPOBHMLTBA
52. | BIOBEH PO34MH ANs iHdysin TOB YkpaiHa TOB "BIODAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14526/01/01
MOHO® 5 %; no 25 mn, 50 "BIO®PAPMA MJIASMA" AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo peuenmom
mn a6o 100 mn y MNA3MA" (BpOGHULTBO, agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro nocBig4YeHHs) -
nnawugi abo nepBuHHE 3MiHa agpecwu 3asiBHVKa; 3MiHu | Tuny - AMiHiCTpaTuBHI
cnakoHi; no 1 nakyBaHHS; 3MiHW. 3miHa HaiMeHyBaHHs Ta/abo agpecu micus
nnswuyi abo BMPOGHULTBO, NpoBamKEHHs AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
dnakoHy y nayui 3 nepBuHHE Ta nikapcbkoro 3acoby, Bkrovakum AinbHuLi BUNycky cepii abo
KapTOHY; M0 25 MmNy BTOPVHHE MiCLie MPOBEAEHHS] KOHTPOSIO SIKOCTI. (BiSNbHICTb, 3a Ky
nnswuyi abo dnakoHi nakyBaHHS, BUNYCK BiAnoBifae BUPOBHUK/iMNoOpTep, BKMHOYa4mM BUNYCK cepilt) -
cepin; 3MiHa agpecu BUPOGHMNYMX AiflbHMLb FOTOBOIO flikapCbkoro

KOHTPOSb SIKOCTI)

3acoby 6e3 3MiHM Micusa BUPOBHULTBA; 3MiHW | Tuny -

AAMiHiCTpaTVBHI 3MiHW. 3MiHa HaViMeHyBaHHA Ta/abo

afpecu Micus NpoBafXeHHs QisANbHOCTI BUPOOHMKa

(BKMOYalo4K, 3a HeO6XiAHOCTI, MiCLLe NPOBEAEHHS KOHTPOSO
SIKOCTi), abo BnacHvka macTep-danna Ha A®I, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO

3acToCoBYOTbCH Y BUPOOHMUTBI ADI (KLLO 3a3Ha4YeHo y
O0Cb€e Ha Nnikapcbkuii 3acib) 3a BigCcyTHOCTI cepTudikara
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiANOBIAHOCTI €BpoONeVichKin dhapmakonei y 3aTBepaXeHoOMy
Aocbe, abo BUPOBHMKa HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3Ha4YeHo y JOCbE) - 3MiHa aApecu BUPOOHUYOI AiNbHUL
Jit040i pevyoBuHY 6€e3 3MiHN MicLsi BUpoBHMLTBA
53. | BIOBEH PO34MH ANs iHdy3in TOB YkpaiHa TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3mMiHu | Tuny - - UA/14527/01/01
MOHO® 5 %; in bulk: no 25 "BIO®APMA MNA3MA" AaMiHiCTpaTVBHI 3MiHU. 3MiHa HaiMeHyBaHHSs Ta/abo
Mn y nnawui abo MNA3MA" (BpPOBHMLTBO, agpecy 3asiBHMKa (BMacHMKa peecTpauiiHoro NocBigYeHHs) -
dnakoHi; no 96 nepsuHHe 3MiHa agpecu 3asaBHUKA; 3MiHW | TUNY - AOMIHICTpaTUBHI
nnawok abo nakyBaHHS; 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
nakoHiB y rpynosin BMPOBHMLTBO, NpoBaf)XeHHS AisnNbHOCTI BUpobHMKa/iMnopTepa roroBoro
Tapi; in bulk: no 50 nepBuHHE Ta nikapcbkoro 3acoby, BKoYvaum AinbHULi BUNYycKy cepii abo
MmNy nnawui abo BTOPUHHE MicLie MPOBEAEHHSI KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKy
dnakoHi; no 56 nakyBaHHs1, BUNYCK BiAnoBiAae BMPOBHUK/iMMOpTep, BKMHOYa4M BUNYCK cepint) -
nnawok abo cepin; 3MiHa agpecy BUPOBHMYMX OiNbHULE rOTOBOrO iKapCbKoro
nakoHiB y rpynosin KOHTPOIb SKOCTI) 3acoby 6e3 3MiHM Micus BUpOOHULTBA; 3MiHu | Tuny -
Tapi AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo
agpecy MicLsa NpoBaKeHHs AisNbHOCTI BUPOGHMKa
(BKntoYarouK, 3a HEOBXIAHOCTI, MiCLle MPOBEAEHHSI KOHTPOIO
AKocTi), abo BnacHuka mactep-darina Ha AdI, abo
noctayanbHuka Adl/BuxigHoro
mMaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
3aCTOCOBYHTLCSA Y BUPOOHULTBI AP (AKLLO 3a3HaYeHo y
[A0CbE Ha Nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoBiAHOCTI €Bponencbkilt hapmakonei y 3aTBepakeHoOMY
Aocbe, abo BUPOGHMKA HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3HayYeHo y A0CbE) - 3MiHa agpecy BUPOBHUYOT AiNbHUL
4itoYoi peyoBuHM 6e3 3MiHU Micusi BUpoBHMUTBA
54. | BIOKINOT A® | niodginizat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpauiiHux Matepianis: 3mMiHu | Tuny - 3a UA/16249/01/01
PO3YMHY ANs iH eKuin "BIO®APMA MNA3MA" AaMiHicTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo peuernmom
no 250 MO, 1 MJITIASMA" (BpOGHULTBO, agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro nocBig4YeHHs) -
nakoH 3 nepBuHHE 3MiHa agpecy 3asaBHUKA; 3MiHW | TUNY - AOMIHICTpaTUBHI
nioginizatom y nakyBaHHS; 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
KOMMNEKTi 3 BMPOBHMLTBO, NpOoBafXEHHS AisnNbHOCTI BUpOBHMKa/iMnopTepa roToBoro
pPO34YnHHKKOM (BoAa nepBuHHE Ta nikapcbkoro 3acoby, BkoYvatum AinbHuLi BUNycky cepii abo
ans iH'ekuin) no 5 BTOPVHHE MicLie NPOBEAEHHSI KOHTPOIO AKOCTI. (QisNbHICTb, 3a Ky
Mn 'y drakoHi; no 1 nakyBaHHS, BUNYCK BiAnosigae BMpOBHUK/iMNoOpTep, BKMHOYa4mM BUNYCK cepint) -
dnakoHy 3 Cepii; KOHTPOrb 3MiHa agpecy BUPOGHNYNX AiNbHULb FOTOBOIO fikapCbkoro
niodpinisatom Ta no SIKOCTI) 3acoby 6e3 3amiHM Micust BUpOBHULTBA; 3MiHM | Tuny -
1 donakoHy 3 AamiHicTpaTuBHi 3mMiHW. 3miHa HaliMeHyBaHHs Ta/abo
PO3YNHHUKOM pPa3oM agpecu Micusa NpoBafpKeHHs OisanbHOCTI BUpOOHMKa
i3 3acobamu ans (BKntoYarOuK, 3a HEOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
PO3YMHEHHS Ta sikocTi), abo BnacHuka macTtep-ganna Ha A®l, abo
BBeAeHHs (1 noctavanbHuka A®l/BuxigHoro
dinbTp, 1 Wnpuy, maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
ofHopa3oBui 3 3acToCOBYOTbCH Y BUPOOHMUTBI ADI (SKLLO 3a3HaYeHo y
ronkow Ans iH'ekuin, OOCb€E Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
1 kpunbyarta BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXXeHOMY
iHdysiiHa cuctema) Aocbe, abo BUPOBHMKA HOBOI AOMOMDKHOI PEYOBUHU (SKLLO
y nayuij 3a3HayvyeHo y A0CbE) - 3MiHa agpecy BUPOBHMYOT QinbHULI
Aitoyoi pevoBuHY 6€3 3MiHU Micusi BUpoOHMUTBA
55. | BIOKNIOT A® | nioginisat agns TOB YkpaiHa TOB "BIOPAPMA YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - 3a UA/16249/01/02
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

PO3YUMHY OANS iH eKUin "BIO®APMA MNA3MA" AaMiHiCTpaTVBHI 3MiHU. 3MiHa HaiMeHyBaHHS Ta/abo peuernmom

no 500 MO, 1 MNA3MA" (BpPOBHMLTBO, agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -

nakoH 3 nepsuHHe 3MiHa agpecu 3asaBHUKA; 3MiHM | TUNY - AOMIHICTpaTUBHI

nioginisatom y nakyBaHHs; 3miHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu micus

KOMMMEeKTi 3 BMPOBHMLITBO, NpOoBaf)XeHHS AiSnNbHOCTI BUpObHMKa/iMnopTepa roroBoro

PO34YMHHMKOM (BOAA nepBuHHE Ta nikapcbKkoro 3acoby, BKMoYvaum AinbHULI BUMYCKy cepii abo

Ans iH'ekuin) no 10 BTOPVHHE MicLie MPOBEAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a AKY

Mn y donakoHi; no 1 nakyBaHHs, BUNYCK BiAnoBiAae BUPOBHUK/iMMOpPTep, BKMHOYa4M BUNYCK Cepint) -

nakoHy 3 Cepin; KOHTPOIb 3MiHa agpecu BUPOOHUYMX AiNbHULE FOTOBOrO NiKapCbKoro

nioginisatom Ta no SIKOCTI) 3acoby 6e3 3MiHM Micus BUpOOHULTBA; 3MiHM | Tuny -

1 cpnakoHy 3 AOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

PO3YMHHMKOM pa3om agpecy Micus NpoBafXeHHs AiSnbHOCTi BUpobHUKa

i3 3acobamu ans (BKMtOYarouK, 3a HEOBOXIAHOCTI, MiCLIe MPOBEAEHHSI KOHTPOIO

PO3YMHEHHA Ta AKocTi), abo BnacHuka mactep-darina Ha AdI, abo

BBEAEHHs (1 noctadansHuka Ad®l/BuxinHoro

dinbTp, 1 Wwnpuy, maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0

O[iHOpa30BUN 3 3aCTOCOBYHTLCSA Y BUPOOHULTBI AP (AKLLO 3a3HaYeHo Y

ronKo Ans iH'eKuin, [O0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHoCTi cepTudikaTa

1 kpunbyata BiANoBiAHOCTI €Bponelickbkin dhapmakonei y 3aTBepaXeHoOMY

iHysiliHa cuctema) nocbe, abo BUPOGHMKA HOBOI AOMOMIDKHOT PEYOBUHU (SIKLLLO

y nayui 3 KapToHY 3a3HayYeHo y 0CbE) - 3MiHa agpecyu BUPOBHUYOT AiNbHUL

Jito4oi pevyoBuHY 6e3 3MiHU MicLsi BUpOBHMLTBA

56. | BIOKIIOT A® | niodginizat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux Matepianis: 3mMiHu | Tuny - 3a UA/16249/01/03

PO3YMHY ANS iH'eKUin "BIO®APMA MNA3MA" AaMiHicTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo peuernmom

no 1000 MO, 1 MNA3MA" (BpOBHULTBO, agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro nocsigyeHHs) -

nakoH 3 nepBuHHE 3MiHa agpecu 3asiBHWUKA; 3MiHu | Tuny - AgMiHiCTpaTmBHI

niocpinizatom y nakyBaHHS; 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus

KOMMNEKTi 3 BMPOBHMLTBO, NpoBafXeHHSs AisnNbHOCTI BUpOBHMKa/iMnopTepa roToBoro

pO34YnHHKKOM (BOAa nepBuHHE Ta nikapcbkoro 3acoby, BKM4arum JinsHuULUI BUNycKy cepii abo

ans iv'ekuin) no 10 BTOPVHHE MicLie NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKY

Mn 'y dnakoHi; no 1 nakyBaHHS, BUMNYCK BiAnoBigae BMpOBHUK/iMNoOpTep, BKMHOYa4mM BUNYCK cepint) -

dnakoHy 3 Cepivi; KOHTPOrb 3MiHa agpecy BUPOBHMYMX OiNbHULE FOTOBOrO fikapCcbKoro

nioginisatom Ta no SIKOCTI) 3acoby 6e3 3MiHM Micusa BUpOBHULTBA; 3MiHuM | Tuny -

1 donakoHy 3 AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo

PO3YMHHWUKOM pa3oM agpecy Micus NpoBafXeHHs AisnbHOCTI BUPOOHUKa

i3 3acobamu ans (BkntoYarouK, 3a HeOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO

PO3YMHEHHS Ta sikocTi), abo BnacHuka macTep-garnna Ha A®l, abo

BBedeHHs (1 noctavanbHuka A®l/BuxigHoro

dinbTp, 1 Wnpuy, maTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO

OofHOpa3oBuK 3 3acTOCOBYTbCS Y BUPOBHULTBI AD| (SIKLLO 3a3HAYEHO Y

ronKkow Ans iH'eKuin, [A0Ccbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTi cepTudikaTa

1 kpunbyarta BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMYy

iHdysiiHa cuctema) Aocbe, abo BUPOBHMKA HOBOI JOMOMIXKHOI PEYOBUHM (SIKLLO

y nayui 3 KapToHy 3a3HayvyeHo y A0CbE) - 3MiHa agpecy BUPOBHMYOT QinbHULI

AitoY0i pevoBuHY 6€e3 3MiHU Micusi BUpobHMUTBA

57. | BPAMITOB PO34unH Ans K'esi ABCTpia BTOPUHHE ITanis/ BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3mMiHu | Tuny - 3a UA/15301/01/01

iHransuin, 300 mr/4 dapmac'toTike nakyBaHHS1, Himeuyunna 3MmiHun wopao 6e3nekun/edeKkTMBHOCTI Ta hapmakoHarnsgy peuyernmom

M, no 4 mn B n3 rmex KOHTPOIb SKOCTi Ta (iHWwi 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKU

amnyni; no 4 BUMYCK Cepii: nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii wono

amnynu B
repMeTU4HO

K'esi ®apmaueyTtumui
C.n.A., lITanis;

3a3HavYeHHs OAMHULb BUMIpOBaHHSA y cucTemi SI. BHeceHHs
3MiH go posginy “MapkyBaHHs” MKA J13” (BBegeHHs 3miH




21 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3anasiHoMy CTpwni; BMPOBHMLTBO in- NpPOTAroM 6-Tu MicALIB MICNSA 3aTBEPAXEHHS); 3MiHu | Tuny -
no 16, 28 abo 56 bulk, nepeuHHe Ta AAMiHIiCTpaTuBHI 3MiHW. BunyyeHHs BUpobHUYoi AinbHuLi
amnyn y KapTOHHIN BTOPUHHE (Bkntoyatoum AinbHULI Ana APl npomixkHoro npoaykTy abo
Kopobui nakyBaHHS, roTOBOro NiKapCbKoro 3acoby, AinbHULi ANA NpOBeAeHHS
KOHTPOIb cepii: nakyBaHHs1, BUpOOHYMKa, BiANOBIAaNbLHOro 3a BUMYCK Cepii,
lenetik C.M.A., MicLie NpOBEeAEHHSI KOHTpOrio cepii) abo nocTavanbHvKa
ITanis; BMXiAHOrO Marepiany, peareHTy abo 4OMOMiXXHOI Pe4OBUHM
BUMPOBHUK NpoayKLi (AKLLLO 3a3HAYEHO Y AOChE) - BUNyYEHHS yHKLUT
in-bulk, nepBuHHe Ta BiANOBiAaNbHUI BUNYCK Cepii 3aTBepaXEHOro BUPOOHMKa
BTOPVHHE lenetik C.n.A., ITania (BMpoBOHMLTBO 3@ MOBHUM LIKIIOM)
nakyBaHHs Ta BBeaeHHs 3MiH NpoTaromM 6-Tu MicauiB nicnsa 3aTBepaXKeHHS
KOHTPOSb SAKOCTi:
Xononak
depnakyHrcTexHik
'M6X, HimeuunHa;
nepBrHHE Ta
BTOPVHHE
nakyBaHHSI:
Xononak
depnakyHrcTexHik
'M6X, HimeyynHa
58. | BPU3AIb® Kpanni oYHi, AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14749/01/01
cycnensisi, 10 mr/mn, AaMiHicTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo peuernmom
no 5 mn y gnakoHi; agpecy 3asiBHUKa (BnacHWKa peecTpaLiiHoro nocBigyYeHHs) -
no 1 conakoHy y 3MiHa HaiMeHyBaHHs Ta agpecu 3asiBHUKa (BnacHuKa
nauyui 3 KapToHy peecTpauiiHoro noceigyeHHs) (BBegeHHs 3miH npoTsrom 6-
TU MicALIB Nicns 3aTBepAXeHHs1); 3aMiHu | Tuny -
AaMiHicTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusa NpoBagKEHHS OiANbHOCTI BUPOGHMKA
(BkntoYarouK, 3a HeOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka macTep-darnna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMi>KHOro NpoayKTy, Lo
3aCTOCOBYHOTLCS Y BUPOGHULTBI ADI (SIKLLO 3a3HaYeHO Y
[A0Cbe Ha Nnikapcbkuii 3acib) 3a BigcyTHOCTi cepTudikaTa
BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
Aocbe, abo BUPOBHMKA HOBOI JOMOMIXKHOI PEYOBUHM (SIKLLO
3a3HayvyeHo y 4OCbE) - 3MiHa agpecy Micus NPOBadXEeHHs
BMpOGHUKa cybcTaHuii 6puH3onamigy Biocon Limited, India,
6e3 3MiHM Micus BUPOBGHMUTBA; 3MiHK | TUny -
AamiHicTpaTuBHi 3mMiHW. 3miHa HaliMeHyBaHHs Ta/abo
afpecun Micus NpoBagXeHHs QisANbHOCTI
BMpPOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIIOYaKYM AiNbHWLI BUNYCKY cepii abo micLie npoBegeHHs
KOHTPOSIO AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOOHMK/iIMNOpTEp, BKINOYaOUM BUNYCK Cepin) - 3MiHa
HalilMeHyBaHHS Ta agpecu BUpobHuka, 6e3 3amiHu micust
BMPOOHMUTBA (BBEAeHHs 3MiH npoTArom 6-Tu MicsAuiB nicns
3aTBEepAXEHHs)
59. | BPU3OTOH® | kpanni o4Hi no 5 mn AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuxX Matepianis: 3miHu | Tuny - 3a UA/17723/01/01
y dnakoHi, no 1 AaMiHicTpaTyBHI 3MiHW. 3MiHa HaViMeHyBaHHA Ta/abo peuyenmom
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

dnakoHy B navui

agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBig4YeHHs) -
3MiHa HaiMeHyBaHHS Ta aJpecu 3asBHMKa (BNacHuKa
peecTpauiiHoro noceig4YeHHs) (BBegeHHs 3miH npoTsrom 6-
TN MiCALIB Micnsa 3aTBePAXeHHs); 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo
afpecun Micusa NpoBafXeHHS AiAnbHOCTI
BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIIOYao4M AiNbHULI BUNYCKY cepii abo MicLie npoBeaeHHs
KOHTPOJSO AIKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/iIMNOpTEp, BKMOYA4M BUMYCK Cepilt) - 3MiHa
HalMeHyBaHHS Ta agpecu BUpobHvka 6e3 3amiHu micus
BMpobHMUTBa (BBEAeHHS 3MiH MpoTArom 6-Tu micauis micns
3aTBEPOKEHHS); 3MiHM | TUNY - 3MiHK WwWoao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay (iHwi 3MiHn) -
OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKoro
3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
OAVHWLE BUMIptOBaHHS Y cucteMi Sl. 3asHayeHHs po3ainy
«MapkyBaHHs» B MKA 13 B HacTynHin pegakuii:
MapkyBaHHs. 3rifHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
(BBeaeHHs 3MiH NpoTarom 6-Tu Micauis nicns
3aTBEPAXEHHS); 3MiHu | TUNy - AgMiHicTpaTMBHI 3MiHKU. 3MiHa
Ha3BW nikapcbkoro 3acoby - 3miHa Ha3su [T13:
3aTtBepaxeHo: bpn3oToH Brizoton 3anponoHoBaHo:
Bpu3oToH® Brizoton (BBeaeHHs 3MiH NpoTarom 6-Tu micsuis
nicns 3aTBepAXKeHHs)

60.

BENNAKCUH®

Kancynm
NPONOHroBaHoI aji
no 37,5 mr; no 10
kancyn y énictepi;
no 3 Gnictepu B
KapTOHHI kopooLi;
no 14 kancyny
GnicTtepi; no 2
Gnictepu B
KapTOHHI kopobLi

3AT
dapmaueBTuy
HUN 3aBog
EFIC

YropwmHa

3AT
dapmauyeBTU4HUN
3aBog ElC

YropwmHa

BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny -
3MiHK Wwoao 6e3nekn/edekTBHOCTI Ta hapMakoHarnsay.
BeeneHHst abo 3MiHM 40 y3aranbHeHUX AaHKX MPo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHoi
ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEeHHS
dapmakoHarnsgy B YKpaiHi, SKLWO BOHA BiAMiHHA Big
yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BknroYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXXEHOI 0cobU 3asBHUKA,
BignoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
peakuis: €dimkiH AHapin MeoprinoBm4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTAKTHOI 0CO6Y YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a dpapmakoHarnsg B YKpaiHi

3a
peuernmom

UA/3580/02/01

61.

BEJIAKCUH®

Kancynm
NPONOHroBaHoiI Aajii
no 75 mr; no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHIN Kopobui;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHiIN kopobui

3AT
dapmaueBTuy
HUI 3aBOf,
ErC

YropwmHa

3AT
dapmaueBTUYHUI
3aBop ElIC

YropwmHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHUX gaHuX NPo cucTemy
hapMmakoHarnagy (BBegeHHs! y3aranbHeHUX AaHuX npo
cucteMmy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA bapMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asBHUKa AN 30iINCHEHHS
dapmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsgy (BKNYa4yy KOHTaKTHI faHi) Ta/abo 3MiHu

3a
peuenmom

UA/3580/02/02
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
y PO3MilLieHHi MacTep-danna cuctemum papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBOM YNMOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asBHNMKA,
BignosiganbHoi 3a papmakoHarns B YkpaiHi
62. | BENAKCUH® | kancynu 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/3580/02/03
NPOJIOHroBaHoI Aji PapmaueBTny dapmaueBTU4HUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
no 150 mr; no 10 HUI 3aBO[, 3aeog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Kancyn y 6nictepi; EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
no 3 6nictepu B cucTeMmy chapMakoHarnagy, 3MiHa ynoBHOBaXXeHoi ocobu,
KapTOHHI kopobuli; BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
no 14 kancyny ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
GnicTtepi; no 2 hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
Gnictepu B yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
KapTOHHi KopobLi hapmakoHarnagy (BKnoyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXEHOiI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHOI 3a apmakoHarnag B YkpaiHi
63. | BEHOMENAH renb no 40 r y Ty6i; My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3aMiHu | Tuny - 6e3 UA/7100/01/01
on no 1 Ty6i B nayui aKuioHepHe akuioHepHe 3MiHK 3 sikocTi. [oTOoBWMIA Nikapcbkuii 3aci6. KoHTponb peuernma
TOBapuCTBO TOBapuCTBO roToBOro nikapcbkoro 3acoby. 3miHa y metogax
"HaykoBo- "HaykoBo- BMNPOGYBaHHSI rOTOBOrO fikapcbKkoro 3acoby (He3HavyHa
BUPOGHWYNIA BUPOBHUYMIA LIEHTP 3MiHa y 3aTBepAXeHuX MeTogax BUNpobyBaHHS); CynyTHS
LLeHTp "BopLyariBCbkui 3MiHa - 3MiHK 3 sikocTi. [0TOoBMIA Nikapcbkuii 3aci6. 3MiHN y
"BopLyariBcbk XimiKo- BMPOGHMUTBI. 3MiHK BUNpobyBaHb abo AONYCTUMUX MEX,
Wn Ximiko- hapmaLeBTUYHMUN BCTaHOBMEHWX Y crieumdikalisx, nig yac BUpobHMUTBa
dapmaueBTny 3asop" roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH
HWU 3aBoa" Ao meTopais BunpobysaHHs 13, 3a nokaszHukom "KinbkicHe

BM3Ha4yeHHs1. BeHopyTuHON", 30Kkpema: 3amiHeHa
npoboniarotoka BUNPobyBanbHOr0 PO34KHY Ta PO3UUHY
NOPIBHSAHHS; 3MIHEHO TEPMiH MPUAATHOCTI PO3YNHY
NOpPIBHSAHHSA. AK HAcNiAoOK BiANOBIAHI 3MiHW BHOCATHCH 40
METOAMK BUNPOBYBaHHs ANst TPOMiXKHOI MPOAYKLi.
3MiHM | Tuny - 3miHK 3 sikocTi. FoTOBWMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOGYBaHHsI rOTOBOrO flikapcbkoro 3acoby (He3HavHa
3MiHa y 3aTBepOKeHNX METoAaX BUNPOBYBaHHS); CYMyTHS
3MiHa - 3MiHM 3 sikocTi. FoTOBMI nikapcbkuii 3aci6. 3miHN y
BMPOOHMUTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMEHUX y cneuudikauisx, nig yac BUpobHULTBa
roTOBOrO JlikapCbKOro 3acoby (iHLi 3MiHW); BHECEHHSI 3MiH A0
meToais BunpobysaHHs 113 3a nokasHukom "KinbkicHe
BM3HA4YeHHs1. [lekcnaHTeHon", 3okpema: amiHeHa
npobonigroToeka BUNPoOYyBaribHOro pO34nHy Ta PO3YNHY
NOPIBHSIHHS; 3MiHM B yMOBax XxpomaTorpadyBaHHs Ta
nepesipLi NnpugaTHocTi XxpoMartorpadidHoi cuctemu”. Ak
HacnifgoK BiANOBiAHI 3MiHM BHOCATLCSA 40 METOANK




24 ITponoBixeHHs gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BMNPOOYBaHHSA ANS MPOMiXKHOI MpoayKUii
64. | BIKC AKTUB cupon, no 30 mn abo [MpokTep eHa LLisenuapis MpokTep eHp Membn HimeyunHa BHECEHHS 3MiH 1O peecTpaLinHuX Marepianis 3MiHu | Tuny - 6e3 UA/13502/01/01
MELIHAUT no 90 mn, abo no Fembn MaHydekuypiHr 3MiHM A0 IHCTpyKUii AN Mean4HOro 3acToCyBaHHS peuernma
100 mn, abo no 120 IHTepHewHn mM6X nikapcbKoro 3acoby o posainis "OcobnueocTi
mn, abo no 180 mn, OnepenwH3 3actocyBaHHs" Ta "lNMepeno3yBaHHs" 3rigHoO 3
abono 240 mny CA pekomeHgauismm PRAC
nnswui; no 1
nNNAWLi pasom 3
MipHUM
CTaKaH4YMKOM Y
KopobLi
65. | BIMMNAT® TabneTku, BKpUTI OCB ®apma Benbris BUPOBHMK Benbris/ BHECEHHS 3MiH 0 peecTpauinHux matepianis 3aMiHu Il Tuny - 3a UA/10825/01/01
NNiBKOBOIO C.A. Hepo3adacoBaHoi HimeyunHa 3MiHW A0 iHCTPYKLii ANS MeANYHOro 3acTOCyBaHHs peuernmom
obonoHkoto, no 50 npoaykuii Ta nikapcbkoro 3acoby Ao po3ainis "Baaemogis 3 iHWMK
™mr, no 14 Tabnetok KOHTPOSb SKOCTI: nikapcbknuMu 3acobamu Ta iHLWi BUaAW B3aeMogin”,
y bnictepi; no 1 abo IOCB ®apma C.A,, "OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
4 Gnictepu B Benbris; BUpOGHUK no3n", "MobiuHi peakuii”.
KapTOHHI kopoOLi Hepo3dacoBaHoi BBeaeHHs 3MiH NpoTsaromM 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
npoaykuii Ta
KOHTPOIb SIKOCTi:
Ewncika
dapmacbioTvkana
'mMB6X, HimeuwunHa;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs: Ewncika
dapmacboTukan3a
'mMBX, HimewunHa
BUPOGHMK
BignosifanbHWUM 3a
BUMYCK cepii Ta
KOHTPOIb SAKOCTI:
Evicika
dapmacbloTukana
'm6X, HimevyynHa
66. | BIMINAT® TabneTku, BKpUTI IOCB ®apma Benbris BMPOBHMK Benbris/ BHECEHHS 3MiH [0 peecTpauifiHnx matepianis 3aMiHu Il Tuny - 3a UA/10825/01/02
NniBKOBOO C.A. Hepo3dacoBaHoi HimeuyunHa 3MiHM A0 IHCTPYKLUii ANS MEeANYHOro 3aCTOCYBaHHSA peyernmom
obornoHkoto, no 100 npoaykuii Ta nikapcbkoro 3acoby o po3ainis "B3aemogis 3 iHWWMK

Mr, no 14 tTabnetok
y 6nictepi; no 1 abo
4 Gnictepu B
KapPTOHHI kopooLyi

KOHTPOJSIb SKOCTI:
KOCB ®apma C.A.,
Benbrisi; BUpOGHUK

Hepo3dacoBaHoi

npoaykuii Ta

KOHTPOJSIb SIKOCTI:

Ewncika
dapmacbioTrkana
M6X, HimeyuunHa;

nepBrHHE Ta
BTOPUHHE
nakyBaHHs: Elcika
dapmacboTukans

nikapcbknMu 3acobamu Ta iHWi Buan B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "Crocib 3acTocyBaHHS Ta
ao3n", "MobivHi peakuii”.
BBeaeHHst 3MiH NpoTsirom 6-Tn MicauiB Nicnsa 3aTBepaXKEHHS
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

6X, HimeuyunHa
BUMPOBHMK
BiAnNoOBigAanbHW 3a
BUMYCK Ccepii Ta
KOHTPOIb SKOCTi:
Encika
dapmacboTukans
'M6X, HimeyynHa

67.

BIMNAT®

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 150
Mr no 14 TabneTok y
6nictepi; no 1 abo 4
6nictepu B
KapTOHHi KopobLi

HOCB ®apma
C.A.

Benbria

BUMPOBHMK
Hepo3gacoBaHoi
npoaykuii Ta
KOHTPOSb SIKOCTi:
IOCB ®apma C.A,,
Benbrist; BUpobHUK
Hepo3gacoBaHoi
npoaykuii Ta
KOHTPOJSIb SIKOCTi:
Encika
dapmacbioTvkana
'm6X, HimeudnHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs: Ewcika
dapmacbioTvkans
'M6X, HimeuunHa
BUPOGHMK
BiANOBiAanbHUIA 3a
BMNYCK Cepii Ta
KOHTPOIb SIKOCTi:
Ewcika
dapmacbioTvkans
'mM6X, HimewunHa

Benbris/
HimeuyunHa

BHECEHHS 3MiH 0 peecTpauinHux matepianis 3aMiHu Il Tuny -
3MiHW 0 iIHCTPYKUIT AN MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby fo po3ainis "Bsaemogis 3 iHWuMu
nikapcbknMu 3acobamu Ta iHWi BUAM B3aeMogiit",
"OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta
aosun", "MoBivHi peakuii”.

BBeaeHHs1 3MiH MpoTAroM 6-Tu MicAUiB NiCnsa 3aTBepaXeHHS

3a
peyernmom

UA/10825/01/03

68.

BIMMAT®

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 200
Mr no 14 Tabnetok y
Gnictepi; no 1 abo 4
Gnictepu B
KapPTOHHI kopooLyi

HOCB ®apma
C.A.

Benbris

BMPOBHMK
Hepo3dacoBaHoi
npoaykuii Ta
KOHTPOIb SIKOCTi:
KOCB ®apma C.A.,
Benbrisi; BUpOGHUK
Hepo3dacoBaHoi
npoaykuii Ta
KOHTPOJSIb SKOCTI:
Ewncika
dapmacbioTvkana
M6X, HimeyuunHa;
nepBUHHE Ta
BTOPUHHE
nakysaHHs: Encika
dapmacbioTmkana
'mM6X, HimeyunHa
BMPOOHMK
BiAnosiganbHUi 3a

Benbris/
HimeyunHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis 3aMiHu Il Tuny -
3MiHW 40 IHCTPYKUIT AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainis "B3aemogis 3 iHWWMK
nikapcbknMu 3acobamu Ta iHLWi BUan B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "Crocib 3acTocyBaHHS Ta
ao3n", "MobivHi peakuii".

BBeaeHHst 3MiH NpoTsirom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHN

3a
peuerimom

UA/10825/01/04
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BUMYCK Cepii Ta
KOHTPOIb SAKOCTi:
Encika
dapmacbioTvkans
'M6X, HimeyynHa
69. | BIHINIH® piguHa HawkipHa, no AT YkpaiHa AT "BITAMIHA" Ykpaina BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3mMiHu | Tuny - 6e3 UA/0964/01/01
(BANb3AM 100 r y donakoHi "BITAMIHWL" AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo peuenma
LLOCTAKOB nonimepHomy; no 1 agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -
CbKOro) nakoHy B nauui; no 3MiHa HaiMeHyBaHHS Ta agpecu 3asBHuKa (BBegeHHS 3MiH
100 r y 6aHui NpoTSAroM 6-Tu MicAUiB Micns 3aTBEpAXEHHS); 3MiHu | Tuny -
nonimepHin; no 1 AaMiHicTpaTuBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo
6aHui y nayui; no 50 afpecun Micusa NpoBafXeHHS AiAnbHOCTI
ry 6aHui BMpOOHMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
noniMmepHin; no 1 BKIIOYao4M AiNbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
GaHui y navui KOHTPOJSO AIKOCTI. (AisNbHICTb, 3@ sIKy BignoBsigae
BMPOGHMK/IMNOpTEp, BKMOYa4M BUNYCK Cepilt) - 3MiHa
HaliMeHyBaHHs Ta agpecu BupobHuka 13, 6e3 amiHu micus
BMpobHUUTBa (BBEAEHHS 3MiH MpoTArom 6-Tu micauis nicns
3aTBEPOKEHHS); 3MiHM | TUny - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHs abo
3MiHM A0 y3aranbHEeHUX AaHUX NpPo CUCTeMy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
cuctemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoOBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30iNCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKnoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu 3asBHMKa,
BiANoBiAanbHOI 3a 3AiCHeHH:A bapmakoHarnagy. 3miHa
MicL 3A4IMCHEHHS OCHOBHOI AiSANbHOCTI 3 dhapMakoHarnsgy.
3MiHa agpecu macTep-danna cuctemun dapmakoHarnagy;
3miHu | Tuny - 3miHn wopo 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) - BHeceHHst 3amMiH fo po3giny
«MapkyBaHHsI» B 3aTBepaeHnx MKA 13 (BBeaeHHst amiH
npoTAroMm 6-Tu MicsUiB Nicns 3aTBEpAXEHHS)
70. | BITAMIHC TabneTku >xxyBarnbHi; ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX maTtepianis 3MiHu | Tuny - be3 UA/5358/01/01
500 no 10 Tabnetok y obmexeHor obmexeHoto OHOBIEHHS TEKCTY MapKyBaHHs yNaKoBKMW NikapCbKoro peuenma
Gnictepi; no 1 abo BiagnoBiganbHi BiAnoBiganbHicTo 3acoby 3 BHECEHHSIM iH(bopMalii LLoao 3a3HavYeHHs
no 2, abo no 10 cTio "®apmaueBTuyHa OOVHMWUB BUMIpIOBaHHA y cuctemi Sl. BHeceHHs 3miH 4o
GnictepiB y "dapmaueBTu KomMnaHis "3gopos'a” po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
KapTOHHIN Kopobui; YHa KomnaHis MAPKYBAHHA BignosigHO A0 3aTBEPOXXEHOro TeKCTY
no 10 TabneTtok y "3popos'a” MapKyBaHHs1. BBeAeHHs 3MiH npoTArom 6-tu micsauis nicns
6nictepax; no 30 3aTBEPAKEHHS
abo no 50 Tabnertok
Yy KOHTeHepax
71. | BI®EHAO NOpPOLLOK Ans NeANIEP CLA MaTeoH CLUA/ BHECEHHS 3MiH 40 peecTpaLiiH1X maTtepianis 3MiHu | Tuny - 3a UA/2666/02/01
PO34UnHY Ansa IHK. MeHtobekyypuHr PdpaHuisa OHOBIIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom
iHdy3ivi no 200 wmr; 1 Cepsices JIJIC, CLLIA 3acoby 3 BHeCEHHsIM iHdopMaLii LWoao 3a3HavyeHHs
¢NakoH 3 MOPOLLKOM (BUpOGHULTBO, 0OMHUUb BUMIiptoBaHHS y cnctemi Sl. TepMiH BBEAEHHS 3MiH:
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Y KapTOHHIl kopobui

[OCHIAKEHHSs!
cTabinbHOCTI,
KOHTPOIb SKOCTi);
dapesa Ambyas,
®paHuia (BTOPUHHE
nakyBaHHS1,
[OCniaXeHHS
cTabinbHOCTI,
BUMYCK cepii);
dapmauis i AngxoH
Komnawi IN1C, CLLUA
(BpOBHULTBO,
nepBuUHHE
nakyBaHHs1,
KOHTPOJS1b SIKOCTi)

npoTaroMm 6 micsAuiB nicns 3aTBepAXeHHS

72.

BI®EHA

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 200
Mr no 7 TabneTok y
GnicTtepi; no 2
6nictepu B
KapTOHHi KopobLi

MNeAN3EP
IHK.

CLUA

Mdpansep ITanisa
C.p.n., Itanis
(BMPOBHMLTBO

npenapary in bulk,
KOHTPOMb SIKOCTi Npw
BUMYCKY, NaKyBaHHS,

KOHTPOIb AKOCTI
(cTabinbHicTb),

BUNyck cepii); P-

dapm [DxepmaHi

'M6X, HimeuunHa
(BMPOBHMLTBO
npenapary in bulk,
KOHTPOIb SIKOCTi Npu
BUMYCKY, NaKyBaHHS,

KOHTPOIb SIKOCTi
(cTabinbHicTb),
BMMYCK cepii )

ITanis/
HimeuyunHa

BHECEHHS 3MiH O peecTpauinHuX Matepianis 3MiHu | Tuny -
OHOBIEHHA TEKCTY MapKyBaHHA yNakoBKWU NiKapCbKOro
3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
OOVHMWUbB BUMipIOBaHHSA y cuctemi Sl. BBeaeHHs 3MiH
NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXEHHSA

3a
peyernmom

UA/2666/01/01

73.

BI®EH[

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 50
Mmr no 10 TabneTok y
Gnictepi; no 1
6nictepy B
KapPTOHHI kopooLyi

MPOANSEP
IHK.

CLIA

Mdcpansep ITanisa
C.p.n., Itania
(BMPOGHMLTBO

npenapary in bulk,
KOHTPOSb SKOCTi Npun
BUMYCKY, NaKyBaHHS,

KOHTPOJIb SKOCTI
(cTabinbHicTb),

BUMYycCK cepii); P-

dapm [xepmaHi

'M6X, HimeyuynHa
(BUPOGHMLTBO
npenapary in bulk,
KOHTPOSb SKOCTi Npu
BUMYCKY, NaKyBaHHS,

KOHTPOJIb SKOCTI
(cTabinbHicTb),
BUMYCK cepii )

ITanis/
HimeyunHa

BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHs YNaKoBKMW NikapCbKoro
3acoby 3 BHECEHHsIM iHdopMaLii LLoA0 3a3HaYeHHs
OOMHMWUB BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB NicNa 3aTBEPOXKEHHSA

3a
peuerimom

UA/2666/01/02




28 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
74. | TEK 130/0,42 NOpPOLLOK AT Yecbka AT "3epymBepk HimeuyunHa BHECEHHS 3MiH 40 peecTpaLlitHMX Martepianis 3miHu | Tuny - - UA/6812/01/01
(cybeTaHuis) y "MKo®apma" Pecny6bnika BepHbypr" 3MiHuM 3 gkocTi. CepTudikat BignosigHocTi/l E-cepTudikar
nonieTuneHoBmx BiANOBiAHOCTI €Bponelickbkin dhapmakonei/moHorpadii.
nakeTtax ons MopaHHs HoBOro abo OHOBNEHOrO cepTudikaTa
BMpOBHMUTBA BiANOBIAHOCTI ab0 BMNyYeHHs cepTudikata BianoBigHOCTI
CTEPUIbHUX €Bponevicbkin dbapmakonei: ana A®l; ans suxigHoro
nikapcbknx dopm matepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; AN 4ONOMKHOI
pevyoBMHU (cepTudikaT BignoBigHOCTI €BpoNenchkin
dapmakonei) - OHoBReHU cepTudikar Bif yxe
3aTBEPAXKEHOro BUPOOHWMKa
nogaHHs oHoereHoro CepTudikaTty BiANOBIAHOCTI
€sponevicbkin dapmakonei R1-CEP 2013-234-Rev 00
(nonepepaHs Bepcia RO-CEP 2013-234-Rev 00) Bif Bxe
3aTBepaxeHoro BupobHuka AT "3epymBepk BepHbypr”,
HimewunHa ana A®I rigpokcieTunkpoxmanto Ta, 9K Hacniaok,
BHECEHHS 3MiH A0 cneumdikauii Ta MKA J13
75. | FEKCIA necapii no 16 mr, no TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/15850/01/01
5 necapiiB y "BIO®APMA" BIO®APMA" 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuenma
KOHTYPHIn BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTeEMY
YapyHKOBIl hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
ynakosLi; no 2 cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHoi ocobu,
KOHTYPHi YapyHKOBI BiANoOBiAanbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ynakoBKW y nayi 3 ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
KapTOHY hapmakoHarnaay B YKpaiHi, AKWo BoHa BigMiHHa Big
YyNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (BKnoyak4m KOHTaKTHi AaHi) Ta/abo 3miHu
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBa)keHOi 0cobu 3asiBHMKA, BiANOBIAaNbHOI 3a
3[iMcCHeHHa dapmakoHarnsaay B YkpaiHi. [lponoHoBaHa
pepakuis — Npycebkuin Ctaxicnas Bonogumunposuy. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXXeHOi 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHEeHHA bapMakoHarnagy
76. | TEMOIMPOKT cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 6e3 UA/12641/01/01
pekTanbHi no 5 "®APMEKC reyn" OHOBIIEHHS TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuenma
CynosunTopiis y reymn" 3acoby 3 BHECEHHSIM iH(bopMalii LLoao 3a3HavYeHHs
CTpvni; No 2 cTpunu OOMHMWUB BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
B Mayui 3 KapTOHY NpoTAroM 6-T1 MicaLiB Nicna 3aTBEPAXKEHHSA
77. | TEHTAMIUWUH | posunH ans iH'ekuin, MAT YkpaiHa MAT "lranuydcapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis 3MiHu | Tuny - 3a UA/7197/01/01
Y CYIIb®AT 40 mr/Mnno 2 mn B "Tannudapm” 3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3aci6. 3miHN y peuernmom

amnyni; no 10 amnyn
Y KOHTYPHIl
YapyHKOBIW
ynakosui; no 1
KOHTYPHIl
YapyHKOBI ynakoBLi
B nayui; no 2 mn B
amnyni; no 10 amnyn
Y KOHTYPHIl
YapyHKOBIW

BMPOBHMUTBI. 3MiHM Y Npoueci BUpobHULTBa rOTOBOro
nikapcbkoro 3acoby, BKMOYa4n NPOMKHUIA NPOAYKT, WO
3aCTOCOBYETLCS MPWU BUPOOHMLTBI rOTOBOrO fikapCbKoro
3acoby (He3Ha4yHa 3MiHa y npoueci BUpobHULTBA) -
BHECEHHS 3MiH o poaainy 3.2.P.3. MNpouec BupobHuuTBa
nikapcbkoro 3acoby, 30Kkpema: BUKNageHHs! TEXHOMOriYHOT
cxemu BMpobHuyTea M3 B HOBIM pepakuii
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynakoBLi, 3anasHin
nanepom
78. | TMEBO Tabnetku, BKpUTI "meHmapk IHois "meHmapk IHaisa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 3a UA/8751/02/02
obonoHkoto, no 500 dapmacboTuk dapmacboTukans 3MmiHu 3 akocTi. FoToBUI Nikapcbknit 3acib. Cuctema peuenmom
mr, no 5 TabneTok y ans Jita. JTh. KOHTelHep/3akynoptoBanbHuii 3acib. 3miHa po3mipy
6nictepi; no 1 abo yNakoBKM rOTOBOrO NiKapcbKoro 3acoby (3MiHa KinbKoCTi
no 2 6nictepu y oAVHMUB (Hanpwvknag TabneTok, amnyn TOLLO) B YnaKoBLi:) -
KapTOHHIN yrnakoBLi 3MiHa nosa Aiana3oHOM 3aTBepAXeHUX PO3MipiB yNnakoBKU -
BBeJEHHs foAaTkoBoro po3mipy ynakosku Ne 10 (5x2) B
6nicTepi, 6€3 3MiHVM NepPBMHHOIO NakyBanbHOro MaTepiany Ta
3 BiANOBiAHUMU 3MiHaMK [0 po3ainy «YnakoBka» (BBaoeHHs
3MiH MPOTArom 6-T1 MicsALiB MicnsA 3aTBepAXEHHS)
79. | TMEBO TabneTku, BKpUTI CmeHmapk IHais "meHmapk IHaisa BHECEHHS 3MiH 10 peecTpaLinHux Matepianis: 3MiHu | Tuny - 3a UA/8751/02/01
obonoHkot, no 250 dapmacboTuk dapmacbloTukans 3MmiHu 3 sikocTi. FoToBMI Nikapcbkuii 3acib. Cuctema peuernmom
mr, no 5 Tabnetok y ans Jita. JTA. KOHTelHep/3aKynoptoBanbHuii 3acib. 3miHa po3mipy
6nictepi; no 1 abo yNaKoBKM rOTOBOrO NikapcbKoro 3acoby (3MiHa KinbKocCTi
no 2 6nictepu y oAvHWLB (Hanpwvknag TabneTok, amnyn TOLLO) B ynaKoBLyi:) -
KapTOHHIN ynakosLi 3MiHa no3a Aiana3oHoOM 3aTBepPAXEeHUX PO3MipiB YNakoBKY -
BBeeHHs fodaTtkoBoro po3Mipy ynakosku Ne 10 (5x2) B
6nicTepi, 6e3 3MiHVM NePBMHHOIO NakyBanbHOro MaTepiany Ta
3 BiANOBiAHMMU 3MiHaMK [0 po3ainy «YnakoBka» (BBaoeHHs
3MiH MPOTArom 6-T1 MicsALiB Micns 3aTBEpAXEHHS)
80. | FMIBEHKIIAM | tabnetku no 5 wmr, TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/4647/01/01
1A-3A0POB'A | no 10 TabneTtok y obmexeHoto obMexeHot OHOBJIEHHSI TEKCTY MapKyBaHHS yNaKoBKW fikapCbKoro peuernmom
Gnictepi; no 5 BignosiganeHi BiQNOBiAaNbHICTIO 3acoby 3 BHECEHHSIM iHhopMaLii WoA0 3a3HAYEHHSs!
GnictepiB y CTIO "®apmaueBTuyHa OOVHMUB BUMiptoBaHHSA Y cuctemi SI. BHeceHHs1 3MiH 1o
KapTOHHI kopoobLi; "dapmaueBTu KomnaHist "3gopos's"” po3ainy “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
no 50 TabneTtok y YHa KOMNaHis MAPKYBAHHA. BignosigHo 00 3aTBEPAXEHOrO TEKCTY
KOHTENHepi; no 1 "3popos'a" MapKyBaHHsi. BBegeHHs 3MiH npoTarom 6-Tu micauis nicna
KOHTENHepy y 3aTBEpPAKEHHS
KapTOHHI kKopooLi;
no 50 Tabnertok y
KOHTENHepax
81. | rmprua Tabnetkv no 2 wr, CaHnpos CnoseHis BMPOGHULTBO 3a Monbwa BHECEHHS 3MiH 40 peecTpauinHuX Marepianis 3MiHu | Tuny - 3a UA/5824/01/02
no 10 Tabnetok y dapmacbioTika NOBHWUM LMKIOM, 3MiHM Wwopao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
6nictepi; no 3 ns a.a. nakyBaHHS, BUMNYCK BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX NPo CUCTEMY

Gnictepu B
KapPTOHHI kopooLyi

cepii: ek C. A.

hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHuX npo
cucTemy cdhapmakoHarnsigy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iMCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNOBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
dapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa yNOBHOBa)KeHOi 0cobu 3asiBHMKa, BignoBiganbHoi 3a
dapmakoHarnsg.

Hitoya pepakuisa: CebacTbsiH XOpH, AOKTOP MEAUYHUX HayK.
Sebastian Horn, M.D., Ph.D. lNMponoHoBaHa pegakuis: [asig
IxoH INesic, 6akanasp Hayk. David John Lewis, B.Sc
(Hons), Ph.D. 3miHa koHTaKTHOI 0cobu 3asBHUKA,
BigNoBiganbHOI 3a 34iNCHEeHHs hapmakoHarnsagy B YKpaiHi.
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

[Hitoua pepakuia: BaweHko Biktopis CepriiBHa. Vashchenko
Viktoriia, M.D. lNponoHoBaHa pegakuis:

Opnos B’syecnas Bikroposuy. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX JaHUX YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
30iCHEHHs hapmakoHarnsaay. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnagy B YkpaiHi.
3MiHa Micus 34iCHEHHSI OCHOBHOI AiSNbHOCTI 3
papmakoHarnsigy. 3MiHa HoOMepy Ta MiCLLEe3HaXOOKEHHSI
mMacTep-canna

82.

rniPvAa

TabneTku no 3 wmr,
no 10 Tabnetok y
Gnictepi; no 3
6nictepu B
KapTOHHi KopobLi

Canpos
dapmachbloTika
n3a.Ao.

CnoBeHist

BMPOBHMLTBO 3a
MOBHUM LIMKIOM,
nakyBaHHsi, BUMYCK
cepii: ek C. A.

Monbla

BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny -
3MiHU Wwoao 6e3nekn/edeKkTUBHOCTI Ta dhapMakoHarnagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANoBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOI
ocobu 3 hapmakoHarnsay 3asaBHUKa ANs 30iINCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big,
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

Hitoya pepakuisi: CebacTbsiH XOpH, AOKTOP MEAUYHUX HaYK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
IxoH Jesic, 6akanasp Hayk. David John Lewis, B.Sc
(Hons), Ph.D. 3miHa koHTakTHOi 0cobu 3asiBHUKA,
BiANoBiAanbHoiI 3a 3aiNCHEHHS hapMmakoHarnagy B YKpaiHi.
[Hitoya pepakuisi: BaweHko Biktopis CepriiBHa. Vashchenko
Viktoriia, M.D. lNponoHoBaHa pegakuis:

Opnog B’syecnas Biktoposu4. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX JlaHuX yNnoBHOBaXeHOoi ocobu, BignoBiaanebHoi 3a
30iMCHEHHa dapmakoHarnsaay. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6M 3asiBHVKA, BignoBifanbHoi 3a 34ilCHEHHS
dapmakoHarnsgy B YkpaiHi.
3MiHa Micus 3AiINCHEeHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy. 3MiHa HoMepy Ta MiCLIe3HaX04KEHHS
MacTep-canna

3a
peyernmom

UA/5824/01/03

83.

rmeua

TabneTku no 4 wr,
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN KopobLii

CaHpo3
dapmacbtoTika
n3 a.go.

CnoseHist

BMPOGHULTBO 3a
MOBHUM LIMKIIOM,
nakyBaHHSl, BUMYCK
cepii: ek C. A.

Monblia

BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny -
3MiHM Wwopo 6e3neku/edekTUBHOCTI Ta chapmakoHarnagy.
BBeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
hapmakoHarnagy (BBe4eHHs! y3ararbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS
apmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Yy pPO3MillieHHi MacTep-danna cuctemu dapmakoHarnagy) -
3MiHa yNOBHOBaXKEHOI 0CObM 3asiBHMKa, BignoBiganbHoOI 3a
dapmakoHarnsg.

3a
peuenmom

UA/5824/01/04
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

[Hitoua pepakuia: CebacTbsH XOpH, AOKTOP MEAUYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa penakuis: [asig
[IxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc
(Hons), Ph.D. 3miHa koHTaKTHOI 0cobu 3asBHUKa,
BiANOBiAanbHOI 3a 3AiNCHEHHSA chapMakoHarnaay B YKpaiHi.
Hitoya pepakuis: BaweHko Biktopisa CepriiBHa. Vashchenko
Viktoriia, M.D. lNponoHoBaHa pegakuis:

Opnos B’syecnas Bikroposuy. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
30iCHEHHs hapmakoHarnsaay. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnagy B YkpaiHi.
3MiHa Micus 34iCHEHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnsigy. 3MiHa HoOMepy Ta MiCLLe3HaX04KEHHS
MacTep-canna

84.

FOAACAN®

Tabnetku no 100 wr,
no 10 TabneTtok y
GnicTtepi; no 2 abo 5,
abo 10 6nicTepiB y
KapTOHHi KopobLi

Op. P.
Mdonerep
XimiyHa
®abpuka

m6X

HimeuunHa

Op. P.MNdnerep
XimiyHa dabpuka
m6X

HimeuyunHa

BHECEHHS 3MiH O peecTpauinHuX Matepianis 3MiHu | Tuny -
3MiHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAnoBigHOCTI €Bponeickbkin dhapmakonei/MmoHorpadii.
MopaHHs HoBoro abo OHoBNEHOro cepTudikaTa
BiANoBiAHOCTI abo BMNyYeHHs cepTudikata BianoBigHOCTI
€Bponeicbkin hapmakonei: ans A®l; onsa BuxigHoro
mMaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUPOBHULTBI ADI; ons AonomMibkHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei) - OHOBREeHU cepTudikar Bif yxe
3aTBEpPAKEHOro BUPOBHMKA - MOAAHHSI OHOBIEHOMO
cepTudikaTa BignoBigHoCTI €Bponeiickkint hapmakonei Ne
R2-CEP 1993-007-Rev 05 (3atBepaxeHo: R2-CEP 1993-
007-Rev 04) ans pitoyoi pevosuHn Acetylsalicylic acid Big
BXe 3aTBepaxeHoro BupobHuka NOVACYL, sk Hacnigok
3MiHM B agpeci BnacHuka CEP. [itoya pegakuis
lMponoHoBaHa pepakuis Name of Holder: Novacyl 29 avenue
Joannes Masset France-69009 Lyon Name of Holder:
Novacyl 21 Chemin de la Sauvegarde France-69130 Ecully

Ne 50, Ne
100 — 3a
peuenmom;
Ne 20 — 6e3
peuenma

UA/7763/01/01

85.

FPAHOLUUT®
34

niocpinisat ans
PO34MHY NS iH'eKUin
no 33,6 mnH MO
(263 mkr); Ne 5: no 5
cbnakoHiB 3i ckna
Tmnalc
niocpinizatom,
YKYMOpEeHUX
npobkamun rymoBnMu
6yTunosummn Ta
obxarmx
KoBMaykamm
anioMiHieBumm B
KoMnnekTi 3 5
amnynamu no 1 mn
3i ckna tuny | 3

TOB "CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

[aynT ®apma
JliBpoH, ®paHuin
(BMPOBHMLTBO
PO3YMHHMKA,
nepBuHHE
nakyBaHHs,
KOHTPOSb SKOCTI);
CaHodi BiHtpon
IHaacTpia, PpaHuin
(BTOpPUHHE
nakyBaHHs,
KOHTPOJIb SIKOCTi Ta
BUMYCK Cepii
nioginisaty Ta
po3unHHuMKa); LWyrai
Papma

DpaHuis/
AnoHis

BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHs YNaKoBKMW NikapCbKoro
3acoby 3 BHECEHHSIM iHchopMalii LWoAo 3a3HaYeHHs
OOVHMWUB BUMIpIOBaHHA y cuctemi Sl. BHeceHHs 3miH 4o
po3ainy «MapkyBaHHsi» MKA J13. 3anponoHoBaHo:
MapkyBaHHs1. BignosigHo 4o 3aTBEPOXKEHOro TEKCTY
MapKyBaHHs1. TepMiH BBeEHHS 3MiH NpoTAroM 6 micsauis
nicns 3aTBepOXKEHHS

3a
peuenmom

UA/5627/01/01




32 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
PO34MHHMKOM (BOAA MaHnydekTypuHr Ko.
anst iv'exuin) B J1Ta, AnoHis
KapTOHHi Kopobui (BMPOBHMLTBO
niodinisary,
nepBuUHHE
nakyBaHHS1,
KOHTPOJ1b SIKOCTi)
86. | TPUMAYT NOpOoLIOK ANs €BPO IHAis o[C Nimitea IHgia BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/15361/01/01
FAPAYUNA opanbHOro po3yunHy NANGKEP 36inbLeHHs posmipy cepii [M13;3anponoHosaHo: 250000 peuenma
HANIA no 6 r y nakeTuky; MPAVBIT naketukis (1500 kr). BBegeHHst 3MiH npoTarom 3-x micsauis
no 10 nakeTukiB y JIIMITEL nicns 3aTBepaKeHHs
KapTOHHI KopobLi
87. | rPMNOUUTP NopoLUOK ANs TosapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 6e3 UA/11498/01/01
OH KIAC opanbHOro po3yunHy obmexeHoto obmexeHoto BHECEHHS 3MiH Ao po3giny “MapkyBaHHa” MKA J13: peuenma
JIMMOH no 4 r NopoLuKy B BiANOBiAANbHi BiANOBIAANbHICTIO B3anponoHoBaHo: MAPKYBAHHA BignosigHo go
nakerti; no 5 a6o 10 CTiO "®apmaueBTuYHa 3aTBEPAXKEHOro TEKCTY MapKyBaHHSs!. Ta OHOBIEHHS TEKCTY
naketiB y kopobui "®apmaueBTu komnaris "3gopos's" MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
YHa KoMnaHisa iHdbopMaUii WoA0 3a3Ha4YeHHA OANHWL BUMIPIOBaHHS Y
"3popos'a" cuctemi Sl. BBegeHHs 3MiH NpoTsArom 6-Tu micsilie nicns
3aTBEpPAKEHHS
88. | FPUNOLUUTP NOpPOLLOK AN TosapucTso 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 6e3 UA/11499/01/01
OH KIAC opanbHOro po3ynHy obmexeHoo obmexeHoto OHOBIIEHHS TEKCTY MapKyBaHHS YNaKoBKW NikapCbKoro peuyenma
OPAHX no 4 r NopoLUKy B BignosiganeHi BiANOBiAanNbHICTIO 3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
nakerti; no 5 abo 10 CTIO "®apmaueBTuyHa OOMHMUb BUMIpIOBaHHS y cuctemi Sl. BHeceHHst 3amiH oo
nakeTiB y kopobui 3 "dapmaueBTu KomnaHist "3gopos's” po3ainy “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
KapTOHY YHa KOMNaHis MAPKYBAHHA BignosigHo 40 3aTBEPOXKEHOro TEKCTY
"3popos'a" MapKyBaHHsi. BBegeHHs 3MiH npoTarom 6-Tu micauis nicna
3aTBEPAKEHHS
89. | BEKCAMETA | kpanni ouHi 0,1 % no TOB "$3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Marepianis 3MiHu | Tuny - 3a UA/8384/01/01
30H- 10mny "BIOPAPMA" "BIOPAPMA" 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
BIO®APMA NNacTMKOBOMY BeeneHHst abo 3MiHM o y3aranbHeHMX faHuX NPo CUCTEMY
cnakoHi, no 1 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
dnakoHy B navui 3 cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KapTOHY BiANOBiAanNbHOI 3a 3AINCHEeHHNA hapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOi ocobw, BiagnoBifanbHoi 3a 30iNCHEHHs
hapMakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa yroBHOBaXeHOi 0coby 3asBHKKA, BignoBifanbHoi 3a
3AiMcHeHHs hapmakoHarnsagy B YkpaiHi: NponoHoBaHa
peaakuis — Npycbkuit Ctaxicnas Bonogumunposuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeEHOi 0cobu 3asBHWMKa,
BiANoBiAanbHOI 3a 3AiiCHeHHsA bapMakoHarnagy
90. | AEKCOBEN TabneTku, BKPUTI HOBEN TAY TypeyunHa HOBEI ITAY TypevunHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/16411/01/01
NMiBKOBOIO CAHAI BE CAHAI BE 3MiHM Woao Beanekn/edeKTMBHOCTI Ta hapmakoHarnagy. | peyenmom
obonoHkoto, no 25 TIOXKAPET TIOXKAPET A.LL. BBegeHHsi abo 3MiHM A0 y3aranbHeHWUX AaHWX NPO cUcTeMy
mr no 10 TabneTok y AL dapmakoHarnsigy (BBe4eHHs y3aranbHeHUX gaHux npo
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepi, no 2 cucTemy bapmakoHarnsay, 3miHa yrnoBHOBaXEHOi ocobu,
Gnictepu B BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
KapTOHHIN yrnakoBsLi ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
hapmakoHarnsigy B YkpaiHi, SKL,0 BOHa BigMiHHA Bif
yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuisn: R. Ayse Cetin. 3MiHa KOHTaKTHUX
OaHnX ynoBHOBaXKeHoi 0cobu, BignosiaanbHoi 3a
papmakoHarnsg. 3MiHa KOHTakTHOI 0coby ynoBHOBaXXeHOI
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. MponoHoBaHa peaakuis: Stefanska Olga. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0coby ynoBHOBaXeHOi ocobu
3a9BHUKa, BigNoBiAanbHOI 3a hapmakoHarnsag B YKpaiHi.
3MiHa Micus 3AiCHEHHSI OCHOBHOI AiSNbHOCTI 3
papmakoHarnsgy. 3MiHa MicLle3HaxooKeHHs1 MmacTep-danna
91. | AEPMABIH Masb no 15 ry Ty6i; TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/14273/01/01
no 1 1y6i y navui 3 "BIO®APMA" "BIO®APMA" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
KapTOHY BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO cUCTemMy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHuX Npo
cuctemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoOBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iNCHEHHS!
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
YNOBHOBaXKeHOi 0cobu, BianoBiganbHoi 3a 34iACHEHHS!
hapmakoHarnagy (BKnoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI ocobu 3asiBHVKa, BignoBiganbHoi 3a
3[iMcCHeHHa dapmakoHarnsaay B YkpaiHi: [ponoHoBaHa
pepakuis — Npycekun Ctanicnas Bonogumunposud. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiNCHEeHHA hapMakoHarnagy
92. | ANPINIOKAH kancynu no 50 wr, NOANSEP CLWA dapesa Ambyas dpaHuisa BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny - 3a UA/5970/02/01
® no 7 kancyny IHK. OHOBIIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom
Gnictepi; no 1 3acoby 3 BHECEHHSIM iH(bopMalii LLoao 3a3HavYeHHs
6nictepy B OOMHWUB BUMIpIOBaHHA y cuctemi Sl. TepMiH BBEAEHHS 3MiH:
KapTOHHIN yrnakosLUi NpoTAroMm 6 MicsuiB Nicnsa 3aTBEPOKEHHS
93. | ANPINIOKAH kancynu no 100 wr, NOANSEP CLWA dapesa Ambyas dpaHuisa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/5970/02/02
® no 10 kancyn y IHK. OHOBIEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro peuernmom
6nictepi; no 1 3acoby 3 BHECEHHsIM iHdopMaLii LWoao 3a3HavyeHHs
6nictepy B OOMHMWUB BUMIpIOBaHHS y cuctemi Sl. TepMiH BBEAEHHS 3MiH:
KapTOHHIN yrnakoBLi nNpoTAroMm 6 MicsuiB Nicnsa 3aTBEpAXXEHHS
94. | AUPINIOKAH kancynu no 150 wr, NOANSEP CLWA dapesa Ambyas PdpaHuisa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/5970/02/03
® no 1 kancyniy IHK. OHOBIEHHSA TEKCTY MapKyBaHHS YNaKoBKW NikapCbKOro peuenma

6nictepi; no 1

3acoby 3 BHECEHHsIM iHdopMaLlii LLogo 3a3HavyeHHs




34 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepy B OAVHMLB BMMIpPIOBaHHS Y cuctemi Sl. TepmiH BBeAEHHS 3MiH:
KapTOHHIN yrnakosLi npoTsAroM 6 MicAuiB nicna 3aTBepAXeHHs
95. | AOKCOPYBIL | po3unH ans iH'ekuin, Amakca NTA Benuka Crapgadapm Mm6X, HimeyunHa BHECEHHS 3MiH 1O peecTpaLinHuX Marepianis 3MiHu | Tuny - 3a UA/16213/01/01
WH AMAKCA 2 mr/mn; no 5 mn, 25 BputaHia HimeyunHa 3MmiHu wopno 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy peuernmom
mn abo 75 mny (KOHTpOMb AKOCTI, (iHWi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHs” MKA
dnakoHi; no 1, 2 BTOPUHHE J13”: 3anponoHoBaHo: MapkyBaHHs. BignosiaHo no
abo 5 dnakoHiB B naKkyBaHHS, 3aTBEPAXKEHOro TEKCTY MapKyBaHHst OHOBINEHHSA TEKCTY
KapTOHHi KopobLi MapKyBaHHS, BUMYCK MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
cepii); TumoopraH iHcbopmaLii Woao 3a3HaYeHHS OQUHULLL BUMIPOBaHHS y
dapmauie MbX, cuctemi Sl. BBegeHHs 3MiH NpoTsrom 6-Tu micsilie nicns
HimeuunHa 3arBepaKeHHs
(BMPOBHMLTBO
po3uunHy bulk,
3anoBHEHHS,
KOHTPOIb SIKOCTI,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1)
96. | AONOBEHE renb; no 20 r abo 50 TOB "TeBa YkpaiHa Mepkne M'M6X, HimeuunHa BHECEHHSA 3MiH 40 peecTpauinHnx matepianis 3aMiHu | Tuny - 6e3 UA/5565/01/01
r, a6o 100 r B Ty6i; Ykpaina" HimeyunHa (Byn. 3MiHa y MeTofax BUNpoOyBaHHsi rOTOBOrO fikapCbKoro peuenma
no 1 Ty6i B kopobui pad — Apko 3, 3acoby - He3HayHi peAakuiiHi NpaBku Ta BUNPaBIEHHS
89079 Ynbm, NOMWIIOK B METOAAX KOHTPOSMIO SAKOCTi 3a NOKa3HNUKOM
HimeuunHa «laeHTndikauia Ta BMIiCT AumeTuncynbgokcuay» ta sk
(BMPOBHMLTBO Hacnigku pepakuinHi 3amiHn B cneundikauii 13 ta posginax
Hepo3dacoBaHoOro 23.P.51,3.2P.52, 32.P.53,3.2.P.54,3.2.P.56,3.2.P.6
NPOAYKTY, NepBUHHA peecTpauinHoro AoChE; He3HaYHi peaakuiviHi npaBku Ta
Ta BTOPUHHA BUMpPaBMeHHs MOMUIOK B METOAaX KOHTPOIO SKOCTi 3a
yrnakoBKa, KOHTPOrb nokasHukoM «BunpobyBaHHS Ha YnMCTOTY
cepii); IMroggir — OumeTuncynbdokenay»;
Mepkne — WTpacce He3HauyHi pedakuinHi NpaBku Ta BUNpPaBrieHHS NOMUIOK B
3, 89143 MeToAaXx KOHTPOMIO SKOCTi 3a MOoKasHWKOM «BunpobyBaHHs
Bnay6oiipeH, Ha yucToTy lekcnaHTeHony». BBeAeHHs 3MiH NpoTarom 6-tu
HimeuyuunHa (gossin MicALiB nicnsa 3aTBepAXeHHs
Ha BUNycK cepii))
97. | AONOBEHE renb; no 20 r abo 50 TOB "TeBa YkpaiHa Mepkne M'M6X, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/5565/01/01
r, abo 100 r B TYy6i; YkpaiHa" HimevunHa (Byn. 3MiHK 3 sikocTi. CepTudpikat BignosigHocTi/TE-cepTudikat peuernma

no 1 1y6i B kopobui

'pad — Apko 3,
89079 Ynbm,
HimeuunHa
(BMPOBHMLTBO
Hepo3dacoBaHoOro
NpOAYKTY, NEPBUHHA
Ta BTOPUHHA
ynaKkoBKa, KOHTPOIb
cepii); Iiogsir —
Mepkne — Wrpacce
3, 89143
Bnay6owpeH,
Hime4unHa (gossin
Ha BMNycK cepii))

BiANoBigHOCTI €Bponencoki hapmakonei/moHorpadii.
MopaHHs HoBOro abo OHoBMNEHOro cepTudikaTa
BianoBigHOCTi abo BUNyYeHHs cepTudikaTa BiANoBiAHOCTI
€Bponeicbkinn hapmakonei: gna A®I; ana BuxigHoro
maTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
BMKOPUCTOBYIOTbCH Y BUPOOHULTBI ADI; Ans AONOMiKHOT
pevyoBMHU (CepTudikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHOBNeHNU cepTudikaT Bifg yxe
3aTBEPAXEHOro BUpoBHUKa - NOAaHHS! OHOBIEHOIO
cepTudikaTta BignoBigHocTi €Bponencobkin bapmakonei Ne
RO-CEP 2012-365-Rev 01 (3atBepaxeHo: RO-CEP 2012-
365-Rev 00) ans gitouoi pevoBmHu JumeTuncynbgokcunagy
Bi BXe 3aTBepaxeHoro BupobHuka Gaylord Chemical
Company, L.L.C. (USA). 3rigHo oHoBneHoro CEP nepioa
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

NMOBTOPHMX BUNpobyBaHb 6yno amiHeHeHo 3 2 40 4 pokiB,
ane nakyBarnbHi Marepianu 3anuanTbCa HE3MIHHUMY;
3miHu | Trny - 3minm 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BPONENChKIN
hapmakonei/moHorpadii. [MogaHHa HoBOro abo oHOBNEHOro
cepTudikaTta BignosigHOCTi abo BUNyYeHHs cepTudikara
BiAnoBigHOCTI €Bponevickkin dapmakonei: ana A®l; ans
BUXiQHOro Marepiany/peareHTy/npoMiXKHOro NpoaykKTy, Lo
BMKOPUCTOBYIOTbCA Yy BUPOBHULTBI ADI; ons AonoMixHOT
pevyoBMHU (CepTudikaT BignoBigHOCTi €Bponenchkin
dapmakonei) - OHoOBREeHU cepTudikar Bif yxe
3aTBEPAXKEHOro BUPOOHMKA - MOAAHHS OHOBIIEHOIO
cepTudikaTa BignosigHoOCTI €Bponeiickkin dapmakonei Ne
R1-CEP 2012-365-Rev 00 ans gito4oi pe4oBuHM
OumeTuncynbdokenay Bif BXe 3aTBepAXKeHOro BUpobHuKa
Gaylord Chemical Company, L.L.C. (USA)

98.

AYBA KOPA

kopa no 50 r abo no
100 r y naykax 3
BHYTPILLHIM NakeToMm

AT
"JTly6Hncpapm"

Ykpaina

AT "Jly6Hncpapm"

Ykpaina

BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny -
3MiHK fo po3ainy “Ynakoska’MKA 13, a came HaHeCeHHsi
MOBHOrO TEKCTY IHCTPYKUIT ANst MeanyHoro 3actocyBaHHs /13
Ha nadui, 6e3 BknagaHHs iHCTPYKUil Ana MeandYHoro
3actocyBaHHs J13 B nauky. BBegeHHs 3amiH npotarom 6-tu
MicAUIB NiCNsi 3aTBEPAKEHHS; CYNYTHS 3MiHa: OHOBMEHHS
TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby y 3B"si3Ky
i3 HAHECEHHSIM NMOBHOro TEKCTY IHCTPYKLUIii Ha nauky (6e3
BKMafaHHs IHCTPYKLiT ANS MEeANYHOro 3acTOCYBaHHSA B
nayky). BeegeHHs 3miH npoTsrom 6-Tu micauis nicns
3aTBEpPAKEHHS

be3
peuenma

UA/8278/01/01

99.

AOYIMUMAKC
®

Tabnetku, 500 mr/1
Mr no 15 Tabnetok y
Gnictepi; no 2 abo
no 4 6nictepu y
KopoobLi

TOB "KYCYM
OAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny -
3MiHUM 3 SKocTi. [0TOBUIA NikapcbkuiA 3acib. (iHLWi 3MiHK) -
Mepeknag MKA 3 pociicbkoi MOBY Ha yKpaiHCbKY; 3MiHu |
TUny - 3MiHM 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSI rOTOBOrO fikapcbKoro 3acoby (iHLWi 3aMiHW y
MeToAax BUNpobyBaHb (BKNoYaoun 3amiHy abo
[AOMOBHEHHS)); 3MiHM y MeTogax BuUnpobyBaHb 3a TECTOM
"CynpoBigHi 4OMILKW" y 3B A3KY 3 ONTUMIi3aLi€o METOANKN ,
a came 3MeHLLEHa KiNbKiCTb iHXeKLin BunpobysaHoro
PO34MHY, PO3UNHY ANS NepeBipKM NpuaaTHOCTI
XpomatorpagivyHoi cuctemu; [ogaHo po3ymH nnaueto;
[A0[4aHo onuc, L0 came BUCTYNae B IKOCTi XONOCTOro
PO34MHY; 3MiHEHO TUN iNbTPa, KU 3aCTOCOBYETLCH NP
inbTpyBaHHI BUNPOOYBaHOrO PO3YMHY Ta PO3UNHY
nnauebo; BHECEHI 3MiHN CTUMICTUYHOrO XapakTepy; 3miHu |
TMny - 3MiHK 3 skocTi. [oToBMIA Nnikapcbkuin 3aci6. KoHTponb
roToBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLWi 3MiHW y
mMeToaax BunpobyBaHb (BkNoYaym 3amiHy abo
[OOMOBHEHHS)) - 3MiHU y MeTofax BUNpobyBaHb 3a TeCTOM

3a
peuernnmom

UA/12474/01/01
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

"OpHopigHICTb 4O030BaHUX oauHMLb. [Mimenipya" y 3B°A3ky 3
onTMMi3aLlieo METOAUKN , a caMe 3MEHLLEeHa KinbKiCTb
iHXeKuin BunpobysBaHoro Ta ctaHAapTHOrO PO34KHY; 3MiHEHO
TMN iNbTpa, AKMIN 3aCTOCOBYETLCA NPU INbTPYBaHHI
BMMNPOOYBaHOr0 PO34YMHY; 3MIHEHO Yac BUTPUMYBaHHS
BMNPOBYBaHOro po34MHy Ha yNbTpa3ByKOBil 6aHi; 3miHu |
TUny - 3MiHM 3 AKocTi. ToToBMI NMikapcbkuii 3acib. KoHTponb
roToOBOrO nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOrO flikapCbKoro 3acoby (iHLi 3aMiHW y
MeToAax BUNpobyBaHb (BKMoYaoum 3amiHy abo
[AOMOBHEHHS)) - 3MiHM Y MeToAax BUNpobyBaHb 3a TecTom "
KinbkicHe BU3Ha4eHHs" y 3B' 513Ky 3 ONTUMI3aLielo METOAMKM ,
a came Ansg meTdapMiHy rigpoxnopuay: 1) npurotyBaHHs
BMNPOBYBaHOr0 PO34MHY; BHECEHI CTUNICTUYHI NpaBKu; ANs
rniMenipuay: 3MeHLLEeHa KiNbKiCTb iHXeKLin BunpobyBaHoro
PO3YMHY ; 3MIHEHO TN PiINbTPa, KU 3aCTOCOBYETLCS NPU
inbTpyBaHHi BUNPO6YyBaHOro po3ynHy; 3miHu | Tuny - 3miHn
3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTporb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BUnpobyBaHHs
roTOBOro NikapcbKoro 3aco0y (iHLwi 3MiHW y meToaax
BMNpOGYBaHb (BKMOYa4M 3aMiHy abo AOMOBHEHHS)) - 3MiHK
y MeTofax BunpobyBaHb 3a TeCTOM " PO3uMHEHHs" y 3B 3Ky
3 ONTMMI3aLiero MeTOANKKM, a came Ana meTdapmiHy
rigpoxnopuay: 3MmiHeHo Tvn inbTpa, AKMIN 3aCTOCOBYETLCS
npu inbTpyBaHHi BUNPOBYBaHOro po3ymnHy; Ans
rnimenipuay: 3MeHLeHa KinbKicTb iHXeKUin BunpobyBaHoro
PO34YUHY; 3MIHEHO TUN (hiNbTpa, SKNUA 3aCTOCOBYETLCA NPU
iNbTpyBaHHI BUNPoBYBaHOrO PO34MHY

100.

AYIMUMAKC
®

Tabnetku, 500 mr/2
mr; no 15 Tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KopoobLi

TOB "KYCYM
OAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny -
3MiHU 3 sKocTi. [0ToBUIA NikapcbkuiA 3acib. (iHLWi 3MiHK) -
Mepeknag MKA 3 pociicbkoi MOBY Ha yKpaiHCbKY; 3MiHu |
TUny - 3MiHM 3 sikocTi. FoToBMI Nikapcbkuin 3aci6. KoHTporb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSI rOTOBOrO fikapcbKoro 3acoby (iHLWi 3aMiHW y
mMeToAax BunNpobyBaHb (BKNoYaoum 3amiHy abo
[AO0MOBHEHHS)); 3MiHM y MeTogax BUnpobyBaHb 3a TECTOM
"CynpoBigHi OMILKW" ¥ 3B A3KY 3 ONTUMI3aLiel0 METOANKM ,
a came 3MEeHLLEHa KiNbKiCTb iHXeKLin BunpobysaHoro
PO34MHY, PO3UNHY ANS NepeBipKM NpuaaTHOCTI
XpomartorpagivyHoi cuctemu; [ogaHo po3ynH nnawueto;
[A0[4aHo onuc, L0 came BUCTYNae B IKOCTi XONOCTOro
PO34MHY; 3MiIHEHO TUN iNbTPa, KU 3aCTOCOBYETLCA MPU
hinbTpyBaHHi BUNPOGYBAHOro PO3UMHY Ta PO3YUHY
nnauebo; BHECEHI 3MiHN CTUMICTUYHOrO XapakTepy; 3miHu |
TMny - 3MiHK 3 AkocTi. [oToBMI nikapcbkui 3acib. KoHTponb
roToBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLWi 3MiHW y
mMeToaax BunpobyBaHb (BkNoYaym 3amiHy abo
[OOMOBHEHHS)) - 3MiHU y MeTofax BUNpobyBaHb 3a TeCTOM
"OpHopigHiCTb 4030BaHNX oauHWLb. [nimenipug" y 3B a3Ky 3
onTUMi3aLjielo MEeTOAUKN , a caMe 3MeHLLIeHa KinbKiCTb

3a
peuernnmom

UA/12474/01/02
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

iHXeKuin BunpobyBaHoro Ta cTaHgapTHOrO PO3YMHY; 3MIHEHO
TMN iNbTpa, AKMN 3aCTOCOBYETLCA NPU INbTPYBaHHI
BMMNPOOYBaHOr0 PO34YMHY; 3MIHEHO Yac BUTPUMYBaHHS
BMNPOBYBaHOro po34MHy Ha yNbTpa3ByKoBil GaHi; 3miHu |
TUny - 3MiHM 3 AKocTi. ToTOBMI NMikapcbkuii 3aci6. KoHTponb
roToBOrO nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHS rOTOBOrO fiKapCbKoro 3acoby (iHLi 3aMiHW y
mMeTofax B1UnNpobyBaHb (BKMoYaoum 3amiHy abo
[AOMOBHEHHS)) - 3MiHM Y MeToAax BunpobyBaHb 3a TecTom "
KinbkicHe BU3Ha4eHHs" y 3B's13Ky 3 ONTUMI3aLielo METOAMKM ,
a came Ansg meTdapMiHy rigpoxnopuay: 1) npurotyBaHHs
BMNPOBYBaHOr0 PO34MHY; BHECEHI CTUNICTUYHI NpaBKu; ANs
rniMenipuay: 3MeHLLEeHa KiNbKiCTb iHXeKLin BunpobyBaHoro
PO3YMHY ; 3MIHEHO TUN INbTPA, KU 3aCTOCOBYETLCS NPU
inbTpyBaHHI BUNPOGYBaHOro po3ynHy; 3MiHu | Tuny - 3miHn
3 sikocTi. [oTOBMI Nikapcbkuin 3aci6. KoHTporb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BUNpobyBaHHs
roTOBOro NikapcbKoro 3aco0y (iHLwi 3MiHW y MmeToaax
BMNpoGyBaHb (BKMoYayn 3aMiHy abo AOMOBHEHHS)) - 3MiHN
y MeTofax BunpobyBaHb 3a TeCTOM " PO3UMHEHHs" y 3B 3Ky
3 ONTMMIi3aLielo MeTOANKKM, a came Ans meTdapMiHy
rigpoxnopuay: 3MmiHeHo Tvn inbTpa, KU 3aCTOCOBYETLCS
npu inbTpyBaHHi BUNPOGYBaHOro po3ymnHy; Ans
rnimenipuay: 3MeHLeHa KinbKicTb iHXeKUin BunpobyBaHoro
PO34YUHY; 3MIHEHO TUN (hiNbTpa, SKWUA 3aCTOCOBYETLCA NPU
iNbTpyBaHHiI BUNPo6yBaHOrO PO3YMHY

101.

EBKAJNINTA
nPYTOBMOH
oro nucTt4d

nuctsa no 50 r abo
no75rynayui 3
BHYTPILUHIM NakeTom

AT
"INy6Hucpapm"

YkpaiHa

AT "INy6Hnapm"

YkpaiHa

BHECEHHSA 3MiH 0 peecTpauinHux martepianis amiHu | Tuny —
BHECEHHS 3MiH o po3ainy “Ynakoska” MKA J13, y 38’s3ky 3
HaHECEHHSAM MOBHOrO TEKCTY IHCTPYKUIT 4Nna Meau4yHoro
3actocyBaHHs J13 Ha nayky, 6e3 BknagaHHs iHCTpyKLii Ans
Mean4YHOro 3actocyBaHHs J13 B nayky; 3MiHW BHECEHi B
TEKCT MapKyBaHHS yNaKkoBKM fikapCbKoro 3acoby
(HaHeCeHHs1 MOBHOrO TEKCTY iIHCTPYKL|i ANs MeguyHoro
3acTocyBaHHs J13 Ha nayky). BBegeHHs 3miH npotarom 6-tu
MicauiB nicnsa 3arBepaxeHHs. CynyTHSA 3MiHa; 3MiHM 3 AKOCTI.
["oToBUI Nikapcbkuin 3aci6. KoHTponb roToBOro nikapcbkoro
3acoby (iHLwi 3MiHK)

6e3
peuenma

UA/8540/01/01

102.

EBKANINTOB
717
BAJIb3AM
BiA
3ACTYOMN
OP.TAWCC

Mas3b, no 20 r abo 50
ry 6aHui; no 1 6aHui
B KapTOHHIl kopobLi

Op. Tancc
HatypsapeH
6X

HimeuunHa

Op. Tancc
HatypBapeH 'mM6X,
Hime4unHa (gossin

Ha BMNYyCK cepil,
BMPOBHULITBO
Hepo3dacoBaHoi
npoaykuii, nepeuHHe
Ta BTOPUHHE
nakyBaHHS;
BMPOBHULTBO
Hepo3dacoBaHoi
npoaykuii, nepeuHHe
Ta BTOPUHHE
nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
BHECEHHS 3MiH Ao po3ainy MKA: MapkyBaHHsA. HoBa
peaakuis. MapkmpoBka B cooTBeTCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKupOoBKWU. 3MiHM BHECEHI B TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPWHHOI YNakoBKW NikapcbKoro 3acoby
{00 3a3HAYEHHS MiP)KHAPOAHWUX NO3HAYEHb OAUHULb
BMMIiptOBaHHs1. BBeaeHHsA 3MiH NnpoTarom 6-Tu micauis nicns
3aTBEPAXEHHSI

be3
peuenma

UA/2332/01/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
103.| ErMJIOK® Tabnetku no 25 wmr, 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaLlitHMX Martepianis 3miHu | Tuny - 3a UA/9635/01/01
no 60 Tabnertok y PapmaueBTny dapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
dnakoHi; no 1 HWUW 3aBof 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHUX NPO CUCTEMY
dnakoHy B EFIC hapmakoHarnagy (BBeAeHHs ysaranbHeHUX AaHuX npo
KapTOHHIN ynakoBLii cucTemy chapMmakoHarnagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ONns 30iNCHEHHS
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOi 0COOU 3asiBHUKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBny. 3mMiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
104.| ETNOK® Tabnetku no 50 wmr, 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/9635/01/02
no 60 Tabnertok y dapmaueBTny dapmaLeBTUYHUN 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
cbnakoHi; no 1 HUIA 3aBO[, 3asog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTemMy
dnakoHy B EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN ynakoBLii cucTeMmy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANoBiAanbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30iMCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cOo6M YNOBHOBaXXEHOI 0CO0U 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
penakuis: €diMkiH AHApin MeoprinoBu4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
105.| ETNIOK® Tabnetkv no 100 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny - 3a UA/9635/01/03
no 30 a6o no 60 dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopao 6e3nekn/edekTBHOCTI Ta chapmakoHarnsay. peyernmom
TabneTtok y cdonakoHi; HWI 3aBOf, 3aBoa ElIC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPO CUCTEMY
no 1 ¢nakoHy B ErC apmakoHarnsgy (BBe4eHHs y3aranbHeHUX AaHux npo

KapTOHHIN yrnakosLUi

cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby ynoBHOBaXeHOI 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pefakuis: €dimkiH AHapin MeoprinoBmy. 3MiHa KOHTaKTHUX
AaHUX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,




39

ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi

106.

EFTUHIA

Kancynv Tepgi no
100 mr Ne 60 (15x4),
Ne 120 (15x8) y
6nictepax

3AT
PapmaueBTny
HWUI 3aBof
ErC

YropwmHa

Mab'aniubkun
hapmaLeBTUYHWNIA
3aBop MNonbda AT

MonbLwa

BHECEHHS 3MiH 10 peecTpaLinH1X Marepianis 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy.
BeeneHHst abo 3miHM 4o y3aranbHeHMX faHuX MpPo CUCTEMY
hapmakoHarnagy (BBeAeHHs ysaranbHeHuX AaHuX npo
cuctemy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHSA hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHS
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOiI 0COOU 3asiBHUKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOi 0COOU 3asiBHNMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi

3a
peyernmom

UA/15887/01/01

107.

EFTUHIA

Kancynv Teepgi no
400 mr Ne30 (10x3)
y bnictepax

3AT
dapmaueBTny
HWI 3aBo/
ErIC

YropwmHa

Mab'aHiubkuin
hapmaLeBTUYHWIA
3asof NMonbca AT

MonbLa

BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny -
3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta dhapMakoHarnsay.
BeeneHHst abo 3MiHM A0 y3aranbHeHUX AaHuX MPOo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHoi ocobu,
BiANoOBiAanbHOI 3a 34iMCHEHHS hbapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iMCHEHHSI
hapmakoHarnaay B YkpaiHi, AKLW0 BoHa BigMiHHa Bif,
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BknroYarym KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnsg B Ykpaii. lMponoHoBaHa
penakuis: €diMmkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi

3a
peuenmom

UA/15887/01/02

108.

ErMOHIN®

PO34MH ANng iH'eKUin,
100 mr/2 mn no 2 mn
B amnynax Ne 6

TOB "CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

OEJNTb®APM OPKOH

dpaHuisa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHs YNaKoBKMW NikapCbKoro
3acoby 3 BHECEHHSIM iH(bopMalii LLoao 3a3HavYeHHs
OOVHWUB BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3MiH go
po3ainy «MapkyBaHHsi» MKA J13. 3anponoHoBaHo: Po3ain
“MapkyBaHHsa" BignoBigHO 00 3aTBEPAXEHOro TeKCTy
MapKyBaHHs1. TepMiH BBe4EHHSI 3MiH NpoTAroM 6 micsauis
nicns 3aTBepa>KEHHS.

3a
peuenmom

UA/3818/03/01

109.

EFONNAH3A

TabneTkn, BKpUTI
NniBKOBOO
000noHKo, N0 5 Mr
no 7 rabnetok y
6nictepi; no 4 abo 8
bnictepiB y

3AT
dapmaueBTny
HUIA 3aBOf,
ErC

YropwmHa

3AT
dapmaueBTUYHUI
3aBog ElIC

YropwmHa

BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHUX gaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3ararnbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXXeHOi ocobu,
BigNoBiganbHOI 3a 34iicCHeHHs hbapMakoHarnsagy; KOHTaKTHoi

3a
peuernmom

UA/11344/01/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHil ocobu 3 hapmakoHarnaay 3asaBHVKa ANs 3AiINCHEHHS
hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
yrNoOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBOM YNOBHOBaXEHOT 0COOU 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBnd. 3mMiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BignosiganeHoi 3a hapmakoHarnsg B YkpaiHi
110.| ETONAH3A TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11344/01/02
NniBKOBOIO PapmaueBTny dapmaueBTUYHUIA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkoto, no 7,5 HUW 3aBof 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Mr no 7 TabneTok y EriC hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 4 abo 8 cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
GnictepiB y BiANoBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOI
KapTOHHiW ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big,
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
Y PO3MilLieHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHYMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
peaakuin: €gimkiH ARgpin eoprinoBuny. 3MiHa KOHTaKTHUX
OaHUX KOHTaKTHOI 0cOBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi
111 EFONAH3A TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHnx matepianis 3aMiHu | Tuny - 3a UA/11344/01/03
NNiBKOBOIO $PapmaueBTny dapmauyeBTU4HUN 3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuernmom
o6ornoHkoto, no 10 HUNM 3aBog 3aBop ElIC BBegeHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPo cUcTemy
Mr no 7 TabneTtok y ErcC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
6nictepi; no 4 abo 8 cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
GnictepiB y BiANOBiAanNbHOI 3a 34iNCHEHHA hbapMakoHarnagy; KOHTakTHol
KapTOHHIN ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yNoBHOBaXeHOoi ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXXEHOI 0cOBU 3asiBHUKA,
BigNoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pefakuis: €dimkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTAKTHOI 0CO6Y YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BignoBiganeHoi 3a papmakoHarnsg B YKpaiHi
112 EFONAH3A TabneTku, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHuX matepianis 3MiHu | Tuny - 3a UA/11344/01/04
NniBKOBOO dapmaueBTuy dapmaueBTUYHUI 3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
obonoHkoto, no 15 HUI 3aBOf, 3aBop ElIC BBegeHHsi abo 3MiHM 40 y3aranbHeHUX AaHUX NPO cucTemy
Mr no 7 TabneTok y ErC dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

6nictepi; no 4 abo 8
bnictepiB y
KapTOHHIN

cucteMmy hapMmakoHarnagy, 3MmiHa yrnoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
dapmakoHarnsigy B YkpaiHi, AKWwo BOHa BiaMiHHa Bif
yrNoBHOBa)KeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dapmakoHarnagy (BKMoYaYm KOHTaKTHi AaHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBOM YNMOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHapIn eoprinoBnd. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNMOBHOBaXEHOi 0CObU 3asBHNKA,
BignosiganebHoi 3a hapmakoHarnsg B YkpaiHi
113.| ETONAH3A TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11344/01/05
NNiBKOBOIO dapmaueBTuy dPapmaueBTUYHUN 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkot, no 20 HWUW 3aBof 3aBop ElIC BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Mr no 7 TabneTok y EriC hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 4 abo 8 cucTemy cbapmakoHarnsily, 3miHa yrnoBHOBaXeHOi 0cobu,
GnictepiB y BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
KapTOHHi# ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYaum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXeHOi 0CoOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3mMiHa KOHTaKTHUX
OaHUX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a dpapmakoHarnsg B YKpaiHi
114.| E3BOMENPA3 | niodpinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH O peecTpaLiiH1X Matepianis 3MiHu | Tuny - 3a UA/15738/01/01
on- pPO34MHY Ans "®APMEKC reyn" 3MiHM go p. «MapkyBaHHsa» MKSA J13: 3anponoHoBaHo: peuernmom
PAPMEKC iH eKuin Ta iHdysin, reyn" MapkupoBka. B COOTBETCTBUN C YTBEPKAEHHBIM TEKCTOM
40 mr y donakoHi; no MapKMpPOBKM. TaKkoX OHOBMEHHS TEKCTY MapKyBaHHS
1 conakoHy y nauui; yrnaKkoBKW nikapcbkoro 3acoby 3 BHeCeHHsIM iHdopMaLlii
abo no 1 conakoHy y LLoA0 3a3HaYeHHs OAMHULb BUMIpOBaHHS y cucTemi Sl.
KOHTYPHI BBeaeHHs 3MiH NpoTsarom 6-Tn micauiB Nicnsa 3aTBepaXKeHHS
YapyHKOBIW
ynakosui; no 1
KOHTYPHI
YapyHKOBIW ynakoBLi
B nauvuj
115.| EK3OAEPUN kpem 1 % no15r CaHnpos CnoseHis BUPOGHUK in bulk, ABcTpisi/ BHECEHHS 3MiH 40 peecTpauinHnX marepianis 3MiHu | Tuny - 6e3 UA/3960/01/01
® abo 30 ry Ty6i; no 1 ®apmacbioTika NepBUHHE i HimeuunHa 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peuernma
Ty6i B KAPTOHHI n3a.no. BTOPUHHE BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHWX Npo CUCTEMY
KopobLi nakyBaHHS, apmakoHarnsgy (BBe4eHHs y3aranbHeHUX AaHux npo

KOHTpOSb: Mepk
KraA & Ko Bepk
WnitTanb, ABCTpis;
BUMYCK cepii:
CaHpo3 'mbX -
TexOnc, ABcTpisi;
BMPOBHWUK in bulk,
NepBUHHE i
BTOPUHHE
nakyBaHHs,
KOHTPOIb, BUMYCK
cepii: CanoTac

cucTemy cdhapmakoHarnsigy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEeHHS
dapmakoHarnsgy B YkpaiHi, SKWo BOHA BigMiHHA Big
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYayy KOHTaKTHI faHi) Ta/abo 3miHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa ynoBHOBaXXeHOI 0cobu 3asiBHMKA, BiAnoBigansHoi 3a
dapmakoHarnsg.
Hitoya pepakuisa: CebacTbsiH XOpH, AOKTOP MEANYHUX HayK.
Sebastian Horn, M.D., Ph.D. lNponoHoBaHa peaakuis: [asig
[xoH Jesic, 6akanasp Hayk. David John Lewis, B.Sc
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
®apma 'mM6X, (Hons), Ph.D. 3miHa KOHTaKTHOI 0CcObU 3asBHUMKa,
HimeyunHa BiANOBiAanbHOI 3a 3AiNCHEHHSA chapMakoHarnaay B YKpaiHi.
Hitova pepakuis: BaweHko Bikropis CepriiBHa. Vashchenko
Viktoriia, M.D. lNponoHoBaHa pegakuis:
Opnos B’syecnas Bikroposuy. Viacheslav Orlov, M.D. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOI ocobu, BignosigansHoi 3a
30iCHEHHs hapmakoHarnsaay. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobK 3asiBHMKA, BiAnNoBiganbHOI 3a 34iNCHEeHHS
hapmakoHarnagy B YkpaiHi.
3MiHa Micus 34iCHEHHSI OCHOBHOI AiSNbHOCTI 3
papmakoHarnsigy. 3MiHa HoOMepy Ta MiCLLEe3HaXO0oKEHHSI
MacTep-canna
116, EKOHA30I- necapii no 150 mr no TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13578/01/01
®APMEKC 3 necapii B briicTepi; "®APMEKC reyn" 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsay | peyernmom
no 1 6nictepy B reyn" (iHWi 3MiHW) - 3MiHK o p. «MapkyBaHHsi» MKA N3:
naJui 3 KapToHy; No 3anponoHoBaHo: Mapkuposka (B cootBeTcTBUM C
5 necapiiB y yTBEPXKAEHHBIM TEKCTOM MapknpoBkmn). OHOBNEHHS TEKCTY
6nictepi; no 1 abo 2 MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
GnicTepu B nayui 3 iHbopMaUii WoA0 3a3Ha4YeHHA OANHWL BUMIPIOBaHHS Y
KapTOHY cuctemi Sl. BBegeHHs1 3MiH NpoTsrom 6-Tu micsilie nicns
3aTBEPOKEHHS
117 EMNOAUH® TabneTtkv no 2,5 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/6382/01/01
no 10 Tabnetok y $PapmaueBTny dapmaueBTU4HUI 3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuernmom
Gnictepi; no 3 HUN 3aBog 3asopg ElC BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHuX NPO CUCTeEMY
Gnictepn y ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHI kopobUi cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBa)eHoi ocobu,
BiANoOBiAanbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yNoBHOBaXeHOoi ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoyarym KOHTaKTHi AaHi) Ta/abo 3MiHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. NMponoHoBaHa
penakuis: €dimkiH AHapin MeoprinoBm4y. 3mMiHa KOHTaKTHUX
[AaHNX KOHTAKTHOI 0co6Y YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
118./ EMNIOAUH® TabneTtku no 5 mr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/6382/01/02
10 Tabnetok y dapmaueBTny dapmauyeBTUYHMI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
Gnictepi; no 3 HWI 3aBOf, 3aBoa ElC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
Gnictepu y ErC apmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHux npo

KapTOHHIN KopobLii

cucteMmy chapMmakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHol
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrNoOBHOBaXKeHOi 0cobw, BigNoOBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYady KOHTaKTHI AaHi) Ta/abo 3MiHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YynoBHOBaXeHOI 0CcOobM 3asiBHUKA,
BignoBiganbHOI 3a apmakoHarnag B YkpaiHi. lMponoHoBaHa
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ITponoBixeHHs gonarka 3

Ne

Hasea

®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pepakuis: €dimkiH AHapIn eoprinoBny. 3MiHa KOHTaAKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXEHOi 0CObU 3asBHNKa,
BignosiganeHoi 3a papmakoHarnsg B YkpaiHi
119, EMNOOUH® Tabnetku no 10 mr 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/6382/01/03
no 10 tabnetok y PapmaueBTny dPapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
6nictepi; no 3 HUI 3aBO[, 3aeopg ETC BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
6nictepn y EFIC hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
KapTOHHi Kopobui cucTemy bapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iNCHEeHHs bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHn
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a apmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3mMiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0cobM YNOBHOBaXEHOi 0COBU 3asiBHNKA,
BiAnoBiganbHOI 3a apmakoHarnag B YkpaiHi
120., EHTEKABIP TabneTku, BKpUTI FETEPO IHAis [eTepo J1a63 IHais BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/17761/01/01
NNiBKOBOIO NAB3 Tlimiteq 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuenmom
obonoHkoto, no 0,5 NIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTeEMY
mr Ne 30 y hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuxX npo
KOHTENHepi, no 1 cucTemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
KOHTENHepy y BiANoOBiAanbHOI 3a 3aiNCHEHHS hbapMakoHarnaay; KOHTakTHOI
KopoobLi ocobu 3 hapmakoHarnsgy 3asBHUKa oNns 30iMCHEHHSI
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
YyNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknroyarum KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobyu 3asiBHVKa, BignoBiganbHoI 3a
3[iMcCHeHHs dhapmakoHarnsaay B YkpaiHi: [lioya pegakuis —
HobGpoeonbcbka Hatanis OnekciiBHa. MponoHoBaHa
pepakuisa — Hypies Enagania AnimoBuy. 3MiHa KOHTaKTHUX
[AaHMX KOHTaKTHOI 0cobu 3asiBHVKa, BignoBiganbHoi 3a
3[iMCHEHHs hapmakoHarnsay B YKpaiHi
121.| EHTEKABIP TabneTku, BKpUTI ETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/17761/01/02
NniBKOBOO JIAB3 NimiTeq 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
060noHKoto, No 1 mMr NIMITEQ

Ne 30 y koHTenHepi,
no 1 KOHTeWHepy y
KopoOui

BBeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
hapmakoHarnagy (BBe4eHHs! y3ararbHeHUX AaHuX npo
cucTemy cdhapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHol
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsgy B YKpaiHi, SKWwo BOHA BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3MiHn
y pPO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cOo0M 3asiBHUKA, BigNoOBiganbLHOI 3a
34iicHeHHs hapMakoHarnsgy B YkpaiHi: [itova pegakuis —
JobpoBonbcbka Hatanis OnekciiBHa. [TponoHoBaHa




44

ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pepakuis — Hypies Enganis Animosuy. 3MiHa KOHTaKTHUX
JaHUX KOHTaKTHOI 0cOo0M 3asBHMKA, BiAnoBiganbHoI 3a
3aificHeHHs hapmakoHarnsay B YkpaiHi
122.| ENIPYBIUUH PO3YMH ANst iH EKUIN, Awmakca 1T Benuka Crapadapm 'M6X, HimeyunHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/16215/01/01
AMAKCA 2 mr/mn; no 5 mn, 10 BputaHia HimeyunHa 3MiHU Wwoao 6e3nekn/edeKTUBHOCTI Ta papMakoHarnsay peuernmom
mn, 25 mn a6o 100 (KOHTpOMb AKOCTI, (iHWi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHs” MKA
MmNy chrakoHi; no 1 BTOPUHHE J13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo no
dnakoHy B nakyBaHHs1, 3aTBEPOKEHOTO TEKCTY MapKyBaHHsi. OHOBMEHHS TEKCTY
KapPTOHHI kopobuji MapKyBaHHS1, BUMYCK MapKyBaHHS1 YMaKkoBKM NikapcbKoro 3acoby 3 BHECEHHAM
cepin); TumoopraH iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
dapmauie Mvb6X, cuctemi Sl. BBegeHHs 3MiH NpoTsrom 6-Tu micsiie nicns
HimeuunHa 3arBepaKXeHHs
(BMPOBHMLTBO
po3uunHy bulk,
3aMnoBHEHHS,
KOHTPOJSIb SIKOCTI,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1)
123.| ENNEPEHOH | TabneTku, BKpUTI My6niuHe Ykpaina Brpo6HuuTBO, IcnaHis BHECEHHS 3MiH 4O peecTpaLinHux matepianis: 3miHu | Tuny - - UA/12533/01/01
NNiBKOBOIO aKuioHepHe aHanis Ta Bunyck 3MiHu 3 sikocTi. ToToBMIA Nikapcbkui 3aci6. Cuctema
06oroHkoto, no 25 TOBapUCTBO cepin: KOHTenHep/3akynoptoBarbHuii 3acib. 3miHa poamipy
mr; in bulk: no 120 "HaykoBo- CiHTOH XicnaHis yNaKoBKW roTOBOro fikapcbkoro 3acoby (iHLwi 3amiHu) -
000 TabneTok* y BUPOBHMYMI C.JL BHeceHHs 3MiH 00 p. YNakoBKa, a came: YTOYHEHHsI po3Mipy
noaginHomMy LLeHTp ynakoBku in bulk rotoBoro nikapcbkoro 3acoby
nonieTuneHoBomy "BopLyariBcbk
nakeTi; no 90 000 WA XiMiKo-
Tabnetok* y dapmaueBTny
noABiNnHOMY HWU 3aBoa”

nonieTueHoBomMy
nakerti; no 67 000
Tabnetok* y
noABiNnHOMY
nonieTueHoBomMy
nakerti; no 50 000
Tabnetok* y
noaBinHOMy
nonieTurieHoBomy
nakerti, no 37 000
Tabnetok* y
noaBinHOMyY
nonieTurieHoBomy
nakerti; no 27 500
TabneTtok* y
noasinHoOMy
nonieTurieHoBoMy
nakerti; no 20 500
TabneTtok* y
noasinHoMy
nonieTureHoBomy
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

nakeTi; no 15 500
TabneTtok* y

noasinHoMy
nonieTureHoBomy
nakerti (* -
aonyctume
BigXxuneHHsi +15%)

124, ENNEPEHOH | Tabnetku, BKpUTI My6nivHe YkpaiHa Brpo6HuuTBO, IcnaHis BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - - UA/12533/01/02
NNiBKOBOIO aKuioHepHe aHanis Ta Bunyck 3MiHn 3 skocTi. ToToBMIA Nikapcbkuin 3acib. Cructema
obonoHkoto, no 50 TOBapuCTBO cepin: KOHTelHep/3akynoptoBanbHuii 3acib. 3miHa po3mipy
mr; in bulk: no 60 "HaykoBo- CiHTOH XicnaHis yNakoBKW1 roTOBOro fikapcbkoro 3acoby (iHLwi 3miHu) -
000 TabneTok* y BMPOGHWYNIA c.n. BHeceHHs 3MiH 40 p. YNakoBKa, a came: YTOYHEHHSI pO3Mipy
noasinHoOMy LEeHTp ynakoBku in bulk roroBoro nikapcbkoro 3acoby
nomnieTuneHoBomy "BopLyariBcbk
nakeri; no 45 000 VI XimiKo-

Tabnetok* y apmaueBTuy
noaginHoMy HU 3aBoa”

nonieTureHoBomy
nakeri; no 33 500
TabneTtok* y
noAsinHoOMy
nonieTureHoBomy
nakeri; no 25 000
TabneTtok* y
noaginHomMy
nonieTureHoBomy
nakeri, no 18 500
TabneTtok* y
noaginHomMy
nonieTureHoBomy
nakeTi; no 13 600
Tabnetok* y
noABiNnHOMY
nonieTureHoBomy
nakeTi; no 10 100
Tabnetok* y
noaBinHOMy
nonieTurieHoBomy
nakeTi; no 7 500
Tabnetok* y

noaBinHOMy
nonieTurieHoBomy
nakeTi (* -
aonyctume
BigXuneHHa £15%)
125, EPUTPOMIL TabneTku, BKPUTI AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3Mi 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/8709/01/01
VH 000NOoHKOH, "BITAMIHA" AaMiHiCTpaTVBHI 3MiHW. 3MiHa HaViMeHyBaHHS Ta/abo peuyernmom
KULLKOBOPO34MHHI, agpecu 3asiBHUKa (BNacHUKa peecTpauiiHoro nocBig4eHHs1)
no 100 mr; no 10 3MiHa HaMeHyBaHHS Ta agpecu 3asiBHVKa. TepMiH
TabneTok y 6nicTepi; BBEAEHHS 3MiH - MPOTAroM 6 MicsiLiB NiCnsA 3aTBEPOAXEHHS.

no 1 abo 2 6nictepu 3MiHu | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaMeHYBaHHSs
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

y nayui 3 KapToHy

Ta/abo agpecyu mMicus NpoBafKeHHS AiANbHOCTI
BMpOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIIOYao4M AiNbHULI BUNYCKY cepii abo MicLie npoBeaeHHs
KOHTPOIO AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
BMPOBHMK/iIMNOpTEp, BKMOYa4M BUNYCK cepit) 3miHa
HaliMeHyBaHHS Ta agpecu BUpobHuka 113, 6e3 3MiHu micusa
BMpOGHMUTBA. TepMiH BBEAEHHS 3MiH - NpoTarom 6 micsuis
nicns 3atBepakeHHs. 3MiHu | Tuny - 3miHn wono
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy. BeeaeHHs abo
3MiHW 0 y3aranbHeHWX JaHWX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX JaHWX Npo
cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iACHEHHS!
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHu
Y PO3MillleHHi MacTep-aina cucteMmn papmakoHarnsay)
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu 3asiBHMKA,
BiANoOBiAanbHOI 3a 34iicHeHHs bapMakoHarnagy. 3miHa
Micud 34INCHEHHA OCHOBHOI AigNbHOCTI 3 hapmakoHarnaay.
3MiHa agpecu macTep-daina cuctemy chapmakoHarnsgy.
3MmiHu | TUny - 3MiHK Wwoao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3amiHun) 3amiHa posginy
“I'padmnyeckoe oopmneHne ynakokun” Ha “MapKyBaHHs” B
3atBepmxeHnx MKA J13. 3atBepaxeHo: Pasnen
“I'padmnyeckoe oopmneHne ynakosku”.
Mpunaraetcs. 3anponoHoBaHo: Po3gin “MapkyBaHHs"
3rigHo 3aTBepaXKeHoro TeKCTy MapkyBaHHSA. OHOBMNEHHS
TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHopMaLii Woa0 3a3Ha4YeHHA OanHULb
BMMIptOBaHHSA y cuctemi Sl.

TepMmiH BBeEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBEPKEHHS.

126.

EPONIH®

Tabnetkv no 10 mr;
no5 a6o 10
Tabnetok y bnicTepi;
no 1 6nictepy B
KapTOHHI kopooLi;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN nadui

3AT
dapmaueBTny
HWI 3aBOf,
EFIC

YropwmHa

3AT
dapmauyeBTU4HUI
3aBoa ElIC

YropwmHa

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny -
3miHu 3 sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikar
BignoBigHOCTI €Bponencoki hapmakonei/moHorpadii.
MopaHHs HoBOro abo OHOBMNEHOrO cepTudikaTa
BianosigHoCTi abo BUNyYeHHs cepTudikaTa BiAnoBigHOCTI
€Bponeicbkin hapmakonei: gna A®l; ana BuxigHoro
maTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
BMKOPUCTOBYIOTbCS Y BUPOBGHMLTBI ADI; Anst 4ONOMiKHOI
pevyoBMHU (CepTudikaT BigNoBIigHOCTI EBpONenchkin
dapmakonei) - OHOBNeHW cepTudikaT Bif yxe
3aTBEPAKEHOro BUpPobHMKa
nogaHHs oHosneHoro CepTudikaTy BiANOBIAHOCTI
€sponevicbkin hapmakonei RO-CEP 2007-171-Rev 03
(nonepegHs Bepcis RO-CEP 2007-171-Rev 02) Big Bxe
3aTBepaxeHoro BupobHuka Matrix Laboratories Limited gns
AQ®I| nopatagunHy (3miHa NOWTOBOI agpecu BriacHuka
cepTudiikaTa BignoBigHOCTI €Bponewcbkii dapmakonei);

6e3
peuenma

UA/6527/02/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

3MiHM | Tuny - 3miHn 3 akocTi. CepTtudikart BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI €BPOMNENChKin
papmakonei/moHorpadii. lMogaHHa HOBOro abo OHOBNEHOro
cepTudikaTta BignosigHoCTi abo BUNyYeHHs cepTudikara
BignoBiaHOCTI €Bponeinckkin hapmakonei: ans Adl; ans
BUXiQHOro Marepiany/peareHTy/npoMiXXHOro NpoaykKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; AN 4ONOMKHOI
pevoBMHU (cepTudikaT BignoBigHOCTI €BpoNenchbkin
dapmakonei) - OHoBReHU cepTudikar Bif yxe
3aTBEPAXKEHOro BUPOOHMKA - MOAAHHS! OHOBIIEHOIO
CepTudikaTty BignosigHocTi €Bponenchki dapmakonei RO-
CEP 2007-171-Rev 04 (nonepeaHs Bepcis RO-CEP 2007-
171-Rev 03) Bia BXe 3aTBepAXeHoro BupobHuka Matrix
Laboratories Limited anst A®| nopataguHy (3miHa Ha3su
BMPOBHMYOI AinbHUL i3 «Matrix Laboratories Limited» Ha
«Mylan Laboratories Limited»; 3miHu | Tuny - 3miHn 3 skocTi.
CepTtudikat BignosigHocTi/E-cepTudikat BignoigHOCTI
€Bponevicbkinn dhapmakonei/MoHorpadii. ogaHHs HoBOro
abo oHOBNEHOro cepTudgikaTa BignoBiAHOCTI a0 BUMYYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponeickki dhapMakonei: Ans
A®I; ans BuxigHoOro matepiany/peareHTy/npoMixkHoro
NPOAYKTY, L0 BUKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; Ans
[AOMOMIKHOI pe4oBuHM (cepTudikaT BiANoBIigHOCTI
€Bponevicbkinn dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHOro BUpOoBHUKa - NoAaHHS OHOBINEHOro
CepTudikaTy BignosiaHOCTI €Bponeicbkin apmakonei R1-
CEP 2007-171-Rev 00 (nonepegHs Bepcis RO-CEP 2007-
171-Rev 04) Bia BXe 3aTBepAXeHoro BupobHuka Mylan
Laboratories Limited gna A®I nopataauHy.
3MiHM | Tuny - 3miHn 3 sikocTi. CepTtudikat BignosigHocTi/lE-
cepTudikar BignoBiaHOCTI €BpONenchKin
hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTa
BigNoBigHOCTI €Bponenchki hapmakonei: ans A®l; ona
BUXiQHOrO MaTepiany/peareHTy/npoMiXXHOro NpoayKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMLTBI API; Anst 4ONOMiKHOI
pevyoBMHU (CepTudikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHOBNEeHW cepTudikaT Bif yxe
3aTBepAeHoro BUpobHuka
nogaHHs oHosneHoro CepTudikaty BiaANOBIAHOCTI
€sponeicbkin hapmakonei R1-CEP 2007-171-Rev 01
(nonepegHs Bepcisa R1-CEP 2007-171-Rev 00) Big Bxe
3aTBepaxeHoro BupobHuka Mylan Laboratories Limited gns
A®| nopataguHy; 3miHu | Tuny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/CE-cepTudpikat BignosigHOCTi €Bponencbkin
apmakonei/moHorpadii. logaHHst HOBOro abo OHOBMEHOTO
cepTudikaTa BignoBigHoCTi abo BUnyyYeHHst cepTudikaTa
BigNoBigHOCTI €Bponeicbki hapmakonei: ans A®l; ona
BMXiAHOrO Matepiany/peareHTy/MPOMIKHOro NPoAayKTy, Wo
BMKOPUCTOBYIOTbCH Y BUpOOHULTBI ADI; Ans AoNoMiKHOT
peyoBMHU (CepTMdiKaT BignoBigHOCTi EBponenchkin
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dapmakonei) - OHOBREHU cepTudikar Bif yxe
3aTBEPAXKEHOro BUPOOHMKA - MOAAHHS OHOBIIEHOIO
CeptudikaTty BignosigHocTi €Bponenceki dapmakonei R1-
CEP 2007-171-Rev 02 (nonepeaHs Bepcis R1-CEP 2007-
171-Rev 01) Bia BXe 3aTBepaxeHoro BupobHvka Mylan
Laboratories Limited ans A®| nopataguHy
127.| EPONIH® Tabnetkv no 10 wmr; 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/6527/02/01
no 5 a6o 10 PapmaueBTny dapmaueBTUYHUIA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuenma
TabneTok y 6nicTepi; HUI 3aBO[, 3aeog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
no 1 6nictepy B EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHI kopoOLyj; cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
no 10 Tabnetok y BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
6nictepi; no 3 ocobu 3 hapmakoHarnsay 3asBHUKa AnNs 34iMCHEHHS
Gnictepu B hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
KapTOHHIN nadui yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYauy KOHTaKTHI faHi) Ta/abo 3miHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXeHOi 0COOU 3asiBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BignoBiganebHoi 3a hapmakoHarnsg B YKpaiHi
128.| EPOTEKC TabneTku, BKpUTI CninbHe YkpaiHa AkTasic Jl1a. ManbTa BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/15460/01/01
anda NNiBKOBOIO YKpaiHCbKO- OHOBIEHHSA TEKCTY MapKyBaHHA yNakoBKW NikapCbKoro peuernmom
YOJOBIKIB o6oroHkoto, no 50 icnaHcbke 3acoby 3 BHECEHHSIM iHhopMaLii LWoAo 3a3HAYEHHSs!
mrno 1 a6o 4 nignpuemMcTBo OOVHMUb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs 3MiH
TabneTku y GnicTepi; "CMNEPKO npoTarom 6-Tu MicsUiB nicns 3aTBepAXeHHS
no 1 6nictepy y YKPAIHA"
KAPTOHHIN nadui
129.| EPOTEKC TabneTku, BKpUTI CninbHe YkpaiHa AkTasic Jl1a. ManbTa BHECEHHS 3MiH 40 peecTpauinHuX Marepianis 3MiHu | Tuny - 3a UA/15460/01/02
ansa NniBKOBOIO YKpaiHCbKO- OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKU NiKapCbKoro peuenmom
YONOBIKIB o6oroHkoto, no 100 icnaHcbke 3acoby 3 BHECEHHAM iHdopMaLii LLoA0 3a3HaYeHHs
mrno 1 a6o 4 nignpuemcTeo OOMHMWLB BUMIpIOBaHHA y cuctemi Sl. BBeaeHHs 3MiH
Tabnetku y 6nicTtepi; "CIMNEPKO NPOTAroM 6-Tn MicALIB NicNa 3aTBEPOXKEHHSA
no 1 6nictepy y YKPAIHA"
KaPTOHHIN nadui
130.| ECMEPANb® | Tabnetku no 500 mr TOB "CaHodi- YkpaiHa Codhapumexc - MopTyranis BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/5332/01/01
Ne 20: no 20 AseHTic IHgycTpia Kimika e OHOBIIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuenmom
Tabnetok y dnakoHi, Ykpaina" ®apmaceyrika, C.A. 3acoby 3 BHECEHHSIM iHchopMalii LLoAo 3a3HaueHHs
no 1 ¢nakoHy B OOVHMWUB BUMIpIOBaHHA y cuctemi Sl. BHeceHHs 3miH 4o
KapPTOHHI kopooLyi po3ainy «MapkyBaHHsi» MKA J13. 3anponoHoBaHo:
MapkyBaHHs1 BignoBigHoO 40 3aTBEpPAXEHOro TEKCTY
MapKyBaHHs1. TepMiH BBe4EHHSI 3MiH NpoTAroM 6 micsauis
nicns 3aTBepaXeHHs
131.| ECTYNIK® Tabnetku no 1 mr, 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/9845/01/01
no 10 TabneTtok y dapmaueBTny dapmaueBTUYHUI 3MiHuM wopno 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
6nictepi, no 2 HUIA 3aBOf, 3aBog ElIC BBegeHHsi abo 3MiHM A0 y3aranbHeHMX aHWX NPO cucTemy
6nictepn y ErC dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

KapTOHHiIN kopobui

cucTeMy pbapMakoHarnagy, 3MiHa ynoBHOBaXXeHOiI ocobu,
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiANOBiAanNbHOI 3a 3AiCHEeHH:A hbapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asBHUKa ONs 30iIACHEHHS
hapmakoHarnsigy B YkpaiHi, KLW0 BOHa BiAMIHHA Bif
yrNOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObM YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBnd. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi
132| ETON SR Tabnetku HOBEN TAY TypevunHa HOBEN INTAY TypeyunHa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 3a UA/15574/01/01
NPOSIOHrOBaHoI Aii, CAHAI BE CAHAI BE 3MiHW 1Woa0 Beanekn/edeKTUBHOCTI Ta dhapMakoHarnaay. | peyenmom
no 600 mrno 10 TIOIXKAPET TII>KAPET A.LU. BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Tabnetok y bnicTepi; AL hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
no 1 Gnictepy B cucTeMy chapMmakoHarnagy, 3MiHa yrnoBHOBa)XeHoi ocobu,
KapTOHHIN ynakoBLi; BiANoBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
no 14 tabnertok y ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
GnicTtepi; no 1 hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
Gnictepy B yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
KapTOHHIN yrnakosLi hapmakoHarnagy (BKnoyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBa)keHOi 0cobu 3asiBHMKA, BiANOBiAaNbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTAKTHUX
OaHnX ynoBHOBaXkeHoi ocobu, BignoBiaanbHoI 3a
hapmakoHarnsg. 3MiHa KOHTaKTHOI 0coby ynoBHOBaXEHOT
ocobu 3asiBHUKA, BiANoBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. MponoHoBaHa pepakuis: Stefanska Olga. 3miHa
KOHTaKTHUX [laHUX KOHTaKTHOI ocobu ynoBHOBaXeHOi ocobu
3asBHMKa, BignoBiganbHoOI 3a hbapmakoHarnsg B YKpaiHi.
3MiHa Micus 3AiINCHEHHS OCHOBHOI AiANbHOCTI 3
apmakoHarnggy. 3miHa MmicuesHaxogxeHHs macTep-canna
133.| ETONO3nA KOHLeHTpaT Ansa EBEBE ABCTpia EBEBE ®apma ABcCTpis BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/2569/01/01
"EBEBE" po3unHy Ans ®apma [ec.m.6.X. Hoor. KT, 36inbLlUEHHst Mex Yacy dinbTpauii (abo yacy HanoBHeHHs) B | peyernmom
iHdysin, 20 mr/mn; lec.m.6.X. ABCTpis (NOBHUI npoueci Bupo6Huytea M3 3 15 roamH o 24 roguH
no 2,5 mn (50 mr), Hdr.KI LMK BUPOGHMLTBA);
abo no 5 mn (100 3enbepcgopd
Mmr), abo no 10 mn TNabop MvbX,
(200 wr), abo no 20 ABCTpisi
mn (400 mr) y (TecTyBaHHs); MIJ1
cnakoHi; no 1 Mikpobionoriwec
dnakoHy B Mprocnabop MM6X ,
KapTOHHIN KopobLii ABcTpin
(TecTyBaHHs)
134.| 3ANAIH kpem2 % no20ry 3AT YropwmHa 3AT YroplmHa/ BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/1849/01/01
Ty6i; no 1 Ty6i B dapmaueBTny dapmaueBTUYHUI Icnanis 3MiHM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyenma
KapTOHHIN Kopobuyi HUIA 3aBOf, 3aBog ETIC, BBegeHHst abo 3mMiHM A0 y3aranbHeHUX aHUX NPO cucTemy
ErC YropwuHa; ®eppep dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

IHTepHauioHanb,

cucTeMy pbapMakoHarnagy, 3MiHa ynoBHOBaXXeHOiI ocobu,
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
C.A, IcnaHis BiANOBiAanNbHOI 3a 3AiCHEeHH:A hbapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsgy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBOM YNMOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBnd. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi
135.| 3BIPOBOIO Tpasa no 50 r abo AT YkpaiHa AT "Jly6Hndpapm" YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 6e3 UA/8280/01/01
TPABA no 75 r y naykax 3 "JTly6Hncpapm" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy peuernma
BHYTPILLHIM (iHLWi 3MiHK); cynyTHS 3MiHa: 3MiHM A0 po3ainy “YnakoBka”
naketom; no 1,5ry MKA N3, a came HaHeCeHHS MOBHOro TEKCTY iIHCTPYKLii ANns
inbTp-nakeTi; No MeaMnYHOro 3acTtocyBaHHsi J13 Ha nadui, 6e3 BknagaHHs
20 inbTp-nakeTiB y iHCTPYKUiT ANnst MeguyHoro 3actocyBaHHs J13 B nauky.
navuj 3 KapToHy OHOBEHHs1 TEKCTY MapKyBaHHS YNaKoBKM IikapCbKOro
3acoby y 3B"S3KY i3 HAHECEHHSIM MOBHOIO TEKCTY iHCTPYKLi
Ha nayky (6e3 BknagaHHs iHCTPYKUiT ANst MeanyHoro
3acTOCyBaHHs B nayky). BBegeHHs 3amiH npotarom 6-Tu
MicAUiB nicnst 3aTBepPOKEHHSA
136., 3EPBAKCA® | nopoluok ans Mepk Wapn i LLseruapis BMPOBGHULTBO 3a CLWA/ BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3aMiHu Il Tuny - 3a UA/16362/01/01
KOHLUeHTpaTy ans Hoym IOEA NOBHWUM LMKIOM DdpaHuisa 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
PO34MHY Ans m6X Crepi-®apma, JJ1C, 3MiHM y TepaneBTUYHMX NOKa3aHHsIX (foAaBaHHst HOBOrO
iHdysin, 1 1/0,5 1; no CLIA; TepaneBTUYHOro NokasaHHsi abo 3miHa y 3aTBepAXeHOMY
10 donakoHis 3 anbTepHaTUBHUN roKasaHHi) - 3MiHW BHeCceHo A0 IHCTpyKUii Ans MeauyHoro
NOPOLLKOM Y BMPOGHUK: BTOPUHHE 3acToCcyBaHHs nikapcbkoro 3acoby ao po3ainy "MokasaHHsa"
KapTOHHI kopobLi nakyBaHHs, Ta, 9K Hacnigok, 4o po3ainis "d®apmakonoriyHi BnacTmeocTi”,
BignoBiganbHU 3a "MpotunokasaHHs", "Ocobnusi 3axoan 6esnekun”,
BUMYCK cepil "OcobnuBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta
JTabopatopii Mepk nosun", "MobivHi peakuii", Takox BHECEHO peaakuiiHi npaBku
Wapn i Aoym [0 TeKCTy po3ainis "3acTocyBaHHs y nepiog BariTHocTi abo
LLinGpe, ®paHuis rogyBaHHs rpyaar”, "3aaTHicTe BNAMBATK Ha LIBUAKICTb
peakuii Npu kepyBaHHI aBTOTPaHCNOPTOM abo iHLWNMK
mexaHismamu", "[itn", "MepenosysaHHs" (BBegeHHs 3MiH
npotarom 3-x MicsUiB nicns 3aTBepAXeHHs)
137.| 30KAPAOIC® TabneTku, BKpUTI MeHapiHi TNokcembypr A. MeHapiHi ITanis/ BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny - 3a UA/6736/01/01
nntoc NniBKOBOIO IHTepHeloHan MaHydakTypiHr HimevunHa 3MiHa y meTogax BunpobysaHHa APl abo BuxigHoro peuernmom
30/12,5 o6GoroHkoto no 14 OnepenwoHe JloricTikc eHp mMaTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
TabneTok y bnicTepi; Tlokcembypr Cepsicec C.p.J1,, BMKOPUCTOBYETLCA Y Npoueci BupobHuutea API Ang n.
no 1 abo 2 Gnictepu C.A. ITania (BupobHMUTBO 3anuwkoBsi po3unHHukm (IPA) pepakuiviHi npasku 4o meToay

Y KapTOHHIN KopobLi

in bulk, kiHueBe
nakyBaHHsl, BUMYCK
cepin); A. MeHapiHi
MaHydakTypiHr
JoricTikc eHg,
Cepsicec C.p.J1,,

HS GC; BunyyeHHs metog BunpobyBaHHs ansa A®l: a came
ana 1. Polymorph B- metog DRX TecT, HasiBHuI TecT ATR;
peaakuiviHi 3amiHn T. Polymorph B ansa metoay IT-ATR,
BUITyYEeHHS iHpopMaLii CTOCOBHO MiHii perpecii; AoaaBaHHs
AeTanbHOro onncy MeTodiB KOHTPOMo Ans Tecty Sieve test
Ta Laser test; 3minum | Tuny - 3miHa y napametpax
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ITanis (koHTponb cneuundikauin Ta/abo goMyCTUMUX MEX, BUSHAYEHNX Y
cepin); Oomne cneumngikauisx Ha A®l, abo BUXIOHWIA/MPOMIDKHWN
hapmavieyTiui NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
C.n.A,, ITanis BMpoOHMUTBa A®I - fONOBHEHHS cneuundikaLii HOBUM
(KOHTpONb cepii); NoKasHWKOM SIKOCTi Ta Bi4NoBigHNUM METOAOM BUNPOOYBaHHSI
MeHapiHi-PoH 2 ethylhexanoic acid (GC) ?70.10%; 3BY>X€HHSI AONYCTUMMUX
XenpgeH M'vbX, mex T. Jomiwkm (BEPX); 3anponoHoBaHo: SQ 31904
HimeuyunHa ?0.10%, SQ 32018+SQ32373 ? 0, 10%; 3BY>KEHHS
(BMPOBHMLTBO in ponyctummx mex T. Jomiwkn (BEPX), posaineHHs
bulk, kKiHUeBe napameTpis cneumdgikauii A®l; sanponoHoBaHo: SQ 31904
nakyBaHHs1, ?0.10%, SQ 32018+SQ32373 ?0.10%; 3BY>XEHHS
KOHTPOIb Ta BUMYCK ponyctummx mex T. lomiwkm (BEPX) ,3anponoHoBaHo:
cepin) Others unknown Each one ? 0.10%; 3miHu | Tuny - 3miHa
BMPOBHMKa BUXiAHOro/NPOMIDKHOrO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobH1Yomy npoueci AP, abo 3miHa
BMPOGHMKa (BKMOYato4m, e HeobXigHo, MicLie MPoBeAEeHHS
KOHTponto sikocTi) API - noaaBaHHs AinbHuLi ADI A.
Menarini Manufacturing Logistics and Services S.r.l. sik
KOHTpaKTHOI nabopaTopii Ans NpoBeAEHHS BU3HaYEeHHS
po3mipy 4yacTok Ta aHanisy IT-ATR; aminu Il Tuny - BBEAEHHA
moaynb 3.2.S ans Zofenopril Calcium, Lo BupobnseTbest
3aBogoM LUSOCHIMICA S.p.A. Lomagna BianoBigHo Jo
BiJKPUTOI YaCTUHMK, OCKiNbKKN 34iNCHEHO Nepeaaya BNacHOCTI
138.| IMYHO Kpanni ans Op. Tancc HimeuunHa Op. Tancc HimewunHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/4959/02/02
TANCC nepopansHoro HatypsapeH HatypBapeH 'M6X BHECEHHS 3MiH Ao po3ainy MKA: MapkyBaHHallponoHoBaHa | peyenma
POPTE 3acTocyBaHHsi no 50 m6X pefakuis. MapkyBaHHs. BignosigHo 4o 3aTBEpPAXEHOrO
Mn y driakoHax 3 TEKCTY MapKyBaHHs. 3MiHW BHECEHI B TEKCT MapKyBaHHs
KpanenbHuueto; no 1 NepBUHHOT Ta BTOPMHHOI YNaKoBKM NikapcbKoro 3acoby
dnakoHy 3 LLLOAO 3a3HaYEeHHS MiXXKHapPOAHMX MO3Ha4YeHb OANHULb
KpanenbHULero y BMMIiplOBaHHs. BBegeHHsA 3MiH NnpoTarom 6-Tu micauis nicng
KapPTOHHIN KOpoOLj 3aTBEPOKEHHS
139.| IHOGAHPUKC cycnensia (DTPa- makcoCmiTKn Benuka "makcoCmiTKnanH Benbris BHECEHHS 3MiH [0 peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/16235/01/01
FEKCA™/INF HBV-IPV) ons anH Excnopt BpuTaHia Bionogxikana C.A. 3MiHK 3 sikocTi. [oToBWMIA Nikapcbkuii 3aci6. KoHTponb peuernmom
ANRIX iH’ekuii no 0,5 mn (1 TNiviteq roToBOro nikapcbkoro 3acoby. 3miHa y meTodax
HEXA™ [o3a) Ta nioginisar BMNPOGYBaHHSI rOTOBOrO fikapcbkoro 3acoby (iHLWi 3aMiHW y
KOMBIHOBA | (Hib) 1 nonepenHbo MeToAax BunNpobyBaHb (BkMoYaoum 3amiHy abo
HA HanoBHEHUN [OOMOBHEHHS)) - 3miHa cepii PRP-TT cTtaHgapTHOro 3pasky
BAKLUUHA OfHOpa30BUN Ans BU3HaYeHHs BMICTYy nonicaxapugy metogom HPLC ansa
ana wnpwy, (no 0,5 mn (1 KOHTPOIO SIKOCTi KiHL,eBOro NpoaykTy. 3anponoHoBaHo: lot
MPO®INAKT [03a)) y KOMNIeKTi 3 AHIBCJA065/SWN0684A03
UKU [BOMa rofikamu Ta
OUGTEPII, dnakoH 3
NPABLA, nioginizatom (Hib)
KALLUJTKOKY ons 1 gosn, wo
(ALUENONAP 3MilWwyoTbCs nepeq
HUN BUKOPUCTAHHSIM
KOMMNOHEHT | (wnpwvy 3 ronkamu
), TENATUTY 3aKpuTi ryMOBMMU
B, KoBMavkamm); ABi
noniomMieni ronku (ogHoro
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
TYTA po3mipy), Wnput, Ta
3AXBOPIOB nakoH repMeTUYHO
AHb, 3anakoBaHi y
36YOHUKOM nnacTUKoBUN
AKUX € KOHTelHep; no 1 abo
HAEMOPHIL no 10 nnacTnkoBux
us KOHTENHepiB y
INFLUENZAE | kapTOHHiln kopobui;
TANY B 1 nonepegHLO
HarnoBHEHWN
OfHOpa3oBUN
wnpwuy (no 0,5 mn (1
[03a)) y KOMMIeKTi 3
ABOMa ronkamu Ta
nakoH 3
niodpinisatom (Hib)
ons 1 gosn, wo
3MilyTbCs nepen
BUKOPUCTaHHAM
(wnpwy 3 ronkamu
3aKpWTi FyMOBUMU
KoBnaykamu); ABi
rornku (ogHoro
po3mipy), LWnpuy, Ta
nakoH repMeTu4Ho
3anakoBaHi y
NnacTuKoBUm
KOHTelHep; no 1 abo
no 10 nnacTukoBmnx
KOHTENHepiB y
KapPTOHHIN KOpoOLyi
140.| IHPAHPUKC cycneHsisa ans makcoCmiTKn Benuka nakcoCmiTKnamH Benbris BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/13939/01/01
™InB iH'ekuin, no 0,5 mMny anH Excnopt BputaHis Bionogxikana C.A. 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy peuernmom
KOMBIHOBA nonepeaHLo TNiviteq (iHLWi 3MiHK) - OHOBMNEHHS TEKCTY MapKyBaHHS yNakoBKM
HA 3anoBHEHOMY nikapcbkoro 3acoby 3 BHECEHHsM iHdopMaLlii Wwoao
BAKLMHA OfHOPa3oBOMY 3a3HayYeHHs OAMHWLB BUMIPIOBaHHS y cuctemi Sl. TepmiH
ana LINPWLi Y KOMNNEKTi BBeAEHHs 3MiH - 3 01.01.2021
MNPO®INAKT 3 ronkoto; no 1 abo
UKU 10 nonepegHbO
OUDTEPII, 3aMoBHEHNX
NMPABLA, O[HOPa30BUX
KALLTHOKA wnpuuis y
(ALUENKONAP | nnactukoBomy
HUN KOHTelHepi; no 1
KOMMNOHEHT | koHTenHepy B
) TA KapPTOHHIN Kopobui
noniomMieni
TY
141.| IHOGAHPUKC cycnensisa (DTPa- makcoCmiTKn Benuka nakcoCmiTKnanH Benbris BHECEHHS 3MiH 40 peecTpauiinHuxX maTtepianis 3MiHu | Tuny - 3a UA/15832/01/01
™ INB XIB / IPV) ans iH’ekuin no anH Exkcnopt BpuTtaHis Bionogxikana C.A. 3MiHM 3 fAKocTi. [0TOBMIA Nikapcbkuin 3aci6. KoHTpornb peuernmom
INFANRIX™ 0,5 mn (1 go3a) Ta Jliviteg roToBOrO fikapcbkoro 3acoby. 3miHa y meTogax
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
IPV HIB niodpinisar (Hib), BMNPOBYBaHHS rOTOBOrO fiKapCbKoro 3acoby (iHLWi 3aMiHW y
KOMBIHOBA cycneHsisi (DTPa- MeToaax BunpobyBaHb (BKIOYaun 3amiHy abo
HA IPV) ans iH'ekuin no [OOMOBHEHHS)) - 3miHa cepii PRP-TT cTtaHgapTHOro 3pasky
BAKLIMHA 0,5 mn (1 gosa) y Ons BU3HAYeHHs BMICTy nonicaxapugy metogom HPLC ansa
ansa nonepegHLo KOHTPOIIO SIKOCTi KiHLLEBOro NpoaykTy. 3anponoHoBaHo: lot
MNPO®INAKT HanoBHEHOMY AHIBCJA065/SWNO0O684A03
UKU O[IHOPa30BOMY
OUGTEPII, wnpuui Net y
NMPABLA, KOMMIEKTi 3 ABOMa
KALLUJIOKY ronkamu Ta
(ALEENKONAP | niodinizat (Hib) y
HUA chnakowi Ne1, wo
KOMMNOHEHT | 3miwytoTbcs nepen
), BMKOPUCTaHHSIM: MO
noniomMieni 1 nonepegHbO
TYTA HarnoBHeHoOMY
3AXBOPIOB 0fHOpPa3oBOMY
AHb, LWNPULY Y KOMNNEKTi
36YAHUKOM 3 ABOMa ronkamu t1a
AKUX € 1 cdonakoHoM 3
HAEMOPHIL niodpinisatom (Hib) y
us BaKyyMHiW
INFLUENZAE | cTepwnbHin
TANY B ynakosLui; no 1
BaKyyMHiNn
CTEpPUnbHIN ynakosLi
Y KapTOHHI kopobui
142 KANEHAQYNAU KBiTkM No 25 r abo AT YkpaiHa AT "INy6Hnapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/8282/01/01
KBITKA 50 r y naykax 3 "JTly6Hncpapm" 3MiHU Wwoao 6e3nekn/edekTUBHOCTI Ta hbapMakoHarnsay; peuernma
BHYTPILUHIM NakeToMm CynyTHS 3MiHa: 3MiHW Ao po3giny “Ynakoska” MKA 13, a
3 LinNbHO came HaHeCeHHs MOBHOro TEKCTY iHCTPYKUIT AN MeanyHoro
CUPOBUHOIO; NO 25 T 3acTocyBaHHs J13 Ha nayui, 6e3 BknagaHHs iHCTPYKUii Ans
abo 50 r y naykax 3 MeanyHOro 3actocyBaHHs J13 B nayky. BeegeHHs 3miH
BHYTPILUHIM NakeToMm NPOTAroM 6-Tn MicALiB NicNa 3aTBEPOXKEHHSA
3 nogpiéHeHoto
cupoBuHoto; no 1,5 r
y dinbTp-nakeTi, No
20 cbinbTp-nakeTiB y
nayui 3 KapToHy
143.| KAHOEKOP® Tabnetku, 32 KPKA, o.4., CnoseHist KPKA, o.a., Hoeo CnoseHisi BHECEHHS 3MiH 40 peecTpauiiHux marepianis 3MiHu | Tuny - 3a UA/13918/01/01
H 32 mMr/12,5 mr no 10 HoBo mecTo mecTto, CrnoBeHist BUINyYeHHs BUpobHuka A®| Cadila Healthcare Ltd., IHais; peyernmom

Tabnetok y 6nicTepi;
no 3, abo no 6, abo
no 9 Gnictepis y
KapTOHHIN Kopobui;
no 14 tabnetok y
6nictepi; no 1, abo
no 2, abo no 4, abo
no6,abono7
bnictepiB y
KapTOHHiIN kopobui

(Bpo6HULTBO "in
bulk", nepuHHe Ta

BTOPUHHE
nakyBaHHs,
KOHTPOJb cepii,
BUMYCK Cepii;
KOHTpOIb cepii)

3MiHm | TUNy - npuBegeHHs cneumadikauii APl kaHgecapTaHy
umMnekceTun 3a nokasHnkamu: «PosumHHicTby, « CynpoBigHi
Aomiwkny Ta «Boga» (AogaBaHHSA MoKa3HuKa) y
BigNoBigHICTb A0 BUMor MoHorpadii Candesartan cilexetil
EP; amiHu | TNy - nogaHHst HoBoro cepTtudikara
BignosigHocTi €Bponencbkii hapmakonei Ne Ne RO-CEP
2011-309-Rev 03 ans gitoyoi pevoBuHu Candesartan
cilexetil Big HoBoro Bupo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutain B jonoBHeHHs1 Ao
3arBepaxeHoro BupobHuka KRKA, d.d., Novo mesto,




54 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Slovenia (ASMF); 3aminu Il Tvny - oHOBNeHHs macTep -
danny (ASMF) Ha A®| KangecapTaHy uunekcetun Big
BupobHuka KPKA, o.a., HoBo mecTto, CnoBeHis
144, KAHAIA kpem, 10 mr/1 r no menmapk IHAis mexnmapk IHgia BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/9754/02/01
201 y TY6i; no 1 Ty6i | PapmacbloTuK dapmacbioTvkans BHECeHHs 3MiH Ao po3ainy MKA: MapkysaHHs [ponoHoBaHa | peuenma
B KAPTOHHI kopoOLi ans Jltao. NTa. pepakuis MAPKYBAHHA 3rinHo 3aTBEpO)KEHOrO TEKCTY
MapkyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS YNaKoOBKU
nikapcbkoro 3acoby 3 BHeCEHHsIM iHdopMaLlii Wwoao
3a3Ha4YeHHs1 OQMHULb BUMIpIOBaHHs y cucteMi Sl. BBeaeHHst
3MiH NPOTArom 6-Tu MicAUIB NicNga 3aTBepaAXeHHN
145, KAHAIA pPO34unH Ana CmeHmapk IHais "meHmapk IHaisa BHECEHHS 3MiH 1O peecTpaLlinHux Matepianis 3MiHu | Tuny - 6e3 UA/9754/01/01
30BHiLUHLOrO dapmacboTuK dapmacbioTvkans BHECEHHS 3MiH Ao po3ainy MKA: MapkysaHHs NponoHoBaHa | peuenma
3acTocyBaHHs, 10 ans JlTa. 1o, peaakuis MAPKYBAHHA 3rinHo 3aTBEpaXXEHOro TEeKCTy
mr/1 mn no 20 mn y MapKyBaHHs1. OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKU
cbnakoHi; no 1 nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii Lwoao
nakoHy B 3a3HavYeHHs O4MHULb BUMIpOBaHHs y cucTemi S|. BBeaeHHs
KapTOHHIN yrnakoBLi 3MiH NPOTAroM 6-TK MicsLiB NicNs 3aTBEPAXEHHS
146., KAHECNOP® | kpem 1%, no15r B Banep LLisenuapis M MpeHsax Icnanis/ BHECEHHS 3MiH 40 peecTpauinHnxX maTtepianis 3MiHu | Tuny - 6e3 UA/3589/01/01
anoMmiHieBii Ty6i, no KoHcblomep MpopykTioHc MM6X, HimeyunHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy peuenma
1 Ty6i B KAPTOHHIN Kep Al HimeuunHa; KepH (iHWWi 3MiHK) - BHECEHHST 3MiH 0 po3ainy « MapkyBaHHs »
KopoobLi dapma C.J1., IcnaHis MKA J13. 3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPAKEHOro TEKCTY MapKyBaHHsi. OHOBMEHHS TEKCTY
MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSIM
iHbopMaUii WoAOo 3a3Ha4YeHHA OQUHNLL BUMIPIOBaHHS Y
cuctemi Sl. BBegeHHs1 3MiH NpoTsrom 6-Tu micsilie nicns
3aTBEpPAKEHHS
147 KETO nntocC wamnyHb no 60 mn CmeHmapk IHais nexmapk IHaisa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 6e3 UA/10142/01/01
abono 150 mn y dPapmacboTHK dapmacbioTvkana BHECEHHS 3MiH Ao po3ainy MKA: MapkysaHHs [ponoHoBaHa | peuenma
cnakoHi; no 1 ans JlTa. Jita. pepakuias MAPKYBAHHA 3rigHo 3aTBEpAXeHOoro TekcTy
dnakoHy B MapKyBaHHs1. OHOBMEHHs1 TEKCTY MapKyBaHHS YNakoBKU
KapTOHHI kopobLi nikapcbkoro 3acoby 3 BHECEHHsM iHdopMaLlii Wwoao
3a3HavYeHHs OAMHWLbL BUMIPIOBaHHS Y cuctemi Sl. BBegeHHs
3MiH NPOTAroM 6-Tu MicauiB Nicnsa 3aTBEpaXKEHHSA
148.| KNNOCTUNBE Tabnetku no 50 wmr, 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/4600/01/01
rnT® no 10 Tabnetok y dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
cnakoHi; no 1 HWIA 3aBOf, 3aBoa ElIC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPo CUCTEMY
dnakoHy B ErC apmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHux npo

KapTOHHIN yrnakoBLUi

cucteMmy chapMakoHarnagy, 3MiHa yrnoBHOBaXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHol
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
dapmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMiHHA Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS
apmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0CcOobM 3asiBHUKA,
BignosiganbHOI 3a dapmakoHarnag B YkpaiHi. [IponoHoBaHa




55 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pepakuis: €dimkiH AHapIn eoprinoBny. 3MiHa KOHTaAKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asBHMKA,
BiAnosiAanbHoI 3a hapmakoHarnsz B YkpaiHi
149.| KO- Tabnetku, BKpUTI HOBEJ JTAY TypeyunHa HOBEN NTAY TypeyunHa BHECEHHS 3MiH 1O peecTpaLinHuX marepianis 3MiHu | Tuny - 3a UA/11583/01/01
IPBEECAH® 060oroHKoto, no 150 CAHAI BE CAHAI BE 3MiHU wopao Gesnekn/edeKTUBHOCTI Ta hapMakoHarnagy. | peyenmom
mr/12,5 mr, no 14 TIODXKAPET TIOXKAPET A.LL. BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHUX NPO CUCTEMY
Tabnetok y bnicTepi, AL hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
no 2 6nictepu y cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
KapTOHHIN ynakoBLi; BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTakTHOT
no 15 rabnertok y ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
GnicTtepi; no 6 hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
GnictepiB y yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
KapTOHHIN yrnakoBLi hapmakoHarnagy (BKMoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsagy) -
3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: R. Ayse Cetin. 3miHa KOHTAKTHUX
OaHnX ynoBHOBaXkeHoi 0cobu, BignoBiaanbHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0coby ynoBHOBaXKeHOi 0CobM 3asiBHMKA,
BiAnoBiganbHOI 3a apmakoHarnsg B YkpaiHi. [ponoHosBaHa
penakuis: Stefanska Olga. 3miHa KOHTaAKTHMX JaHUX
KOHTaKTHOI 0cobu ynoBHOBa)eHOI 0cobu 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3AiCHEHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
Micue3Haxo4KeHHs1 MacTep-danna
150.| KO- TabneTku, BKpUTI HOBE JTAY TypevunHa HOBE TAY TypeyunHa BHECEHHS 3MiH [0 peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/11583/01/02
IPEECAH® 060510HKO0, Mo 300 CAHAI BE CAHAI BE aMiHV Woao 6eanekn/edekTMBHOCTI Ta (hapmakoHarnagy. | peyenmom
mr/12,5 mr, no 14 TIOXKAPET TIIKAPET A.LU. BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX NPo CUCTEMY
Tabnetok y bnicTepi, AL hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHnX npo

no 2 6nictepu y
KapTOHHIN ynakoBsLi;
no 15 rabnetok y
Gnictepi; no 6
GnictepiB y
KapTOHHIN yrnakosLUi

cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AINCHEeHH:A hbapMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNOBHOBaXeHOi ocobw, BianoBiaansbHoI 3a 3aiNCHEHHs!
hapmakoHarnagy (BKnYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa YroBHOBaXeHOi 0coby 3asiBHKKA, BignoBifanbHoi 3a
dapmakoHarnsg.
lMponoHoBaHa pepakuis: R. Ayse Cetin. 3miHa KOHTaKTHUX
AaHnX ynoBHOBaXKxeHOi 0cobu, BignosiganbHoi 3a
dapmakoHarnsg.
3MiHa KOHTaKTHOI 0coby ynoBHOBaXXeHOi 0CObK 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: Stefanska Olga. 3miHa KOHTaKTHMX JaHUX
KOHTaKTHOI 0coby ynoBHOBaXXeHOi 0cobu 3asBHMKA,
BigNoBiganbHoi 3a hapmakoHarnag B YkpaiHi. 3miHa micus
30iCHEHHSI OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsigy. 3MiHa
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MicLie3Haxo4XXeHHs1 macTep-carina
151, KOMBIHUN® Kpanni OYHi/BYLLHi CEHTICC IHois Cenricc ®apma lBT. IHaisa BHECEHHS 3MiH 10 peecTpaLifHNX MaTepianis TeXHiYHa 3a UA/11313/01/01
ayo nos5wmny PAPMA JTh. nomwunka B Merogax koHTponto skocTi (MKA), B p. «Cknag» | peuernmom
nonieTuneHoBomy Mpawset
NaKkoHi- Tlimiteq
KpanenbHuLi 3
KPULLIKOO-
ckapuikaTopoMm; no
1 dnakoHy-
KpanenbHuui B
KapTOHHIN nayui; no
5mny
nonieTurieHoBomy
dnakoHi 3 Nnpobkoto-
KpanenbHUL et i
KpuLKoto; no 1
cnakoHy B
KapTOHHIM nayui
152.| KPYPOBIT Tabnetku no 50 mr 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/16396/01/01
no 14 tabnertok y dapmaueBTny dapmaueBTUYHUN 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
GnicTtepi; no 2 abo 4 HWUI 3aBof 3aBop ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTeEMY
Gnictepu B ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN ynakoBLii cucTemy chapMakoHarnsgy, 3MiHa yrnoBHOBaXeHoi ocobu,
BiANoBiAanbHOI 3a 3QiMCHEHHS hapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30iMCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
YyNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BknoYakum KOHTaKTHi AaHi) Ta/abo 3miHu
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BigNoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. NMponoHoBaHa
penakuis: €diMmkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
153.| KPYPOBIT Tabnetkv no 100 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/16396/01/02
no 14 tabnetok y dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
Gnictepi; no 2 abo 4 HWI 3aBoa 3asop ElC BeeneHHst abo 3MiHW 0o y3ararnbHeHUX AaHuX NPO CUCTEMY
Gnictepu B ETIC apmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHux npo

KapTOHHIN yrnakoBLi

cucTemy chapmakoHarnsigy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMiHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BknoYaym KOHTaKTHI AaHi) Ta/abo 3miHu
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0CcobM 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
penakuis: €dimkiH AHApin MeoprinoBm4y. 3mMiHa KOHTaAKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOiI 0COOU 3asiBHMKA,
BignoBiganbHOI 3a apmakoHarnag B YkpaiHi
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
154, NA3WH TabneTku, BKpUTI FETEPO IHAisa letepo J1a63 IHAisa BHECEHHS 3MiH 40 peecTpaLlitHMX Martepianis 3miHu | Tuny - 6es UA/17410/01/01
nniBKOBOIO JIAB3 JimiTeq 3MiHU Wwoao 6e3nekn/edPeKTUBHOCTI Ta dhapMakoHarnagy. peuernma
000noHKoto, No 5 mMr JIIMITEL BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHUX NPO CUCTEMY
no 10 tabnetok y papmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 1 abo 3 cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi 0cobu,
Gnictepu B BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
KapTOHHi Kopobui ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYaym KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBiganbHOI 3a
3aificHeHHs dbapmakoHarnsaay B YkpaiHi: [liloua pepakuis —
[obposonbcbka Hatanis OnekciiBHa. MponoHoBaHa
pepakuis — Hypies Enganis AnimoBuy. 3MiHa KOHTaKTHUX
JaHUX KOHTaKTHOI 0co6u 3asBHMKA, BianoBiganbHoI 3a
3[iMCHEHHs hapmakoHarnsaay B YKpaiHi
155.| TAMIHAPIT cnaHi no 75 abo no MpAT Ykpaina MpAT "liktpasn" Ykpaina BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 6e3 UA/7579/01/01
CNAHI 100, abo no 150 r "Niktpasn" BHECEHHS 3MiH Y MeToAun BUNpobyBaHHs nikapCcbKoro peuenma
(MOPCbKA y naykax 3 3acoby: npuBeaeHHs n. «laeHTudikauis A. 30BHILLHI 03HaKK
KAMYCTA) BHYTPILLHIM NakeTom 1. Onwuc nikapcbkoi popmu Ta 2. [eTanisauisi 30BHiLLHiX
o3Hak. [MogpibHeHa cnpoBMHa» [0 haKTUYHOTO BUMMSAY
nikapcbkoi hopmu, a came 3a3Ha4Y€eHO «... 330BHi BKpUTI
6invM HanboTOM coneiy. 3MiHM BHeceHi y po3aain "flikapcbka
dopma" (OCHOBHI (pi3nKo-XiMiYHi BMacTMBOCTI) B iIHCTPYKLItO
AN MeANYHOro 3acToCyBaHHs NikapcbKoro 3acoby Ta sk
HacnigoK - y TEKCT MapKyBaHHS yNakoBKW MikapCbKoro
3acoby. BBegeHHs1 3MiH npoTsirom 3-X micsauis nicns
3aTBEpPAKEHHS
156.| NA®EPOBIO crpen HasanbHW No TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 6e3 UA/13779/03/01
H 100000 MO/mn no 5 "BIOPAPMA" "BIOPAPMA" 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuenma
My dOrakoHi, BeeneHHst abo 3MiHM g0 y3aranbHeHUX faHuX Npo cucTemy
3aKynopeHomy hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
MiKpOg03aTopoM- cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
posnunioBayem; no BiANOBiAanNbHOI 3a 34iCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
1 donakoHy y nauui 3 ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
KapTOHY dapmakoHarnsgy B YkpaiHi, SKWo BOHA BiAMiHHA Bif
YyNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHKKA, BignoBifanbHoi 3a
3AicHeHHs dhapmakoHarnsgy B YkpaiHi: NponoHoBaHa
peaakuis — Npycbkuit Ctaxicnas Bonogumunposuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asBHuMKa,
BiANoBiganbHOI 3a 34iCHeHH bapMakoHarnagy
157.| NA®EPOBIO NOPOLLOK TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/16017/01/01
H HasanbHui, no 100 "BIO®APMA" "BIO®APMA" 3MiHM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyenma

000 MO, 5 dnakoHis
3 MOPOLLKOM Y
bnicTtepi; no 2

BBegeHHsi abo 3MiHM 40 y3aranbHeHMX gaHWX NPO cUcTemy
hapMakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHUX Npo
cucTeMy pbapMakoHarnagy, 3MiHa ynoBHOBaXXeHOiI ocobu,
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nicTtepn B nayui 3 BiANOBiAanNbHOI 3a 3AiCHEeHH:A hbapMakoHarnaay; KOHTaKTHoI
KapTOHY ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
hapmakoHarnsigy B YkpaiHi, KLW0 BOHa BiAMIHHA Bif
yrNoOBHOBaXKeHOi 0cobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
3fificHeHHa dbapmakoHarnsaay B YkpaiHi. NponoHoBaHa
pepakuis — MNpycbkuit Ctaxicnas Bonogumunposud. 3MiHa
KOHTaKTHUX JaHUX YNOBHOBAaXEHOI 0CoOU 3asiBHYMKA,
BiANOBiAanbHOI 3a 34iiCHeHHA bapMakoHarnagy
158.| NA®EPOMAK | cynoswutopii no 1 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 3a UA/13779/01/03
Cc 000 000 MO; no 3 "BIO®APMA" "BIO®APMA" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuenmom
cynosutopiino 1 ry BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
KOHTYPHIl hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHuX Npo
YapyHKOBIW cucTemy chapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
ynakosLui; no 1 BiANoBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
KOHTYPHIN ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
YapyHKOBIN ynakoBLi hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
B Mayui 3 KapToHYy; yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
no 5 cynosutopiis hapmakoHarnagy (Bknoyar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
no 1 ry KOHTYpPHIl y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
YapyHKOBIN 3MiHa ynoBHOBa)keHOi 0cobu 3asiBHMKA, BiANOBiAaNbHOI 3a
ynakosLi; no 1 abo 34iNCHEeHHS chapmakoHarnagy B YkpaiHi: [NponoHoBaHa
No 2 KOHTYpPHI peaakuis — MNpycbkuii Ctaxicnaes Bonogummnposuy. 3miHa
YapyHKOBI YMaKoBKU KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
B nayui 3 KapToHy Bi4NoBiaanbHoiI 3a 3aiNCHEHHSA bapMakoHarnagy
159.| NA®EPOMAK | cynosuTopii no 3 TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny - 3a UA/13779/01/04
C 000 000 MO; no 3 "BIOPAPMA" "BIOPAPMA" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
cynosutopiino1ry BeeneHHst abo 3MiHM 4o y3aranbHeHUX AaHuX NPO CUCTEMY
KOHTYPHI hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
YapyHKOBIW cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
ynakosui; no 1 BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHol
KOHTYPHI ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
YapyHKOBI ynakoBLi hapmakoHarnsgy B YKpaiHi, SKWwo BOHA BiAMIHHA Bif
B Nauui 3 KApTOHY; YyNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 3QiNCHEHHS
no 5 cynoautopiis hapmakoHarnagy (BKnYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
no 1 1y KOHTYPHI Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
YapyHKOBIW 3MiHa YroBHOBaXeHOi 0cobu 3asiBHKKA, BignoBifanbHoi 3a
ynakosui; no 1 abo 3AiMcHeHHs dhapMmakoHarnsagy B YkpaiHi: NponoHoBaHa
NO 2 KOHTYPHI peaakuis — Npycbkuit Ctaxicnas Bonogumunposuy. 3miHa
YapyHKOBi YMaKoBKU KOHTaKTHUX JaHUX YNOBHOBaXeEHOi 0cobu 3asBHWMKa,
B Nauui 3 KApTOHY BiANOBiAanNbHOI 3a 3AiCHeHHA bapMakoHarnagy
160.| TIEBOMAK TabneTkn, BKpUTI Makneogac IHAis Makneoac IHais BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/8637/01/01
NNiBKOBOIO ®PapmacboTuk dapmacbioTuKanc 3MiHa B ymoBax 36epiraHHsi nikapcbkoro 3acoby: peuernmom
obonoHkoto, no 250 anc Jlimiteg Timiteg 3anponoHoBaHo: YMoBu 36epiraHHs. 36epirati npu

Mmr, no 5 TabneTok y
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepi, no 1 abo Temnepatypi He BuLlie 30 °C B opuriHanbHi ynakoBLi
no 2 6nictepu B
KapTOHHIN ynakoBLi;
no 5 rabnetok y
6nictepi, no 4
Gnictepw, 3'eAHaHNX
Mix coboto, no 5
6nicTtepis, 3'eQHaHNX
Mix coboto B
ynakosui; no 10
TabneTok y 6nicTepi;
no 10 6nicTepis B
KapTOHHIN yrnakoBLi
161.| NEBOMAK TabneTku, BKpUTI Makneoac IHais Makneoac IHaia BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/8637/01/02
NNiBKOBOIO dapmacboTuK dapmacbioTrkanc 3MiHa B ymoBax 36epiraHHsi nikapcbkoro 3acoby: peuernmom
obonoHkoto, no 500 anc Jimiten Tlimiteq 3anponoHoBaHo: YMoBw 36epiraHHs. 36epiratv npu
Mr, no 5 Tabnetok y Temnepatypi He BuLle 30 °C B opuriHarnbHil ynakoBLi
Gnictepi, no 1 abo
no 2 6nictepu B
KapTOHHIN ynakoBLi;
no 5 rabnetok y
6nictepi, no 4
Gnictepw, 3'eaHaHNX
Mix coboto, no 5
Gnictepis, 3'egHaHNX
Mix coboto B
ynakosui; no 10
TabneTok y GnicTepi;
no 10 6nictepis B
KAPTOHHIN ynakosLi
162.| NETEPO TabneTku, BKpUTI FETEPO IHais [etepo J1a63 IHaisa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/14176/01/01
NNiBKOBOIO JIAB3 JlimiTeq 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 2,5 TIMITER BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX NPo CUCTEMY
mr, no 10 Tabnetok hapmakoHarnagy (BBe4eHHs y3aranbHeHuUX AaHux npo
y 6nictepi; no 1 abo cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
no 3 Gnictepu B BiANOBiAanNbHOI 3a 3AINCHEeHHNA hbapMakoHarnagy; KOHTaKTHoI
KOpOoOGLi 3 KapTOHY ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNOBHOBaXeHOi ocobw, BianoBiganbHoI 3a 3A4iNCHEHHSs!
hapMakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiaanbHoi 3a
34iMcHeHHs hapMakoHarnagy B YkpaiHi: [itova pepakuis —
[obposonbcbka Hatania OnekciiBHa. NMponoHoBaHa
pepakuis — Hypies Engania AnimoBuy. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHUKA, BignoBiganbHOI 3a
34iVicHeHHs dpapMakoHarnsgy B YkpaiHi
163.| NIQOKAIH cnpert 10 %, no 38 r 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/0655/01/02
cnpeto y drnakoHi; dapmaueBTny dapmaueBTUYHUI 3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
no 1 dpnakoHy + 1 HUI 3aBOf, 3aBop ElIC BBegeHHsi abo 3MiHM A0 y3aranbHeHUX OaHWX NPO cUcTeMy
nnacTMacoBun ErC dapmakoHarnsigy (BBe4eHHs y3aranbHeHUX gaHux npo
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KnanaH-gosartop y cucTemy bapmakoHarnsay, 3miHa yrnoBHOBaXEHOi ocobu,
KapTOHHIN kopobuji BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, SiKLLLO BOHa BigMiHHA Bif
yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBOM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsia B YkpaiHi. [ponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBnd. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi
164.| NIHAUHET 20 | TabneTtku, BKpUTI BAT "T'eneoH YropwmHa BAT "T'eneoH YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/7688/01/01
obonoHkoto, no 21 PixTep" PixTep" 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy peuernmom
TabneTui B GnicTepi, (iHLWi 3MiHW) - 3MiHW BHECEHI 40 IHCTPYKUiT ANa MeandyHoro
no1 abono3 3acTOoCyBaHHS nikapcbkoro 3acoby y po3ain "OcobnueocTi
6nictepu pasom 3 3acTocyBaHHS" BiANOBIAHO A0 OHOBMEHOI iHdopMalLlii Wwoao
KapTOHHWUM 6e3neku giloyoi pevoBuHU. BBeaeHHst 3amMiH npoTsarom 6-tu
cyTnapom ons MicaLiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHKu woao
36epiraHHs Gnictepa 6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3miHu) -
B KapTOHHIl 3MiHW BHECEHI A0 IHCTPYKUIT ANg MeanyHoro 3acTocyBaHHS
ynakoBLi nikapcbkoro 3acoby y posginu: "®apmMakonoriyHi
BnactmeocTi", "MNpoTunokasaHHs", "Baaemogisa 3 iHwmmMmn
nikapcbknMu 3acobamu Ta iHLWi BUan B3aemogin",
"OcobnmBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
no3n", "MobivHi peakuii" BianoBiaHO 4O OHOBNEHOT
iHpopmaLii LWwogo G6esneku gitoyoi pevoBuHW. BBeaeHHst 3amiH
NpoTAroMm 6-TW MicALIB Nicna 3aTBEPAXKEHHSA
165.| NIHAWUHET 30 | TabneTku, BKpUTI BAT "lepeoH YropwmHa BAT "TeneoH YropwmHa BHECEHHS 3MiH 40 peecTpaLiiHnuX maTtepianis 3MiHu | Tuny - 3a UA/7689/01/01
obonoHkoto, no 21 PixTep" Pixtep" 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta papMakoHarnsgy peuernmom
Tabnetui B 6nictepi; (iHLWi 3MiHK) - 3MiHW BHECEHI 40 HCTPYKLUIi ANs MeguyHoro
no 1 abo no 3 3acTocyBaHHs nikapcbkoro 3acoby y poaain "OcobnusocTi
Gnictepu pasom 3 3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOI iHopMaLii Woao
KapTOHHUM 6esneku gito4oi pevoBmHU. BBegeHHst 3MiH npoTarom 6-tn
dyTnspom ans MicALiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHu woao
36epiraHHs Gnictepa 6e3nekn/edekTUBHOCTI Ta papmakoHarnsgy (iHwi amiHu) -
B KapTOHHil 3MiHM BHECEHI 40 IHCTPYKUIT ANs MeANYHOro 3acTOCYBaHHS
ynakosui nikapcbkoro 3acoby y posginu: "dapmakornoriyHi
BnactmeocTi", "MpoTunokasaHHs", "Baaemogis 3 iHWMMmn
nikapcbknumm 3acobamu Ta iHwWi Buan B3aemogin”,
"OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta
no3un", "MobiyHi peakuii" BiaNoOBiAHO 40O OHOBMEHOI
iHopMaUii wopo 6e3neku ditoyoi pedoBnHn. BeegeHHs 3miH
NpOTAroMm 6-TW MiCALIB NiCNs 3aTBEPOXKEHHSA
166., NOUEPUN® nak gns Hirtie langepma CA LLisenuapis Jlabopartopii PdpaHuisa BHECEHHS 3MiH 40 peecTpaLiiH1X matepianis 3MiHu | Tuny - be3 UA/14681/01/01
nikyBanbHumn, 50 Fangepma BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» MKA J13: peuyenma

mr/mn; no 1,25 mn,
abo 2,5 mn, abo 5

3anponoHoBaHo: MapkyBaHHsi 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHsi. OHOBNEHHSI TEKCTY MapKyBaHHS ynakoBKU
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MmN y donakoHi; no 1 nikapcbKoro 3acoby 3 BHeCEHHAM iHdopMaLlii Wwoao
cnakoHy (B 3a3Ha4YeHHsa OaVHWLbL BUMIpIOBaHHA y cuctemi Sl Ta
KomnnekTi 3 30 npuBeAeHHs Ao Bumor Hakaxy MO3 Ykpainu Big 23.07.2015
ouuLLyBanbHUMU p. Ne 460. BBeaeHHs 3MiH npoTsirom 6-Tu micauis micns
TamnoHamu, 10 3aTBEPOKEHHS
wnartensmu Ta 30
nunovkamu s
HIrTiB) B KAPTOHHIV
kopobui; no 1,25 mn,
abo 2,5 mn, abo 5
My doriakoHi 3
KPULLIKOIO 3
annikatopom; no 1
dnakoHy (B
komnnekTi 3 30
oyuLLyBanbHUMK
TamnoHamu Ta 30
nunoykamu ans
HIirTiB) B KAPTOHHIN
KopobLi
167.| NYUETAM® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/8165/01/01
NNiBKOBOIO dapmaueBTny dapmaLeBTUYHUN 3MiHM Wwoao 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
o6onoHkoto, no 400 HUN 3aBog 3aBop ElIC BBegeHHst abo 3MiHM [0 y3aranbHeHMX AaHuX NPo cUCTeMy
mr, no 60 TabneTok ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
y CKNSHOMY cucTemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
cbnakoHi; no 1 BiANoBiAanbHOI 3a 3QiMCHEHHS hapMakoHarnsaay; KOHTakTHOT
cnakoHy y ocobu 3 hapmakoHarnsay 3asaBHUKa oNs 30iNCHEHHS
KapTOHHI kopoobLi; hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
no 15 tabnetok y yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
6nictepi; no 4 hapmakoHarnagy (BknroYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Gnictepn y y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
KapTOHHI kopobLi 3MiHa KOHTaKTHOI 0CO6W YNOBHOBaXXEHOI 0COOU 3asiBHUKA,
BigNoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
penakuis: €diMkiH AHApin MeoprinoBu4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
168.| NYUETAM® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauifH1X marepianis 3MiHu | Tuny - 3a UA/8165/01/02
NniBKOBOO dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
obornoHkoto, no 800 HWI 3aBOf, 3aBoa ElIC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPO CUCTEMY
mr, no 30 TabneTok ErIC apmakoHarnsigy (BBe4eHHs y3aranbHeHUX AaHux npo

Y CKNSIHWX
cdnakoHax; no 15
TabneTok y bnicTepi;
no 2 6nictepun y
KapPTOHHIN Kopobui

cucTemy cdhapmakoHarnsigy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiCHEeHHA hbapMakoHarnagy; KOHTaKTHol
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYa4yy KOHTaKTHI AaHi) Ta/abo 3miHu
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0CcobM 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B YkpaiHi. lMponoHoBaHa
peaakuin: €dgimkiH AHgpin eoprinoBuny. 3MiHa KOHTaKTHUX
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
OaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOI 0COOM 3asiBHUKa,
BiAnoBiAanbHoI 3a hapmakoHarnsz B YkpaiHi
169.| NYUETAM® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/8165/01/03
NnNiBKOBOIO PapmaueBTny dapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkot, no 1200 HUI 3aBO[, 3aBop ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTeEMY
mr, no 20 TabneTok ErC papmakoHarnsiay (BBeAeHHs y3aranbHeHUX aHWX Npo
Y CKINAHMX cucTemy cbapmakoHarnsay, 3miHa yrmoBHOBaXeHOi ocobu,
¢nakoHax; no 10 BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
Tabnetok y bnicTepi; ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
no 2 6nictepu y hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
KapTOHHI kopobui yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iACHEHHSI
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBny. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
170.| NYUETAM® PO3YUH ANg iH'eKuUin, 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/8165/02/01
200 mr/mn, no 5 mn $PapmaueBTny dapmauyeBTU4HUN 3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnagy. peuernmom
(1r)Bamnyni;no 5 HUN 3aBog 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPo cUcTemMy
amnyn y 6nictepi; no ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
2 Gnictepu y cucteMmy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
KapTOHHI kopobLi; BiANoBiAanbHOI 3a 3QiMCHEHHS hapMakoHarnsaay; KOHTakTHOT
no15mn(3r)B ocobu 3 hapmakoHarnsay 3asaBHUKa ANs 30iNCHEHHS
amnyni; no 4 hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
amnynu B GricTepi, yNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 34iNCHEHHS
no 1 abo 5 6nictepis hapmakoHarnagy (Bknoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y KapTOHHI kopobLi y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6W YNOBHOBaXXEHOI 0COBU 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
penakuis: €diMmkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0cO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
171.| NOTEIHA TabneTku BariHasnbHi AT "Apamepq Monblua AT "Apnaven Monblia BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/5244/01/03
no 200 mr; no 10 ®apma” dapma" OHOBIIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MikapCbKoro peuernmom
Tabnetok y bnicTepi; 3acoby 3 BHECEHHSIM iHthopMalii LLoao 3a3HavYeHHs
no2 abono3 OOMHWUB BUMIpIOBaHHA y cuctemi Sl. TepMiH BBEAEHHS 3MiH:
Gnictepu pasom 3 NpoTAroM 6 MicsuiB Nicnsa 3aTBEpPOKEHHS
annikatopom B
KapTOHHIN Kopobui;
no 10 TabneTtok y
6nictepi; no 2 abo
no 3 6nictepn 6e3
annikatopa B
KaPTOHHIN KOpobLi
172.| MATHE-B6 ® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa CaHodi BiHtpon DpaHuis/ BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/4130/01/01
AHTUCTPEC NniBKOBO ABeHTic IHgacTpia, PpaHuis; YropuwumHa BHECEHHS 3MiH Ao po3giny «MapkyBaHHa» MKA J13. peuenma
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
obonoHkoto, Ne 60 YkpaiHa" XIHOIH 3aBon 3anponoHoBaHo: Po3gin «MapkyBaHHs» BignosigHo ao
(15x4): no 15 PapmaueBTUYHNX Ta 3aTBEPAXKEHOro TEKCTY MapKyBaHHsi. OHOBMEHHSA TEKCTY
Tabnetok y bnictepi; XimivHux MNpoaykris MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
no 4 6nictepu B Mpaueit Ko. JlTA. iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
KapTOHHI kopobuji MignpuemctBo 2 cuctemi Sl. BBegeHHs 3MiH NpoTsirom 6-Tu micsilie nicns
(nignpuemcTBo 3aTBEPOKEHHS
Bepelweabxas) ,
YropwmHa
173.| MATHIIO PO3YMH ANs iH'eKUin, MAT YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 1O peecTpaLlinHuX Marepianis 3MiHu | Tuny - 3a UA/8109/01/01
CYNb®AT 250 mr/mn, no 5 mn "Tannydapm" 3MiHU 3 sKkocTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHN y peuernmom
abono 10 mn B BMPOBHMUTBI. 3MiHM Y Npoueci BUpoOHULTBa rOTOBOrO
amnyni; no 5 amnyn nikapcbkoro 3acoby, BKMYa4un NPOMKHUI NPOAYKT, WO
Y KOHTYPHil 3aCTOCOBYETLCS NPY BUPOBHULTBI FOTOBOrO MikapCbKoro
YapyHKOBIl 3acoby (He3Ha4Ha 3MiHa y npoLeci BUpoGHULTBA) -
ynakosLi; no 2 BHeCeHHS 3MiH Ao po3sginy 3.2.P.3. MNpouec BUpobHuLTBa
KOHTYPHi YapyHKOBI nikapcbkoro 3acoby, 3okpema: BUKNafeHHst TEXHOMOTYHOT
yMakoBKu B nadui; no cxemu BMpobHuyTBa 13 B HOBIN pepakuii
5 mn a6o no 10 mn B
amnyni; no 10 amnyn
y kopobui; no 5 mn B
amnyni; no 5 amnyn
Y KOHTYPHUX
YapyHKOBUX
yrnakoBKax,
3anasiHux nanepom
174 MAKMIPOP Kancynu sariHanbHi MONIKEM ITania BigNoBiganbHU 3a ITanis BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/3934/02/01
KOMMMNEKC® | m'ski, no 8 kancyn y C.p.n. nepBUHHE, BTOPUHHE 3MiHU Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuernmom
GnicTtepi; no 1 nakyBaHHs, BBeneHHst abo 3MiHM [0 y3aranbHeHMX AaHWX NPO cUCTemMy
6nictepy B navui KOHTPOSb Ta BUMYCK hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN cepii: Jonnenb cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
dapmaueyTiui BiANOBiAanNbHOI 3a 3AINCHEeHH:A hbapMakoHarnagy; KOHTakTHoI
C.p.n., Itanis; ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
BignoBiganbHU 3a apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
MOBHUI LKA yNoBHOBaXeHOoi ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
BUMpPOBOHMUTBA: hapmakoHarnagy (BknoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Lonnenb y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
dapmaueyTiui 3MiHa YroBHOBaXeHOi 0cobu 3asBHKKA, BignoBiganbHoi 3a
C.p.n., Itanis; apmakoHarnsg.
BUMPOBHWK NPOAYKTY MponoHoBaHa pegakuia: Mrs. Gemma Jimenez Sese. 3miHa
in bulk: KataneHt KOHTaKTHUX [JaHUX YNOBHOBaXeHOi 0cobu 3asiBHUKa,
Itani C.n.A., Itanis BigNoBiganeHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
ocobu ynoBHoBaxeHOi ocobu 3asiBHUKa, BiAMNoBiAanbHoI 3a
3AiMcHeHHs dhapmakoHarnsagy B YkpaiHi: NponoHoBaHa
penakuis: CasvyeHko Amutpo CeprinoBuy. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COBM YNMOBHOBaXXEHOiI 0COBW 3asiBHMKA,
BiANOBiAanNbHOI 3a 34iCHeHHA dpapmakoHarnsgy B YKpaiHi.
3MiHa Micus 34iMCHEeHHSs OCHOBHOT AifiNbHOCTI 3
apmakoHarnsigy. 3MiHa Homepa Ta MiCLe3HaxXOaXXeHHs
macTtep-danna cuctemmn papmakoHarnagy
175, MEOIATOPH PO34MH ANS iH eKuin, MNAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 4O peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/15375/01/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
® 15 mr/mMnno 1 mn B "lrannudapm" 3MiHM 3 AkocTi. ADI. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX | peyenmom
amnyni, no 10 amnyn BuNpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHa Ad|
Y KOHTYPHIl (3a BiACYTHOCTI y 3aTBEpAXEHOMY [OCbE cepTudikara
YapyHKOBIW BiANOBIAHOCTI €BpoMneVichbkin dhapmakonel, Lo BKoYae
ynakosi, no 1 nepiog NOBTOPHOro BUNpobyBaHHs1) (Mepiog NOBTOPHOrO
KOHTYpPHIn BMNpobyBaHHsa/nepion 36epiraHHst) - 36inbLueHHst abo
YapyHKOBI/ ynakoBLi BBEEHHSA Nepioay NOBTOPHOro BUNpobyBaHHs/nepioay
B nauuj 36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCHiAXEHb Y peanbHOMY
yaci (Bb.l.r.1. (a)-4. Ib)
36inbLUeHHs nepiody NOBTOPHOro BUNpobysaHHsa ans Ad|
ininakpuHy rigpoxnopwuay: 3anponoHosaHo: MNepioa Ao
NpoBeAEHHs MOBTOPHMX BUNPOOyBaHb: 60 micsuis
176, ME3AHEKCT Kpanni O4Hi, pO34unH, Hexkctpapm Pecny6bnika BANTKAH®APMA- Bonrapis BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3MiHa 3a UA/17255/01/01
25 mr/mm; no 5 mny M6X AscTpis PA3IrPAA AL 3asiBHMKa (BNacHWKa peecTpaLiiHoro nocBiAYeHHs) (3rigHo | peyernmom
naKkoHi- Haka3y MO3 Big 23.07.2015 Ne 460); amiHu | Tuny - 3miHn
KpanenbHuui; no 1 wono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
drnakoHy- BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX Npo cCMCTeMy
KpanenbHuLi y hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHIM nayui cucTemy chapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
BiANoOBiAanbHOI 3a 34iMCHEHHS bapMakoHarnsaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iNCHEHHSI
hapmakoHarnaay B YKpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoyar4um KOHTaKTHi AaHi) Ta/abo 3MiHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu 3asiBHUKa,
BignoBiganbHOI 3a hapmakoHarnag. 3miHa micus
3AiCHEeHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLie3HaxodXeHHs macTep-danina; aMmiHu | Tuny - 3MiHn
wopno 6e3nekun/eekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BHeceHHs 3MmiH go po3sainy “MapkyBaHHs” MKA N13.
OHOBMEHHs1 TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKoro
3acoby 3 BHECEHHAM iHdopMaLii LLoA0 3a3HaYeHHs
OOMHMWUbB BUMIpIOBaHHA y cuctemi Sl
177 MENINPAMIH | Tabnetku, BKpUTi 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/0320/02/01
® NniBKOBOO dapmaueBTuy dapmaueBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
obornoHkoto, no 25 HWI 3aBOf, 3aBoa ElC BeeneHHst abo 3MiHW 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
Mr no 50 TabneTok y ErC apmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHux npo

CKISIHOMY (hraKoHi;
no 1 ¢nakoHy B
KapPTOHHI kopooLyi

cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA bapMakoHarnsAy; KOHTakTHOI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
apmakoHarnsgy B YKpaiHi, SKWwo BOHA BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHu
Yy pPO3MillieHHi MacTep-danna cuctemu dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby yNnoBHOBaXeHOI 0CcobM 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pegakuis: €dimkiH AHApin MeoprinoBmy. 3MiHa KOHTaKTHUX
AaHUX KOHTaKTHOI 0COOM YNOBHOBaXXEHO|I 0COOU 3asiBHMKA,
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BiAnoBiAanbHoi 3a hapmakoHarnsag B YkpaiHi

178.

MEPOHEM

NMOPOLLIOK ANs
PO34nNHY ANs iH'eKUin
no 500 mr; no 10
nakoHis 3
MOPOLLKOM Y
KapTOHHi KopobLi

MPANIEP
EAY.CLAL
KOPMOPEWLL
H

CLUA

Actpa3eHeka FOK
JlimiTen, Benuka
BpuTtaHis
(BMPOBHWK,
BiAnNoOBigAanbHW 3a
BTOPVHHY YNaKOBKY,
BUMYCK cepii);
EnCiEc Oo6gap
Cna, Itania
(Bpo6HWMK "in bulk");
3amboH
CeiTuepnang 14,
LLisenuapis
(BUPOBHWK,
BiAnNoOBiAanbHMI 3a
NepPBUHHY YNaKOBKY,
BTOPVHHY YNaKOBKY,
BUMYCK cepii);
CymiTomo
[enHinnoH ®apma
Ko., NTA., AnoHia
(BUPOGHUMK "in bulk")

Benuka
Bpuranis/
ITanis/
LLiseruapis/
AnoHis

BHECEHHS 3MiH 10 peecTpaLinH1X Marepianis 3MiHu | Tuny -
OHOBMEHHA TEKCTY MapKyBaHHSA yNakoBKW NiKapCbKoro
3acoby 3 BHECEHHSIM iHhbopMaLii LWoA0 3a3HAYEHHSI
OOVHWUB BUMipIOBaHHSA y cuctemi Sl. TepMiH BBeAEHHS 3MiH
- NPOTArom 6 MicsuiB nicnsa 3aTBEpAXEHHS

3a
peyernmom

UA/0186/01/01

179.

MEPOHEM

NOPOLLIOK ANsi
PO3UYMHY ANS iH'eKUin
no 1000 mr; no 10
nakoHis 3
MOPOLLKOM Y
KapTOHHI kopobLi

MOAN3EP
EMY.CLII.
KOPMOPEWLL
H

CWA

AcTtpa3eHeka HOK
Ilimiteq, Benuka
BpuTtaHia
(BUPOBHWK,
BiANOBiAanNbHUI 3a
BTOPWHHY YMakoBKy,
BUNYCK cepii);
EnCiEc Oo6gap
Cna, Itanis
(BpoGHWMK "in bulk");
3amboH
CeiTuepnang N1,
LLisenuapis
(BUPOBHWK,
BianoBiganbHWi 3a
MEPBUHHY YraKoBKY,
BTOPWHHY YMakoBKy,
BUMYCK cepii);
CymiTomo
LenHinnoH ®apma
Ko., Nta., AnoHis
(BUpoBHWMK "in bulk")

Benuka
BpuTtaHis/
ITanis/
LLIseruapis/
AnoHia

BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKoro
3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
OaMHMLb BUMIipIOBaHHSA y cuctemi Sl. TepMiH BBEAEHHS 3MiH
- npoTarom 6 micsuiB nicnsa 3aTBepaXeHHsA

3a
peuernmom

UA/0186/01/02

180.

METUNPEQ

Tabnetku no 4 mr no
30 abo 100
TabneTok y dprakoHi,
no 1 ¢nakoHy B
KapTOHHiIN kopobui

OpioH
KopnopenwH

QiHnARAis

OpioH KopnopeliLH,
QiHNAHAiNA
AnbTepHaTUBHUI
BMPOOHWUK, LLIO
30iMCHIOE BTOPUHHE

Qinnanais/
YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX matepianis 3MiHu | Tuny -
nodaHHsA OHOBMNEHOro cepTudikarta BiaNOBIgGHOCTI
€sponevicbkinn hapmakonei Ne R1-CEP 1996-018-Rev 07
ans gitoyoi pevosmHn Methylprednisolone Micronised Big
BXe 3aTBepaxeHoro BupobHuka SANOFI CHIMIE

3a
peuernmom

UA/0934/01/01




ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

66
KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

naKkyBaHHS,
KOHTPOIb SAKOCTI i
BUMYCK Cepii:
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"KYCYM ®APM",
YkpaiHa
AnbTepHaTUBHUM
BMPOOHWUK, LLIO
3AINCHIOE NepBUHHE
Ta BTOPUHHE
nakyBaHHs: OpioH
KopnopeiuH,
OiHnanAia

181.

METUNPEL

TabneTtkv no 16 mr
no 30 Tabnetok y
cnakoHi, no 1
cnakoHy B
KapTOHHi KopobLi

OpioH
Kopnope#niuH

QiHNARAIS

OpioH KopriopelLuH,
DiHNAHAIN;
AnbTepHaTUBHUMI
BMPOOBHMUK, LLIO
3AINCHIOE NEPBUHHE,
BTOPVHHE
nakyBaHHs1 Ta
BUNYCK Cepii:
OpioH KopriopeliLuH,
PiHNsaHAIA

DiHNAHAISA

BHECEHHS 3MiH O peecTpauinHuX Matepianis 3MiHu | Tuny -
36inbLeHHs po3Mipy cepii M13; 3anponoHoBaHo: 500 000; 3
000 000 TabneTok; 3MiHuM | TUMY - NOAAHHS OHOBIIEHOTO
cepTudikaTa BignosigHoCcTI €Bponeiickkin dhapmakonei Ne
R1-CEP 1996-018-Rev 07 gns gito4oi pe4oBuHu
Methylprednisolone Micronised Big Bxe 3aTBepAXeHOro
BupobHuka SANOFI CHIMIE

3a
peyernmom

UA/0934/01/02

182.

METUNPEQ

Tabnetkv no 4 mrin
bulk: no 100
TabneTok y dpnakoHi;
no 24 a6o no 5000
cbnakoHis B
KapTOHHIN yrnakosLi

OpioH
KopnopenwH

diHnsHaia

OpioH KopriopeiLuH,
PiHNAHAIA
AnbTepHaTUBHUMN
BMPOGHMUK, L0
30INCHIOE BTOPUHHE
nakyBaHHs,
KOHTPOSb SAKOCTI i
BUMYCK Cepii:
ToBapucTso 3
obmexeHoto
BiANOBIAAnNbHICTIO
"KYCYM ®dAPM",
YkpaiHa
AnbTepHaTUBHUI
BMPOGHMUK, LLLO
30INCHIOE NepBUHHE
nakyBaHHs:
OpioH Kopnope/iLH,
QiHnAHAiA

diHnsaHgia/
YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny -
nogaHHA OHOBMEHOro cepTudikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne R1-CEP 1996-018-Rev 07
ans gitoyoi pevosnHm Methylprednisolone Micronised Big
BXe 3aTBepaeHoro BupobHuka SANOFI CHIMIE

UA/13853/01/01

183.

METPOIN
OEHTA®

renb Ans SiceH; no
20 r y Ty6i; no 1 Ty6i
Y KapTOHHIN KopobLi

TOB
"[1>KOHCOH i
[XOHCOH
Ykpaina"

YkpaiHa

«HOHik
dapmacbioTuKan
JlTabopaTopis»
(BigaineHHs dipmu
«Ox. B. Kemikans
eHn
dapmacboTukans

IHais

BHECEHHS 3MiH [0 peecTpauiiHuX Matepianis: 3mMiHu | Tuny -
AAMiHiCTpaTVBHI 3MiHW. 3MiHa HaViMeHyBaHHA Ta/abo
agpecu 3asiBHUKa (BNacHUKa peecTpauiniHOro NocBigYeHHs) -
3MiHa agpecwu 3asiBHuKa (BBegeHHst 3mMiH npoTarom 6-tm
MiCALiB Nicns 3aTBepAXeHHs); 3MiHu | Tuny - 3MiHW Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH o po3aginy “MapkyBaHHs” MKA N3. 3MiHn

be3
peuenma

UA/2871/01/01




67 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
JIta.») BHECEHi B TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yNaKoBKU fikapcbKoro 3acoby Loao 3a3HavyeHHs
MiXKHapOAHMX NO3HAYEeHb OANHULL BUMIpIOBaHHSA (BBeaeHHs
3MiH MPOTArom 6-T1 MicALIB MiCNA 3aTBEPAXEHHS)
184.| METPOHIAA3 | necapii no 500 mr, TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 1O peecTpauinHux marepianis 3MiHu | Tuny - 3a UA/13537/01/01
on- no 5 necapiie y "®APMEKC reyn" 3MiHM go p. «MapkyBaHHs» MK4A J13: 3anponoHoBaHo: peuenmom
®APMEKC GnicTepi, no 2 reyn" MapkupoBka (B cOOTBETCTBMU C YTBEPXKOEHHBIM TEKCTOM
6nictepn B nayui MapknpoBku). OHOBMNEHHS TEKCTY MapKyBaHHS YNaKkoBKU
nikapcbkoro 3acoby 3 BHeCEHHsM iHdopMaLlii Wwoao
3a3Ha4YeHHs OOUHMLB BUMIpIOBaHHS y cucTtemi SI. BBegeHHst
3MiH NPOTArom 6-Tu MicAUIB NicNga 3aTBepaAXeHHs
185.| MIHIAON Kancynu M’ siki Mini Xenckepe Benuka Onis Xenckepe IHaisa BHECEHHS 3MiH 1O peecTpaLinHuX Marepianis 3MiHu | Tuny - 6e3 UA/17103/01/01
xenatuHosi no 200 Timiteq BputaHis 3MiHW A0 iHCTPYKLii ANS MeANYHOro 3acTOCyBaHHs peuenma
mr, no 4 abo no 10 nikapcbkoro 3acoby y po3ginu "OcobnmnBocTi 3acTocyBaHHS",
kancyn y énictepi, "MoGivHi peakuii" 3rigHo 3 iHbopMaLieto LWoao MeANYHOrO
no 1 6nictepy B 3acTocyBaHHs pedepeHTHOro nikapcbkoro 3acoby (Advil
KapTOHHi KopobLi Liqui-Gels (Ibuprofen) 200 mg Soft Gelatin Capsules, B
YKpaiHi He 3apeecTpoBaHuit)
186., MOBIHA3A®- | TabneTtku, BKpUTI Mosi Xenc Llsenuapia Megiton IHpis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11619/01/01
10 MI’ o6onoHkoto, M6X dapmacbtoTikanc YropwmHa OHOBIEHHA 3aTBEPAXEHOro TEKCTY MapKyBaHHSA ynakoBOK peuernmom
KULLKOBOPO34YMHHI NO JItA., YropwuHa; J13. BHeceHHs 3MiH fo po3ainy “MapkyBaHHa” MKA N3:
10 mrno 10 CaBa Xenckea Jltg 3anponoHoBaHO: 3rigHoO 3aTBEPAKEHOIO TEKCTY MapKyBaHHS
TabneTok y GnicTepi; BBeaeHHs 3MiH NpoTsaroM 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
no 1 abo 3 Gnictepn
B KAPTOHHI Kopobui
187.| MOBIHA3A®- | TabneTku, BKpUTI Mosi Xenc LLsenuapia Megaiton IHais/ BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11619/01/02
20 MI obonoHkoto, M6X dapmacbtoTikanc YropwmHa OHOBIIEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS ynakoBOK peuernmom
KULLKOBOPO34YMHHI NO JITA., YropwuHa; J13. BHeceHHs 3MiH go po3ainy “MapkyBaHHa” MKA J13:
20 mrno 10 Casa Xenckea Jlta, 3anponoHoBaHo: 3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS
Tabnetok y bnicTepi; IHais BBeaeHHs 3MiH NpoTsarom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
no 1 a6o 3 Gnictepu
B KAPTOHHIl kopobui
188.| MYYHMULI nmctano 50 ry AT YkpaiHa AT "Jly6Hucpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX matepianis 3MiHu | Tuny - 6e3 UA/9131/01/01
nncTA nadvkax 3 BHyTpiwHiM | "Iy6Hucbapm" 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnaay; peuernma
nakeTom CcynyTHs 3MiHa; 3miHn go posainy “Ynakoska” MKA N3, a
came HaHeCeHHSs MOBHOro TEKCTY iHCTPYKUIT ANsS MeanyHoro
3actocyBaHHs1 J13 Ha nayui, 6e3 BknagaHHs iHCTpYKLUIT Ans
MeanyHOro 3actocyBaHHsi J13 B nayky. BeegeHHs 3mMiH
NPOTAroM 6-Tu MicALiB NiCNa 3aTBEPOXKEHHA
189.| M'ATU nmctano 50ry AT YkpaiHa AT "INy6Hndapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX matepianis 3MiHu | Tuny - be3 UA/8285/01/01
NEPLEBOI naykax 3 BHYTPiLLIHIM "INy6Hudpapm” 3MiHM go po3ainy “Ynakoska” MKA 13, a came HaHeCceHHS peuyenma
JINCTA nakeTom MOBHOrO TEKCTY IHCTPYKUiT ANst MeanyHoro 3actocyBaHHs J13

Ha nayui, 6e3 BknagaHHs iHCTPYKUii ANa MeanyYHoro
3actocyBaHHs J13 B nauky. OHOBIEHHS TEKCTY MapKyBaHHS
yMakoBKu MikapcbKoro 3acoby y 3B"A3Ky i3 HAHECEHHSIM
NMOBHOTrO TEKCTY IHCTPYKUiT Ha nadky (6e3 BknagaHHs
iHCTPYKUii ANsi MeguyYHOro 3acTocyBaHHS B MaYKy).
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BBeneHHsi 3mMiH NpoTaroM 6-Tu MicsAUiB Nicns 3aTBEpAXEHHS;
CYNyTHS 3MiHa: 3MiHM 3 AKOCTi. [OTOBMI nikapcbkuii 3acib.
KoHTpornb rotoBoro nikapcbKkoro 3acoby (iHLi 3miHu)
190.| HEBIBONOIJ- | Tabnetku no 5 mr no TeBa I13painb AT YropwmHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis 3miHu |l Tuny - 3a UA/12672/01/01
TEBA 7 TabneTtok y dapmaueBTika dPapmaueBTUYHUNA oHoBrieHui ASMF Ha gitouy pevoBuHy HebiBanony peuernmom
Gnictepi, no 4 n lHpacTpis 3asog TEBA rigpoxnopuay Big BupobHuka Cadila Pharmaceuticals
6nictepu B Kopobui; JTa. Limited., IHaia
no 10 Tabnetok y 3anponoHoBaHo: CPL/NNL/AP/216 version 18, February
Gnictepi, no 3 2018
Gnictepu B Kopobui;
no 10 TabneTtok y
6nictepi, no 2
6nictepu B kopobui
191.| HEUPOOAP® | posunH ans iH'ekujit, Amakca Benuka Jlabopatopio ITania BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/14668/01/01
no 500 mr/4 mn, no 4 ®apma 1TA BputaHis ®apmayeyrtiko C.T. 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dhapMakoHarnagy peuernmom
M B amnyni, no 5 C.p.n., Itanis (iHLWi 3MiHW) - BHECEHHS 3MiH [0 po3Ainy “MapkyBaHHs” MKA
amnyn y KOHTYpPHi (BpOBHULTBO, N13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo no
YapyHKOBIl KoMnnekTaujis, 3aTBEPAXKEHOro TEKCTY MapKyBaHHS Ta OHOBIIEHHSI TEKCTY
ynakosLi; no 1 nakyBaHHS1, BUMYCK MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
ynakosLi B cepii; KOHTPOMb iHdopmaLii LWoAo 3a3HaYeHHsT OAUHMLL BUMIPIOBAHHS Y
KapTOHHi Kopobui SIKOCTi/KOHTPOMb cuctemi Sl. BBeaeHHst 3aMiH npoTarom 6-Tu micsauis nicns
cepii) 3aTBEPAKEHHS
192 HEUPOOAP® | posunH Ans iH'eKwiit, Amakca Benuka JlabopaTopio ITanis BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/14668/01/02
no 1000 mr/4 mn; no $apma JITO BputaHis dapmaveyTiko C.T. 3MiHK Wwoao 6e3nekn/edeKkTUBHOCTI Ta hapMakoHarnsgy peuernmom
4 mn B amnyni, no 5 C.p.n., Itanis (iHLWi 3MiHW) - BHECEeHHS 3MiH [0 po3ainy “MapkyBaHHs” MKA
amnyn y KOHTYPHIn (BpOBHULTBO, J13”: 3anponoHoBaHo: MapkyBaHHsi. BignosigHo oo
YapyHKOBIW KomnnekTauis, 3aTBEPAKEHOrO TEKCTY MapKyBaHHS Ta OHOBIEHHS TEKCTY
ynakosui; no 1 nakyBaHHS, BUMNYCK MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHAM
ynakosLi B cepii; KOHTPOnb iHbopmaLii LWoAo 3a3HaYeHHsT OANHULb BUMIPIOBaHHS Y
KapTOHHI kopobLi SIKOCTI/KOHTPONb cuctemi Sl. BBegeHHst 3mMiH npoTsirom 6-tu micauis nicns
cepii) 3aTBEPOKEHHS
193] HEMPOMAKC | posuuH ans iH'exwiit, TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiinH1X Matepianis 3MiHu | Tuny - 3a UA/11453/01/01
no 2 mn B amnyni; obmexeHot oBGMexeHo 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta papMakoHarnsgy peuernmom
no5 abo 10 amnyny | BignoBsiganbHi BiAnoBiganbHicTo (iHWi 3MiHW) - BHECEHHS 3MiH Ao po3ainy “MapkyBaHHs” MKA
kopobui; no 2 mn B cTio "®apmaueBTuyHa J13: 3anponoHosaHo: MAPKYBAHHA BignosigHo go
amnyni; no 5 amnyn "®apmaueBTu KomnaHis "3gopos'a” 3aTBEPAXEHOro TeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
y 6nictepi; no 1 abo YHa KOMNaHis MapKyBaHHs1 ynakoBKW fikapcbkoro 3acoby oo
2 Gnictepu B "3popos'a” 3a3Ha4YeHHs1 Mi)KHAPOA4HUX NO3HaYEeHb OANHULb
kopobui; no 2 mn B BMMIiptOBaHHs1. BBeaeHHsA 3MiH NnpoTarom 6-Tu micauis nicns
amnyni; no 10 amnyn 3aTBepAXEeHHS
y bnictepi; no 1
bnictepy B kopobui
194, HEKCETUH Kancynm HOBEN IJTAY TypeyunHa HOBEI ITAY TypevunHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/16830/01/01
KULLIKOBOPO3UUHHI CAHAI BE CAHAI BE 3MiHM Woao Beanekn/edeKTMBHOCTI Ta hapmakoHarnagy. | peyenmom
TBEpAi, no 20 mr no TIOXKAPET TIOXKAPET A.LL., BBegeHHst abo 3MiHM A0 y3aranbHeHUX aHUX NPO cucTemy
14 kancyn y AL TypevunHa (NoBHUI dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

6nictepi; no 2
bnictepu B

LMKN BUPOBHMLUTBA,
BiAnosiaanbHUiA 3a

cucteMmy hapMmakoHarnsgy, 3MiHa yroBHOBaXXeHOi ocobum,
BiANoOBiganbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoi
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KapTOHHI ynakosLi BUMYCK cepii); Ynkap ocobu 3 hapmakoHarnsay 3asBHUKA ANS 30INCHEHHS
Kimiss CaHai Be hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
Tipxapet A.L., yrNoOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
TypeyunHa hapmakoHarnsay (BKIoYadm KOHTaKTHI AaHi) Ta/abo 3miHu
(BMPOBHMLTBO y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
NPOMIDKHOro 3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
npoaykTy: nenet apmakoHarnsg.
OYTNOKCETUHY) [Hitoua pepakuisa: Dr. Rasid Sidan. MNponoHoBaHa pegakuis:
R. Ayse Cetin. 3MiHa KOHTaKTHVX AaHUX YNOBHOBaXEHOI
ocobwu, BignoBiaanbHOI 3a hapmakoHarnsa. 3miHa
KOHTaKTHOI 0cOobM ynoBHOBaXeHOi 0cobu 3asaBHUKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. [itoua
pepakuis: Mykolenko Olexandr Pavlovich. MNponoHoBaHa
pepakuis: Stefanska Olga. 3mMiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0cOobM ynoBHOBaXeHOi 0cobu 3asaBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3AiINCHEeHHSI OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLe3Haxo4KeHHs1 MacTep-danna
195.| HEKCETUH Kancynu HOBEN ITAY TypevunHa HOBEN INTAY TypeyunHa BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/16830/01/02
KULLKOBOPO34MHHI CAHAI BE CAHAI BE 3MiHU Wwopo Gesnekn/edeKTUBHOCTI Ta hapMakoHarnagy. | peyenmom
TBepai, no 40 mr no TIODXKAPET TIODXKAPET A.LU., BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHWX NPO cUCTemMy
14 kancyn y AL TypeyunHa (MoBHUI hapmakoHarnagy (BBeAEeHHs y3aranbHeHUX AaHUX Npo
GnicTtepi; no 2 LMK BUPOBHULITBA, cuctemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
Gnictepu B BigNoBiganbHM 3a BiANoOBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
KapTOHHIN ynakoBLii BUNYCK cepii); Ynkap ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iNCHEHHS!
Kimisi CaHai Be hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
Tipxapet A.L., YNOBHOBaXKeHOi 0cobu, BianoBiganbHoi 3a 34iACHEHHS!
TypeyunHa hapmakoHarnagy (BKnoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
(BMPOBHMLTBO y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
NPOMIDKHOrO 3MiHa ynoBHOBaXeHOI ocobu 3asiBHVKa, BignoBiganbHoi 3a
npoaykTy: nenet dapmakoHarnsg.
OYTNOKCETUHY) Hitoya pepakuis: Dr. Rasid Sidan. NponoHoBaHa pegakuis:
R. Ayse Cetin. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobwu, BignoeiaanbHoI 3a hapmakoHarnsa. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. [itoya
pepakuis: Mykolenko Olexandr Pavlovich. MNponoHoBaHa
pepakuis: Stefanska Olga. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0COGW YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnag B YkpaiHi. 3miHa micus
3AINCHEeHHS1 OCHOBHOI AiANbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLe3Hax04KeHHs1 MacTep-danna
196., HITPOMIHT® | cnpen 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/7912/01/01
cybniHreanbHun, 0,4 dapmaueBTuy dapmaueBTUYHUI 3MiHuM Wwopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peuyenmom
mr/go3y no 10 r (180 HUI 3aBOf, 3aBog ElIC BBegeHHsi abo 3MiHM 40 y3aranbHeHUX AaHUX NPO cucTemy
[03) PO34MHY B ErC dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

npo3opomy 6anoHi 3
umknoonediH
cononimepy, 3
[03y4UM
NPUCTPOEM, 3

cucteMmy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsagy 3asaBHVKa ANS 34iIACHEHHS
dapmakoHarnsigy B YkpaiHi, AKWwo BOHa BiaMiHHa Bif
yNOBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
PO3NUMIOIY0I0 hapmakoHarnagy (BKMoYa4m KOHTaKTHi AaHi) Ta/abo 3miHn
rorioBKo Ta Y PO3MilLleHHi MacTep-dainna cuctemun dapmakoHarnagy) -
3aXUCHUM 3MiHa KOHTaKTHOI 0CO6M YNMOBHOBaXXEHOi 0CObU 3asBHWKa,
KOBMa4Kkom, 3 BiAnoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. NponoHoBaHa
KOHTpOnem nepLuoro pepakuis: €dimkiH AHapIn eoprinoBnd. 3MiHa KOHTaKTHUX
BiAKPUTTA Y OaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
KapTOHHIl kopoOuyj; BiAnosiAanbHoI 3a hapmakoHarnsz B YkpaiHi
B antoMiHieBOMY
6anoHi 3 4o3yunm
NPUCTPOEM, 3
PO3NUIIoIYO
rornoBKol Ta
3aXVCHUM
KOBMaykoM, y
KapTOHHI KopobLi
197.| HOBONYJIbM | nopowok ans MELOA ®apma HimeuunHa MakOepmoTt Ipnaxgis/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/4376/02/01
OHE iHranauin 'v6X eHp Ko. INa6opatopis T/A HimeyunHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
HOBONAWM3E | nososanuii, 200 KIr Mavinan Oy6niH BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX NpPo CUCTEMY
P® MKr/go3sy; no 2,18 r PecnipeTopi, hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
nopotuky (200 gos) y IpnaHaisa cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOoi ocobu,
KapTpuaxi; no 1 (anbTepHaTMBHE BiANOBiAanNbHOI 3a 3AINCHEeHH:A hbapMakoHarnaay; KOHTakTHoi
KapTpuaxy B MicLe BTOPUHHOIO ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 34iINCHEHHS
KOHTENHepi; no 1 nakyBaHHs, hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
KOHTENHepy y KOHTPOIb cepii, yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
KOMMMEKTi 3 Bunyck cepii); MEOA hapmakoHarnagy (Bknroyarum KOHTaKTHi AaHi) Ta/abo 3miHn
iHranaTopom y MeHbtohekvepuHr y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
KapTOHHIN nadui; no 'm6X, HimeuunHa 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO0U 3asiBHUKA,
2,18 r nopoLuky (200 (BpOBHULTBO, BiANoBiganbHoiI 3a 3aiMCHEeHHS hapMmakoHarnaay B YkpaiHi
[003) Y KapTpuaxi; no nakyBaHHS,KOHTPOrb
1 KapTpuaxy B cepii); MEOA ®apma
KOHTENHepi; no 1 'm6X eHg Ko. KT,
KOHTENHepy y HimeuyuunHa (Bunyck
KapTOHHIN nadui cepii); Pow-denbTa
'mM6X, HimewunHa
(anbTepHaTMBHE
MicLie BTOPMHHOTO
nakyBaHHs)
198. OKO®EPOH® | kpanni oyHi, TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - be3 UA/6206/01/01
nopowok no 1 000 "BIO®APMA" BIO®APMA" 3MiHM Wwopo 6e3nekn/edekTBHOCTI Ta hapmakoHarnsay. peuyenma

000 MO; 1 donakoH 3
MOPOLLKOM Y
KomnnekTi 3 1
amnyrnoto
PO3YMHHMKA
(MeTtunnaparigpokc
nbeHsoat (Hinarin)
(E 218) - 5,0 mr) no
5 mn y 6nictepi; no
1 6nictepy pasom 3
KPULLIKOHO-
KpanenbHUL et B

BBeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
hapmakoHarnagy (BBe4eHHs! y3ararbHeHUX AaHuX npo
cucTemy cdhapmakoHarnsigy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHol
ocobu 3 hapmakoHarnsagy 3asBHUKa ANs 34iIACHEHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYa4yy KOHTaKTHI AaHi) Ta/abo 3miHu
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa yNOBHOBa)KEHOI 0CObM 3asiBHMKA, BignosigansHoi 3a
34icHeHHs hapmakoHarnsagy B YkpaiHi: NponoHoBaHa
peaakuis — Npycbkuii CtaHicnas Bonogumunposud. 3miHa
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

navui 3 KapToHy; 1
naKkoH 3 NOPOLLKOM
y KOMMnekTi 3 1
amnyrnoto
PO3YMHHMKA
(MeTtunnaparigpokc
nbeHsoat (Hinarin)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHOM
neperopogkot abo
ropoBaHo0
BKNagkoto; rno 1
KOMMMEeKTy
npenapary Ta
PO3YMHHKKA pa3om 3
KPULLIKOO-
KpanenbHuULeto B
nayui 3 KapToHy

KOHTaKTHUX [aHUX yNOBHOBAaXeHOi 0cobu 3asiBHUKA,
BiANoOBiAanbHOI 3a 3AiNCHEHHSA hapMakoHarnagy

199.

OKPEBYC®

KOHLleHTpaT Ans
pO3uYnHy Ans
iHdysivi no 300
Mr/10 mn; no 10 mn
y cbnakoHi; no 1
cnakoHy y
KapTOHHI kopobLi

®.XodhpMaHH-
J1a Pow It

LLisenuapis

Pow [iarHocTuke
'm6X, HimeuunHa
(BMPOBHMLTBO
Hepo3dacoBaHoi
NPOAYKLUii, NnepBUHHE
nakyBaHHs,
BMNPOBYBaHHS
KOHTPOIIO SIKOCTI);
. XohdMmaHH-JIa
Pow I,
Llisenuapis
(BTOPUHHE
nakyBaHHsl, BUMYCK
cepii)

HimevunHa/
LLisenuapis

BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. A®Il. BupobHuuTBo. 3miHn BUnpobyBaHb abo
AOMYCTUMMX MeX Y npoLieci BUpobHuuTea AdI, o
BCTaHOBMeHi y cneuundikauisix (AogaBaHHsS HOBOrO
BUNPOOYBaHHA Ta AONYCTUMUX MEX) - BBEAEHHS HOBOrO
aHaniTM4HOro MeToay nonimepasHoi NaHLUKroBoi peakuisa y
peanbHOMY Yaci ANs BU3HAYEHHS! BMICTY MiKonnasmu
(mycoplasma real-time PCR) B npoLieci BUroToBneHHsi
JitoYoi pevoBuHW. BBeaeHHs 3miH NpoTarom 6-Tu micsuis
nicnsa 3aTBepaXKeHHS; 3MiHW | TUNy - 3MiHK 3 akocTi. ADI.
BnpobHuuTBO. 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX Y
npoueci BupobHuutea A®I, Lo BcTaHOBMEHI y
cneumdikauisx (4oaaBaHHA HOBOro BUNPobyBaHHA Ta
AOMYCTUMMX MeX) - 3amiHa Ajtoyoi meToamkm 324K and
classical PCR Bu13Ha4yeHHsi NapBOBIpyCY Y rPU3YHIB Ha
noniMmepasHy naHuoroBy peakLito y peanbHoMy 4Yaci (real-
time PCR). BBeaeHHs 3miH npoTtsrom 6-Tu Micauis nicns
3aTBepAXeHHs; 3MiHu | Tuny - 3MiHu 3 sikocTi. A®I. KoHTponb
A®I. BmiHa y meToaax BunpobysaHHa APl abo BuxigHoro
mMaTtepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y npoueci BupobHuutea API (iHwwi 3miHM
y MeTofax BUNpobyBaHHsi (BKMoYaoum 3amiHy abo
AonoBHeHHs1) Al abo BMXigHOro/MPOMIXKHOro NPoayKTy) -
3amiHa BucokoedekTnBHOI pignMHHOI XxpomaTtorpadii (BEPX)
i3 3acTocyBaHHAM chriyopecLieHTHoro aHanidy miuen (FMA),
LLIO BMKOPUCTOBYETLCA AN BU3HAYeHHS BMICTY nonicopbarty
20 B aKTVBHIV Aitovin pevoBuHi Npu Bunycky Ha BEPX 3a
[0MOMOrol BMMApPHOro AeTeKkTopa CBITNOPO3CitoBaHHS
(ELSD). Y3rogeHHsi Mix meTogamu BunpobyBaHHs Ans
Ail040i PEYOBUHYM Ta rOTOBOrO fikapCbKoro 3acoby.
BBegeHHsi 3mMiH NpoTAromM 6-Tu MicsAUiB Nicns 3aTBEpAXEHHS;
3MiHu | Tuny - 3MiHuM 3 akocTi. A®I. KoHTponb A®L. 3miHa y

3a
peyernmom

UA/16278/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1
napameTpax cneumdikauin Ta/abo 4ONYCTUMUX MEX,

BM3HaYeHuX y crneumdikauisx Ha A®l, abo
BUXiZHUA/NPOMIKHUI NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCS Y NpoLieci BUpobHMLUTBa AD| (3BY>KEHHS
AOMYCTUMMX MEX, BU3Ha4YeHUX y cneuudikaLlii Ha nikapcbki
3acobu, Ans SKMX OTPUMYETLCS A03BIN Ha BUNYCK cepii BiA
OWILINHOrO PerynaTopHOro opraHy) - 3By>KeHHS AONYCTUMUX
mMex cneuundgikauii A®I ona nokasHuka Jomiwku Normalized
nGO-F(%) npu Bunycky; 3anponoHoBaHo: 1,8% - 5,1%,
BHaCTiJOK BNPOBaXEHHS NEPBUHHOrO Ta BTOPUHHOMO
eTanoHHoro ctaHaapTty (RS2016). BBegeHHst 3mMiH npoTsrom
6-Tn MicsAUiB Nicnsa 3aTBepAXeHHS; 3MiHu I Tuny - 3MiHn 3
skocTi. API. KoHTponb A®I. 3miHa y napameTpax
cneuungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHNUX Y
cneumngikauisx Ha A®l, abo BUXIOHWIA/MPOMIDKHWN
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHuuTBa AP (3MiHa No3a Mexamu 3aTBEepAKEHOTO
AianasoHy y cneundikauii Ha A®I) - I3 BnpoBagXeHHAM
cTaHgapTHoro 3pa3ky 2016 (RS2016), nponoHyeTbcs
nepernag Kputepiis NPURHATHOCTI ANSA BUSHAYEHHS
aKTMBHOCTI METOAOM KOMMEMEHT3anexHoi
uutoTokenyHocTi (CDC) Ta aHTUTINO-3anexHoil KNiTMHHO-
onocepeakoBaHoi LumToTokcu4HocTi (ADCC) Ta
nepesefeHHs OQUHULL BUMIPOBaHHS AN METOAY aHTUTINo-
3arnexHoi KNiTMHHO-0nocepeaKoBaHOI LIUTOTOKCUYHOCTI
(ADCC)3 (% BigHOCHOI aKTUBHOCTI) Ha (0AUHMULIL/MT);
3anponoHOBaHO: NPW BUMYCKY akTMBHOCTb MeTogom CDC
(oguHuub/mr) 0,85 — 1,15 x 104 Ha TepmiH npuaaTHocTi 0,85
x 104— 1,15 x 104 npu Bunycky ADCC (oguHuub/mr) 0,60-
1,30 x 104. BBegeHHs 3MiH NpoTarom 6-tu micauis nicns
3aTBEPKEHHS; 3MiHW |l TUNY - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs APl abo
BUXiZHOrO MaTepiany/nMpomi>KHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y npoLeci BupobHuutea APl (cytteBa
3miHa y BionoriyHomy/iMyHonoriMHOMY/iMyHOXIMIYHOMY
meTogi BUnpobysaHHs abo meTogi, y SKomy
BMKOPUCTOBYETHCA GionoriyHuii peareHT Ans GionoriyHoro
A®I, abo oro 3amiHa) - BNpoBag>KEHHS1 HOBOrO
cTaHgapTHoro 3pa3ka (RS2016 a new primary and
secondary reference standard) 3amicTb cTaHgapTHoOro
3paska (RS2014) gnsa onTumisauii 3aranbHoi cuctemm
KOHTPOIO ANns okpenizymaby. BBegeHHs 3MiH npoTarom 6-tu
MicaLiB nicns 3aTBepAXeHHs; 3MiHu Il Tuny - 3MiHu 3 AKOCTi.
ADI. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHA ADI|
abo BuxigHoro matepiany/npomixHoro NpoayKTy/peareHTy,
LLIO BMKOPUCTOBYETLCA Y Npoueci BupobHuutea APl (cyttesa
3MiHa y 6ionoriyHOMY/iMyHONOriYHOMY/IMYHOXIMIYHOMY
mMeToAi BunpobyBaHHs abo MeTogi, y skomy
BMKOPUCTOBYETLCA BionoriyHui peareHT ans GionoriyHoro

Jitoyoi pevosmHK npu Bunycky - ADCC (akTUBHICTb METOAOM

ADI, abo oro 3amiHa) - 3aMiHa aHaniTM4HOI METOAMKN ANA
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n 3acoby ynakoeka) noceid4yeHHs1
AHTUTINO-3aNeXHOoI KNITUHHOT LMTOTOKCTYHOCTI) cell lysis
method Ha ADCC reporter method. BBeneHHs 3miH
NpoTAroM 6-Tu MicAUIB Nicns 3aTBEpAXEHHS; 3MiHu I Tuny -
3MiHu 3 sKkocTi. ToToBMIA Nikapcbkuin 3acib. KoHTponb
roToBOro nikapcbkoro 3acody. 3miHa napameTpis
cneuungikauin Ta/abo [ONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (3mMiHa 3HaxoA4MTbCS Mo3a
3aTBEepAKEHNMM AONYCTUMUMKN Mexamu cneuundikauin) - 13
BNPOBaXEHHSIM HOBOro KBanichikoBaHOro NepBUHHOIO Ta
BTOPVHHOIO CTaHaapTHoro 3paska 2016 (RS2016), amiHu
KPUTEPIto MPUAHATHOCTI ANS BU3HAYEHHA aKTUBHOCTI
metogom CDC(MeToq KOMNIemMeHT3anexHol
LMTOTOKCUYHOCTI) B cneyudikadii Ans nikapcbkoro 3acoby;
3anponoHOBaHO: NMPU BUMYCKY akTUBHICTb MeTogom CDC
(oouHuub/Mr) 0,85 x 104— 1,15 x 104 Ha TepMiH NpuaaTHoOCTI
0,75 - 1,15 x 104. BHeCeHHs1 yTO4HEHb 4O MeToaAy
BunpobyBaHb Monicopbat 20 3i 3miHo Ha3Bu «BmicT
nonicopbaty 20 metogom ELSD» (aeTekTtyBaHHS 3a
[,0MOMOrol0 BUMapHOro CBiTNOpOo3citoBaHHSA). BBeAeHHs 3MiH
NpoTAroM 6-TW MicALIB Nicna 3aTBEpPAXXEHHSA
200., OPHIQA30N PO3YMH ANs iHdysin MpusaTHe Ykpaina MpusaTHe Ykpaina BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/15676/01/01
0,5% no 100 mn y akuioHepHe aKuioHepHe 3MiHa Ha3Bu BUpobHuka APl OpHigasony, 6e3 amiHK Micus | peyernmom
nnsawyi; no 1 TOBapUCTBO TOBapUCTBO BMPOGHMLTBA; 3anponoHoBaHo: Hunan Jiudian Hongyang
nNAWLi y nadui "IHpy3is" "lHdpy3isg" Pharmaceutical Co., Ltd., Kutai
201.| NAKNIBICTA KOHLeHTpaT Ansa Mictpan AHrnig Xaynt ®apma HimewunHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/16374/01/01
pPO34MHY Ans Kenitan BonbdparcxayseH OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBKW MikapCbKoro peyernmom
iHcbysit, 6 mr/mn no MeHegxmeHT 'm6X 3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
5 mn (30 mr), 16,7 TNiviteq OOVHWUB BUMIpIoBaHHSA Y cuctemi SI. BHeceHHs 3MiH Ao
mn (100 mr), 25 mn po3ainy “MapkyBaHHs” MKA 13”: 3anponoHoBaHo:
(150 mr) abo 50 mn MapkyBaHHS1. 3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
(300 wmr) y conakoHi; BBegeHHs1 3MiH NpoTAroM 6-Tu MicAUiB Nicnsa 3aTBepAXEHHS
no 1 dpnakoHy 3
KOHLEHTpaToM y
KapPTOHHIN KOpoOLi
202/ NAHTECTUH- | renb no 15 a6o 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - be3 UA/1602/01/01
OAPHUUA® ry Ty6i, no 1 1y6i B "dapmaueBTu "®apmaueBTnyHa 3MiHa y MeTogax BunpobysaHHa APl abo BuxigHoro peuenma
navui YHa chipma dipma "OapHuua” maTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
"OapHnus" BMKOPUCTOBYETHCA Y npoueci BupobHuutea API (iHwwi 3miHM

y MeTofax BUNpobyBaHHsi (BKMoYaoum 3amiHy abo
ponoBHeHHs1) A®| abo BUXigHOro/MpoMiXXHOro NpoaykTy);
CynyTHS 3MiHa: BHECEHHS 3MiH 0 crneumdikauii Ta MeToais
KOHTPOIO SIKOCTi Ha Aito4y pevoBMHY AeKCnaHTeHon 3a
nokasHukamm « Po3unHHiCTbY», «laeHTudikauisy,
«[Mpo3opicTb po3unHy», «pH po3umnHy», «luToMe onTnyHe
obepTaHHsI», «3-aMmiHonponaHon», «CynpoBigHi AOMILLKMY,
«MikpobionoriyHa unctota», «KinbkicHe BU3HAYEHHSI», a
TaKoX BUINYYeHHs po3ainy «Baxki meTanu» BHacnigok
npuBeaeHHs y BignosigHicTb Ao Bumor AdY Ta EP.
BBegeHHsi 3mMiH NpoTAromM 6-Tu MicsAUiB Nicns 3aTBEpAXEHHS;
3MiHu | Tuny - 3amiHa TepmiHy npugaTtHocTi A®| Ha TepMmiH
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

nepekoHTpornto: 3anpornoHoBaHo: TepMmiH nepekoHTponto 1
pik. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEPAKEHHS

203.

NAPAKOA
IC®

TabneTku, no 10
TabneTok y 6nicTepi;
no 1 6nictepy B
navui 3 KapToHy; no
10 Tabnetok y
6nictepi

ToBapucTeo 3
[,00aTKOBOKO
BiANOBIAANbHi
CTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[,00aTKOBOIO
BiANOBIAANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLinHuX marepianis 3MiHu | Tuny -
MPOMNOHOBaHI 3MiHN 06yMOBMeHi NpuBeAeHHAM cneundikauin
Ta MeTopjiB KOHTPOIO rOTOBOrO fikapcbKoro 3acoby Ta
MPOMIXXHOro NPOAYKTY Yy BiANOBIAHICTE A0 BUMor AdDY gitoyoi
peAakLii; CynyTHS 3MiHa: YTOYHEHHSI (hOPMYIOBaHHSA
HOpMyBaHHS TecTy "OAHOPIAHICTE 4O30BaHUX OAUHULE" Y
cneum@ikauii Ta meTofgax KoHTporsto sikocTi 13 Ta
npoMixHoro NpoaykTy "HeposdacosaHi TabneTkn" (ak
CynyTHS 3MiHa); 3MiHu | TNy - 3amiHa BUPOBHWKIB Aitoyoi
peyvoBUHU KoAeiHy dhocdaTy (3 BUNyYEHHAM 3a3HavYeHHst
ToproBenbHNX Ha3B AP| Lux BUPOBHWMKIB), LLIO BXOAWUTb A0
cKrnapy rotoBoro nikapcbkoro 3acoby - BBeAeHHS BUPOOHMKa
Macfarlan Smith Limited (Bupo6Huya ainbHULA 3a agpecoto
Three Trees Road, Newbie United Kingdom-DG 12 5QH
Annan, Scotland, UK) Ta Buny4eHHsi BupobHuka Alkoloida
Chemical Company Zrt., YropiwuHa, siki MaoTb cepTudikaT
BignoBigHOCTI €®; 3anponoHoBaHO: Ansi BUpobHMKa
Macfarlan Smith limited, CnonyyeHo KoponiscTeo
(BMpobHM4a ainbHuus 3a agpecoto: 10, Wheatfield Road,
Edinburgh, Scotland, EH 112QA) (CEP R1- CEP199-053-
Rev 01) Ta Macfarlan Smith limited, CnonyueHo
KoponiecTBo BUpOGHMYa AinbHUUS 3a agpecoto:Three Trees
Road, Newbie United Kingdom-DG 12 5QH Annan,
Scotland, UK) (CEP RO - CEP2016 -295-Rev 02); cynyTHs1
3MiHa: BiA4NOBIAHO NPOMOHYTLCA HACTYMHI 3MiHW Y
cneuundikauii Ta metogax KoHTponto A®I: 3MiHa HOpMYBaHHS
TecTy "3anuLLKOBI KiflbKOCTi OpraHiYHMX pO3YMHHUKIB" 3
BUITyYEHHSIM HOPMYBaHHS TecTy Ans BupobHuka Alkoloida
Chemical Company Zrt., YropwivHa Ta 4oAaBaHHAM
HOPMYBaHHS1 TeCTy Ans AinbHuUi Annan BUpobHuKa
Macfarlan Smith Limited; sunyyerns tecty "N,N-
aumeTunaHinin" ans supobHuka Alkoloida Chemical
Company Zrt., YropwuHa. 3miHn B po3ginax Ynakoska,
MapkyBaHHs1, TepmiH npugaTHoCTi

3a
peuernmom

UA/12054/01/01

204.

NAPAMON

PO34MH ANs iHdY3iN,
1000 mr/100 mn, no
100 mn B
KOHTENHepi 3
noninponineHy; no 1
KOHTENHepy B
KapTOHHIN kKopobui

[ovipHe
nignpuemcTeo
"®apmarpeng”

YkpaiHa

[ovipHe
nianpuemMcTBo
"®apmartpeng”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHWU. 3miHa Ha3Bu nikapcbkoro 3acoby -
3areepaxeHo: MAPALIETAMOIJT 3anponoHoBaHo:
MAPAMOIJ1 (BeeaeHHs 3MiH NpOTArom 6-Tu micsuiB nicns
3aTBEepPAXEHHS)

3a
peuenmom

UA/17842/01/01

205.

NEHTAKCUM
® BAKUMHA
ansa
NPO®UIAKT
NKun
OUSTEPI,

NMOPOLLIOK
Haemophilus
influenzae Tvny b Ta
cycneHsis ans
iH’ekuin (0,5 mn); no
1 donakoHy 3

CaHoi
MacTtep

®paHuis

CaHodi MacTep,
®paHuis; CAHO®I
C.M.A., lTanis;
CaHogi-ABEHTIC
Mpawsit Ko. I14.,
YropwmHa

DpaHuis/
ITanis/
YropwmHa

BHECEHHS 3MiH 4O peecTpauiiH1X Marepianis 3MiHu | Tuny -
3MiHa y napameTpax cneumadikauin Ta/abo JonycTUMUX Mex,
BM3Ha4yeHux y cneumdikauiax Ha A®I, abo
BUXiZHUA/NPOMIKHUI NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbLCS Y npoueci BupobHuutea A®I - amiHa B
cneumadikauii Bogu, Lo BUKOPUCTOBYETLCSA Nig Yac

3a
peuernmom

UA/13010/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
NPABLA, nopotukom Ta 1 NpUroTyBaHHA NOXWBHOrO CepefoBuLLa AN NMOCIBHUX Cepili
KALUJTIOKY nonepenHb0 Bordetella pertussis, a came: 3amiHa AMCTUNLOBaHOI BOAU
(ALENIONAP | 3anoBHeHOMY (EBponeiicbka Papmakones, MoHorpadia 008) Ha Bogy Ans
HUN wnpwuyy (0,5 mn) 3 iH’ekuin (EBponelicbka ®apmakones, MoHorpadis 0169).
KOMMOHEHT | npukpinneHoto TepMiH BBEAEHHS 3MiH - cideHb 2021p; 3MiHu Il Tuny - 3amiHa
), ronkoto (abo 2 y meTofax BunpobyBaHHs AP| abo BuxigHoro
noniomMieni OKpEeMUMU ronkamu), maTepiany/npomixxHoro NpPoAyKTy/peareHTy, Lo
TY L0 MIiCTUTb BMKOPWCTOBYETBCS y nNpoleci BupobHuutea APl - 3amiHa
IHAKTUBOBA | cycneHsito ans o0 BUMKOPUCTaHHS NonepeaHboi cepii pedbepeHTHOro
HATA iH'EKLIN, B KAPTOHHIN cTaHgapTy dinameHTHoro remarntoTuHiHy (FHA) FPS 06-11
BAKLIMHA kopobui. Mo 1 ans npoBeaeHHst BunpobyeaHHs FHA antigenicity test Ta
and nakoHy 3 He3HauyHi 3MiHM LWoA0 ONTMMI3aLlii MeToAy TUTPYBaHHS
MPO®ITAKT nopoLukom Ta 1 aHTureHy FHA 3a gonomoroto metoay ELISA. BHeceHHs
MKW nornepenHbo peAakuiiHnX npasok Ao posadiny 3.2.85.2.3.
IHOEKLIN, 3anoBHEHOMY
CMPUYUHEH | wnpwuyy (0,5 mn) 3
nx NPUKpINnNeHoo
HAEMOPHIL ronkoto (a6o 2
us TMny B OKpeMUMU ronkamu),
KOH’IOFOBA L0 MiCTUTb
HA, cycneHsito ang
ACOPBOBA | iH'ekuin, B
HA cTaHgapTHoO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTbCS Y
KapTOHHI kopobui 3
IHCTpYyKUielo ans
MeanyHoro
3acTocyBaHHs
206., NEPUTON® Tabnetkv no 4 mr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/9035/01/01
10 Tabnetok y $dapmaueBTny dapmauyeBTU4HUI 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta hapmakoHarnagy. peuernmom
6nictepi; no 2 HWUI 3aBof 3aBsop ElIC BeeneHHst abo 3MiHM g0 y3aranbHeHMX faHuX NPo CUCTEMY
Gnictepu B ETIC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN yrnakoBLi cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHoi
ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iMCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BigNoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pefakuis: €dimkiH AHApin MeoprinoBuy. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOi 0COOW 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
207.) MINOKAPIMIH NOPOLLOK AT "®apmak” YkpaiHa CopcTtex Ximika Bpasunis BHECEHHS 3Mi 40 peecTpauiiHux matepianis: 3miHu | Tuny - - UA/3438/01/01
Yy (cybeTaHuis) y Iltpa AAMiHiCTpaTVBHI 3MiHU. 3MiHa HaViMeHyBaHHA Ta/abo
FNAPOXNOPU | naketax nogBifiHMX agpecu 3asiBHUKa (BNacHUKa peecTpauiiHoro NnocBig4eHHs1)
a nonieTureHoBmx 3MiHa HalMeHyBaHHS Ta agpecu 3asiBHYKa (BracHuka

ansi BupobHumuTea

peecTpauinHoro NocBigYeHHs)
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CTEPUIbHUX 3MiHn | TUny - AgmiHicTpaTuBHI 3mMiHW. 3MiHa HalilMeHyBaHHS
nikapcbknx popm Ta/abo agpecu Micusi NPOBafXeHHS AisiNbHOCTI BUPOOHMKa
(BKMtOYatouK, 3a HEOOXIAHOCTI, MiCLIe MPOBEAEHHSI KOHTPOIO
AKocCTi), abo BnacHuka mactep-darina Ha AdI, abo
noctayanoHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NpoAyKTy, Lo
3aCTOCOBYHOTbCS Y BUPOOHULTBI AP (AKLLO 3a3HaAYEHO Y
[O0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHoCcTi cepTudpikata
BiANOBIAHOCTI €BponeVickbkin dhapmakonei y 3aTBepaXeHoOMy
Aocbe, abo BUPOBHMKa HOBOI [OMOMIXKHOI PEYOBUHM (SKLLO
3a3HayYeHo Yy JOCbE) 3MiHa agpecu BUpobHMKa cybeTaHLuii
ninokapniny rigpoxnopug Sourcetech Quimica Ltda, Brazil,
6e3 3amiHu Micusi BUpobHMUTBa
208.| MPAOAKCA® | kancynu TBeppai no BepiHrep HimevunHa BepiHrep HimeyunHa BHECEHHS 3MiH 1O peecTpaLlinHux maTtepianis 3MiHu | Tuny - 3a UA/10626/01/03
150 mr, no 10 IHrenbxanv IHrenbxanm ®apma OHOBJIEHHSI TEKCTY MapKyBaHHS yNaKkoBKW MikapCbKoro peuernmom
kancyn y énictepi; IHTepHeLwHnN m6X i Ko. KI 3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
no3 abono6 meX OOVHMWUB BUMipIOBaHHSA y cuctemi Sl. BBeaeHHs 3MiH
6nictepiB y npoTAroM 6 micsAuis nicnsa 3aTBepAXeHHs
KapTOHHI KopobLi
209.| NPEQHI3ON Tabnetkv no 5 wr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/2587/02/01
OH- no 10 Tabnetok y "®apmaueBTu "®apmaueBTnyHa 3MiHu 3 gkocTi. APl KoHTponb A®Il. 3miHa y meTofax peuenmom
OAPHULUA KOHTYPHIN YHa dipma dipma "OapHuus” BUNpobyBaHHst AD| abo BuxiaHOro Matepiany/npomMixxHoro
YapyHKOBIN "NapHuus" npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NMPOLLECi

ynakosLi, no 4
KOHTYPHi YapyHKOBI
ynakoBKu B navui

BMPOGHMUTBa A®PI (iHLWi 3MiHM Y MeTofax BUNPoByBaHHs
(Bkntoyatoum 3amiHy abo gonosHeHHs1) A®l abo
BUXiQHOrO/MPOMIXXHOTO MPOAYKTY); CyNyTHs1 3MiHa - 3MiHu 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyungikauin Ta/abo gonyCTUMUX MEX, BUSHAYEHUX Y
cneymgikauisx Ha A®l, abo BUXIGHWI/MPOMIDKHUI
NpPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLECI
BMpobHUMUTBa A®PI (iHLWi 3MiHK) - 3MiHK Jo cneuudikauii Ta
MeTogiB KoHTponto A®I MpeaHi30nNoH 3a NokasHuKamu: -
«Po34mHHICTbY, «laeHTudikauisay, «CynpoBigHi SOMILLKMY,
Ta «KinbKicHe BU3HAYEHHSI» - BHECEHI peaaKUiiHi NpaBku; -
«3anuwkoBa KinbKiCTb OpraHiyHUX PO3YNHHUKIB»-
[AOMOBHEHO HOPMYBaHHS! i METOAMKOK KOHTPOIO
3anuLWKOBUX KiNbKICTEN OpraHivyHnX po3yYMHHKMKIB ANs
cyb6cTaHuii 3anponoHoBaHoro BupobHuka Henan Lihua
Pharmaceutical Co Ta BHeceHi pefakuiviHi npaBku ans
BMpobHuka Tianjin Tianyao Pharmaceuticals Co. -
«MikpobionoriyHa YicToTa» NpPUBEAEHO Y BiAMOBIAHICTb A0
Bumor EP 2.6.12, 5.1.4; 3miHu | Tuny - 3MiHu 3 AKoCTi.
[oToBUI Nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3MiHa y meTofax BunpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHLi 3MiHK y MeToAax BunpobyBaHb
(BkMrOYaloYM 3amiHy abo JOMOBHEHHS)); CynyTHS 3MiHa -
3MiHK 3 akocTi. FoToBMI Nikapcbkuii 3acid. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumadikauin Ta/abo [ONYCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH A0
cneumagikauii Ta meTogdiB KoHTponto 113 3a nokasHukamu: -
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

«Onucy Ta «lgeHTudikauis» - HOpMyBaHHS Ta METOAUKa
BMNPOOYBaHHS 3anuiueHi 6e3 3MiH, BHeCeHi peaakuinHi
npasku; - «O4HOPIAHICTb A030BaHMX OANHULLY, « CynpoBiaHi
aomMiwkn», «Po3umHeHHs» Ta «KinbkicHe BU3HAYEHHSAY -
BHECEHHS pefakUiHUX yToYHeHb 6e3 3MiHu KpuTepiis
NPUAHATHOCTI Ta MPUHLUMNIB METOAIB BUNPOOYBaHHS; -
«MikpobionoriyHa uicToTay - NPUBEAEHO Y BiAMOBIAHICTb A0
Bumor EP 2.6.12, 2.6.13, 5.1.4; 3aminu Il Tuny - 3miHu 3
skocTi. A®I. BupobHuyteo. 3MiHa BUpPOGHYMKa
BUXiAHOrO/MPOMiXXHOro NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpobH1Yomy npoueci AP, abo 3miHa
BMPOGHMKa (BKMoYalo4m, e HeobXigHo, MicLie MPOoBeAEeHHS
KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikarta
BiANOBIAHOCTI €BponeVickbkin dhapmakonei y 3aTBepaXeHoMy
Aocbe)(BBeAEHHS HOBOro BUpoOHMKa AD| 3 HagaHHAM
macTtep-cdarina Ha ADI) - BBeaeHHst HOBOro BUpoGHuka Al
MpegaHizonoH Henan Lihua Pharmaceutical Co., Ltd., China.
[itoua pepakuis MponoHoBaHa pefakuis Coctas Cknag, 1
TabneTtka cogepxut: [lefcTByloLL€Ee BELLECTBO:
MpenHu3onoH -5,0 mr (Tianjin Tianyao Pharmaceuticals Co.,
Ltd., China 1 Tabnetka mictuTb: [itouya pevoBuHa:
MpepHizonony - 5,0 mr (Tianjin Tianyao Pharmaceuticals
Co., Ltd., China Henan Lihua Pharmaceutical Co., Ltd.,
China)

210.

NPEQHITON®

masb 0,25 % no 10
r,abo 30r, abo 50r
y Ty6i; no 1 Ty6i B
KapTOHHIN nadui

HOepmadapm
Al

HimeuunHa

mibe M6X
ApuHanmitTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny -
3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
BeeneHHst abo 3miHM 4o y3aranbHeHUX faHux Npo cMCTeMy
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEeHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
YyNoBHOBaXeHOi ocobu, BianoBifanbHOi 3a 34iNCHEHHs!
hapmakoHarnagy (BKnoYarym KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiaansbHoi 3a
3AiMcHeHHs hapmakoHarnsagy B YkpaiHi: NponoHoBaHa
penakuis — Hevan Mapis NMaeniBHa. 3MiHa KOHTaKTHUX
[laHUX KOHTAKTHOI ocobu 3asiBHUKa, BianoBsiaansLHoi 3a
34iVicCHeHHs dpapMakoHarnsagy B YkpaiHi

3a
peuernmom

UA/10283/02/01

211.

NPEOHITON®

XvpHa masb, 0,25%,
no10r, abo 30,
abo 50 ry Ty6i; no 1
TyOi B KApTOHHIN
navui

HOepmadcapm
Al

HimeuunHa

miGe MmM6X
ApuHanmitTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
3MiHuM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHsi abo 3MiHM A0 y3aranbHeHUX gaHuX NPo cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHUX npo
cuctemy hapMmakoHarnagy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrNoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS!
dapmakoHarnsgy (BKNYa4yy KOHTaKTHI faHi) Ta/abo 3MiHu

3a
peuenmom

UA/10283/01/01
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o
noceid4yeHHs1

y PO3MilLieHHi MacTep-danna cuctemum papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asBHMKa, BiAnNoBiAanbHoI 3a
3fificHeHHs dbapmakoHarnsaay B YkpaiHi: NponoHoBaHa
pepakuis — Hevan Mapis MNaBniBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cOo0M 3aABHMKA, BianoBiganbHoI 3a

3aificCHeHHs bapmakoHarnsay B YkpaiHi

212.

NPEOHITON®

kpem, 0,25 % no 10
r,abo 30, abo 50 r
y Ty6i; no 1 Ty6i B
KapTOHHIM nayui

Hepmadpapm
Al

HimeyunHa

mibe M6X
ApuHanmiTTens

HimeuyunHa

BHECEHHS 3MiH 1O peecTpaLinHuX Marepianis 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cuctemy chapMmakoHarnagy, 3MiHa yroBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEeHHSA hapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoyady KOHTaKTHI faHi) Ta/abo 3MiHn
y Po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiANoOBiganbHOI 3a
3[iNcCHeHHa dapmakoHarnsaay B YkpaiHi: [NponoHoBaHa
penakuis — Hevan Mapia MNaniBHa. 3MiHa KOHTaKTHUX
[ aHUX KOHTaKTHOI 0co6UM 3aABHMKA, BianoBsiganbHoI 3a
34iNCHEeHHS chapmakoHarnagy B YkpaiHi

3a
peyernmom

UA/10283/03/01

213.

NYCTUPHUK
A TPABA

Tpaea, no50r, 100 r
y naykax 3
BHYTPILLHIM
naketom; no1,5ry
inbTp-nakeTi; No
20 cbinbTp-nakeTiB y
nayui 3 KapToHy

AT
"INy6Hucpapm”

YkpaiHa

AT "INy6Hnpapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKMW NikapCbKoro
3acoby y 3B"sA3KY i3 HAGHECEHHSIM MOBHOMO TEKCTY iHCTPYKLT
Ha nauky (6e3 BknagaHHs iHCTPYKLiT ANs Mean4yHoro
3acToCyBaHHs! B Nayky). BBeaeHHs amiH npoTsarom 6-Tu
MicsaUiB nicnst 3aTBEPOKEHHSA
CynyTHs 3miHa: 3MiHn o posainy “Ynakoska” MKA J13, a
came HaHeCeHHs MOBHOro TEKCTY iHCTPYKUIT AN MeanyHoro
3actocyBaHHs J13 Ha nadyui, 6e3 BknagaHHs iHCTPyKLUii Ans
MeanyHOro 3actocyBaHHs J13 B nayky. BeegeHHs 3mMiH
NPOTAroMm 6-TW MicALIB Nicna 3aTBEPAXKEHHSA

6e3
peuenma

UA/8287/01/01

214.

NYCTUPHUK
ATPABA

Tpaga pizaHo-
npecoBaHa no 100 r
y nadkax 3
BHYTPILUHIM NakeToMm

MpAT
"NikTpasn"

YkpaiHa

MpAT "Jliktpasn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny -
3MiHM 3 sikocTi. [0TOBMI nikapcbkuii 3aci6. 3miHN y
BMPOBHMUTBI. 3MiHM Y Npoueci BUpobHULTBa rOTOBOro
nikapcbkoro 3acoby, BKIo4aoum NpoMiXKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI rOTOBOrO MikapcbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUpobHuLTBa) -
BHECEHHS 3MiH 4O MaTepianiB peecTpauiiHoro 4ocke, a
came BHECEHHs1 He3Ha4YHMX 3MiH B OMMC TEXHOMOrYHOro
npouecy (oHoBneHHs p. 3.2.P.3.3 Onuc BupobHu4oro
npouecy Ta koHTponto npouecy; 3.2.P.3.4 KoHtponb
KPUTUYHMX CTadin i npoMixHOi npoaykuii; 3.2.P.3.5.
Banigauis npouecy Ta noro ouiHka); 3minu Il Tuny - 3miHn 3
sakocTi. FoToBui nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneundikauin
Ta/abo JoNyCTUMMX MEX rOTOBOTO JiKapCbKOro 3acoby

be3
peuenma

UA/5987/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

(3miHa 3HaxoQMTbCs MO3a 3aTBEPXKEHUMU AONYCTUMUMMI

Mexamu crieymdikain) - 3MiHa HopMyBaHHS cneuundikauii

3a NoKa3HUKOM «LLIMaTouykiB JOBXMHOW MeHLe 8 MMy,
«LlWmaToukiB AOBXMHOW GinbLue 12 MM»; 3anponoHOBaHO:
LLImaTouykiB AOBXUHOK MeHLIe 8 MM - He GinbLue 20 %

LLImaToykiB AoBxuHOO Ginblie 12 MM - He Ginblwe 20 %.

215.| PEBIT apaxe, no 80 abo AT Ykpaina AT "BITAMIHL" YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - be3 UA/4068/01/01
no 100 gpaxe y "BITAMIHWN" 3MiHn Wwopao 6esnekn/edeKTUBHOCTI Ta hbapmakoHarnsay. peuenma

KOHTenHepax; no 80
abo no 100 gpaxe y
KOHTelnHepi; no 1
KOHTENHepy B nayi
3 KapTOHY

BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asiBHVKa Ans 30iACHEHHS
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYauy KOHTaKTHI faHi) Ta/abo 3miHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0cobu 3asiBHMKA,
BiANoBiAanbHOI 3a 34iicHeHHs bapMakoHarnagy. 3miHa
Micus 34iINCHEHHA OCHOBHOI AiANbHOCTI 3 dhapMakoHarnsay.
3miHa agpecu macTep-ganna cuctemu dhapmakoHarnagy;
3MiHu | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHYyBaHHs
Ta/abo agpecu Micus NPoBafXeHHs AisrIbHOCTI
BMpOGHUWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIOHA0UM AinbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy BiAnosigae
BMPOGHUWK/IMNOpTEp, BKMOYA4YM BUNYCK Cepilt) - 3MiHa
HaliMeHyBaHHS Ta agpecu BUpobHuka 113, 6e3 3MiHu micusa
BMPOGHMUTBA. 3MiHM BHECEHi ¥ po3ainu "BupobHuk" Ta
"MicuesHaxomkeHHs1 BUpOGHMKa Ta Moro agpeca micus
NPOBafKEHHs AIANbHOCTI" B iIHCTPYKUitO ANS MEeAUYHOro
3acTOCyBaHHs fnikapcbkoro 3acoby Ta sik Hacnifok - y TekcT
MapKyBaHHS ynakoBKW fikapcbkoro 3acoby. BianosigHi amiHu
BHECEeHO y po3ain "7. BupobHuk nikapcbkoro 3acoby" B
KOPOTKY XapaKTepuCTUKy fnikapcbkoro 3acoby (BBeaeHHs
3MiH NPOTAroM 6-TW MiCALIB Nicns 3aTBEPAXEHHS); 3MiHM |
TUny - AOMiHicTpaTMBHI 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo
agpecu 3asiBHUKa (BNacHMKa peecTpauiniHoro NocBigYeHHs) -
3MiHa HalMeHyBaHHS Ta agpecu 3asiBHUKA. 3MiHN BHECEHI Y
po3ginu "3asBHuUK" Ta "Micue3HaxooKeHHs1 3asBHMKA" B
iHCTPYKUitO ANs MEeANYHOro 3acTOCyBaHHS MikapCbKoro
3acoby Ta ik HacnigoK - Y TeKCT MapKyBaHHSI yNakoBKU
nikapcbkoro 3acoby. BignosigHi 3MiHK BHeceHo y po3ain "7.
BnacHuk peecTpauiiHoro noceig4eHHs" B KOPOTKY
XapaKkTepuCTUKY Nikapcbkoro 3acoby (BBeaeHHs 3MiH
npoTAroMm 6-Tu micsAUiB nicns 3aTBepAXeHHS); 3MiHu | TNy -
3MmiHun wopao 6e3nekn/edeKkTMBHOCTI Ta papmakoHarnsgy
(iHWi 3MiHW) - BHeceHHs 3amiH o po3aaginy «MapkyBaHHA» B
3arBepaxeHnx MKA J13. OHOBNEHHSA TEKCTY MapKyBaHHsI
yMaKoBKW MikapcbKoro 3acoby i3 3a3HavyeHHAM MiXKHapOAHUX
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
no3Ha4yeHb OOMHULIL BUMipOBaHHS. BBeeHHs 3MiH
npoTarom 6-Tu MicsUiB nicns 3aTBepAXEHHS
216, PENBAP™ NOPOLLOK Ansa makcoCmiTKn Benuka "makco OnepenwHc Benuka BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3mMiHu | Tuny - 3a UA/14565/01/01
ENNINTA iHranauin, anH Excnopt BputaHis IOK Nimiten BpuTaHis AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo peuernmom
[030BaHuin, no 92 JlimiTeq, afpecun Micusa NpoBafXeHHS AiAnbHOCTI
MKr/22 MKr/po3y; no BMPOOHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
14 abo 30 po3 y BKIIOYao4M AiNbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
MOPOLLKOBOMY KOHTPOIIO AIKOCTI. (LisNbHICTb, 3a AKY Bignosigae
iHranaTopi; no 1 BMPOGHMK/iIMNOpPTEp, BKMOYa4M BUMYCK Cepilt) - 3MiHa
iHranatopy y Ha3BM Ta agpecu BMpobHuka 13, 6e3 3miHn micus
KapTOHHi KopobLi BMpobHMUTBa (BBEAeHHS 3miH npoTarom 6 micauis nicns
3aTBEPOKEHHS); 3MiHM | TUNY - 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3aMiHu) -
BHeCeHHS 3MiH Ao po3giny “MapkysanHa” MKA J13. A Takox
3MiHW BHECEHi Y TEKCT MapKyBaHHS YNaKoBKW NikapCbKOro
3acoby (BBeneHHs 3miH npoTtsirom 6 micsauis nicns
3aTBEPAKEHHS)
217.| PENBAP™ MNOpOLLOK Ans nakcoCmiTKn Benuka "nakco OnepewwHe Benuka BHECEHHSA 3MiH 0 peecTpauinHnx matepianis: 3MiHu | Tuny - 3a UA/14564/01/01
ENNINTA iHranauin, anH Excnopt BputaHis IOK Nimiten BpuTaHis AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo peuernmom
nosoBaHun, no 184 JimiTeq, afpecun Micusa NpoBafXeHHs AiAnbHOCTI
MKF/22 MKr/go3y, no BMpOo6HMKa/imnopTepa roToBOro nikapcbkoro 3acoby,
14 abo 30 po3 y BKIOYaloum AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
NOPOLLKOBOMY KOHTPOIIO SIKOCTI. (AiSANbHICTb, 3a AKy Bignosigae
iHranaTopi; no 1 BMPOGHMK/iMNOpTEp, BKMOYa4M BUNYCK Cepilt) - 3MiHa
iHranatopy y Ha3BuM Ta agpecu BMpobHukKa 13, 6e3 3miHn Micus
KapTOHHI kopobUi BMpObHMUTBa (BBEAeHHS 3MiH NpoTsarom 6 micauis nicns
3aTBepAKEeHHs); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3miHn) -
BHeceHHs1 3MiH g0 po3gainy “MapkyBaHHa” MKA J13. A Takox
3MiHN BHECEHI Y TEKCT MapKyBaHHS yNakoBKW fikapCbKoro
3acoby (BBeaeHHs 3MiH npoTsiroM 6 Micauis nicns
3aTBEPAKEHHS)
218/ PEHHI® 3 TabneTku >xxyBanbHi; Banep LLsenuapis Oenbdapm anapg DdpaHuisa BHECEHHS 3MiH 40 peecTpauinHuX Marepianis 3MiHu | Tuny - 6e3 UA/7799/01/01
AMENBbCUHO | no 12 Tabnetok y KoHcblomep BUINYYEHHS BUpOBHMYOT AinbHuui ana APl Kanbuito peuenma
BUM Gnictepi 3 Kep Al kapboHaty Mineraria Sacilese S.p.a., Italy
CMAKOM nepcopadieto; no 1
abo no 2 Gnictepu B
KapTOHHI kopooLi;
no 6 Tabnetok y
Gnictepi; no 2 abo
no 4 Gnictepu B
KapPTOHHIN kKopobLi
219, PE®AKTO nioginisat Ans Mdpansep CLA BMPOBHULTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauinHuX matepianis: 3mMiHu | Tuny - 3a UA/15929/01/02
A pPO34unHY Ansa Eny.Ci.Mi. nioginisaty 3a HimeuunHa 3MiHK 3 aKkocTi. FoToBMIA Nikapcbkui 3acid. Cuctema peuernmom
iH ekuin no 500 MO, KopnopenwH NOBHUM LMKIOM; KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa 6yab-skoi

1 donakoH 3
nioginizatom y
KomnnekTi 3 1
nornepeaHbLo
HaroBHEHUM
LINpULIOM 3

KOHTPOJIb SKOCTI
PO34MHHMKA (OKpIM
LOCNIAXEHHS CUNn

TEepTs MNOPLUHS),

BTOPUHHE
nakyBaHHs!

YaCTUHW maTtepiany NepBUHHOI YNaKOBKU, LLLO HE KOHTaKTye 3
roTOBMM NiKapCbknuM 3acobom (Hanpukniag Konip KpUweyok 3
KOHTPOMEM MEepPLUOro BigKPUTTS, KOMip KOQOBUX Kineub Ha
amnynax, KoHTenHepa Ansa ronok (pisHi BMau nnactmacu)
(3miHa, sika He BMNMBAE Ha KOPOTKY XapaKTepUcTuky
nikapcbkoro 3acoby) - BuganeHHs MocUNaHHsi Ha KOHKPETHY
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakKoeka) noceidYyeHHs1

PO34YMHHMKOM Mo 4
M (HaTpito xnopva
(9 mr/mn), BOga ans
iH ekuin), 1
apanTepom Ans
dnakoHy, 1
cvcTemoro Ans
iHdpyaii, 2
TamrnoHamu 3i
crnmpTtom, 1
nnactmpem Ta 1
MapneBoo
nopyLIeyKoro B
KapTOHHi KopobLi

PO34MHHMKA Y Habip
3 Mpenaparom;
BiAnNoOBigAanbHW 3a
BUMYCK Cepii:
Baet ®apma C.A.,
Icnanis;
anbTepHaTMBHA
nabopartopis Ans
TECTYyBaHHSA
npenapary 3a
NMOKa3HNKOM
"CTepunbHicTb":
INabopartopis
Bionab, C.J1,,
Icnanis;
BMPOBHULITBO
PO3YMHHMKA B
Lnpu1uax, KOHTPOnb
SIKOCTi PO3YMHHMKA:
Bettep ®apma-
®epTturyHr F'm6X &
Ko. KI', HimeuuunHa;
BMPOBHULITBO
PO34MHHMKa B
LUNpuLax, KOHTPOMb
SIKOCTi PO34YMHHUKA
(oKpim gocnigKeHHs
repMeTU4HOCTI):
Bettep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;
Bi3yanbHuUi
KOHTpOIb
PO34MHHMKA,
KOHTPOIb SIKOCTi
PO34MHHMKa (OKPIM
LOCNIiAXEeHHS
repMeTUYHOCTI,
cunm TepTs
MOPLUHSA):
Bettep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;

Ha3By CMCTEMMU 3aKYMOPIOBaHHS NONepeAHbLO HAaNMOBHEHNX
wnpuuis — V-OVS 10.16 — ons BMpobHuYoi ainbHuui Vetter,
Langenargen, Germany, L0 NOB’sA3aHO 3i 3MiHOIO BBEAEHHS
[04aTKOBOI AiNbHUL BUPOBHULTBA AN PO3YNHHUKA; 3MiHM |
TMNy - 3MiHM 3 AKOCTi. TOTOBMI NMikapcbKuii 3aci6. 3MiHn y
BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaroum agianas3oH
po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHs Ao
10 pasiB NOpiBHAHO i3 3aTBEPAXEHNM PO3MIPOM) - BBEAEHHS
anbTepHaTMBHOrO po3mipy cepii poamipom 500 n ans
BMPOBHMWLITBA PO34YMHHUKA B NonepefHbO HanoBHEHMX
Lwnpu1yax Ha BupobHuyin ainbHuui Vetter, Langenargen,
Germany, Lo NoB'3aHO 3 BBEAEHHAM A0AaTKOBOI AiNbHUL
BMPOBHMLTBA AN po34mHHKUKa (BBeaeHHs 3MiH npoTsarom 6
MicsLiB nicnsi 3aTBepAXKeHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTiI.
["oToBWI nikapcbkuii 3acib. 3miHW y BUPOOHULTBI. 3MiHK Y
npoueci BUpobHULTBa roTOBOro fikapcbkoro 3acoby,
BKIIOYa4M MPOMIXXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOBHULITBI FOTOBOrO fikapcbkoro 3acoby (He3Ha4yHa 3MiHa
y npoLeci BUpOGHULTBA) - HE3HAYHI 3MiHUN Y NpoLeci
BMPOBHMLITBA PO34YMHHUKA Y MONepeAHbO HAanoBHEHUX
wnpuuax ana npenapaty Pe®akto A® Ha ginbHuui Vetter,
Langenargen, Germany. Ockinbku Npobku nocTavaTbes
roTOBUMMW [0 BUKOPUCTaHHA B cTepunisauii, To ctagii
NPOMUBaHHS Ta CUNIKOHI3aLii BuaaneHi 3 BUpobHU4oro
npouecy Ans fgaHoro BupobHuka. 3anponoHoBaHa 3MiHa
noe’si3aHa 3i 3MiHOIO BBEAEHHS A0AATKOBOI AinbHULL
BMPOBHMUTBA ANs po34mHHKUKa (BBeaeHHs 3MiH npoTsirom 6
MicsILiB nicnsi 3aTBepAXKEHHS); 3MiHN | Tuny - 3MiHK 3 AKOCTI.
[oToBUI Nikapcbkui 3aci6. 3MiHW y BUpOGHMLTBI. 3amiHa
abo BBeaEHHs1 40AaTKOBOI AiNlbHMLI BUpObHMUTBA Ans
YacTuHM abo BCbOro BUpOBHUYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (ainbHULsA, Ha kil npoBoasTbCS Byab-
SIKi BUPOGHWYI CcTagii, 32 BUHATKOM BUMYCKY Cepii, KOHTPOIo
SKOCTi Ta BTOPUHHOrO NakyBaHHA ANs CTEPUNbHUX
nikapcbkux 3acobiB (Bkroya4m BUpobneHi acenTuyHnmM
MeTOZO0M), KpiM fikapcbkux 3acobiB
6ionoriYHOro/iMyHONOrYHOrO MOXOAXKEHHS) - BBEAEHHSI
BMpobHuka Vetter Pharma-Fertigung GmbH & Co. KG,
Eisenbahnstrasse 2-4, 88085 Langenargen, Germany sik
anbTepHaTMBHOI BUPOGHMYOI AinbHULI AN BUpobHMUTBaA
PO34MHHMKA Y MonepeaHbO HaMnOBHEHWX LWnpuuax Ans
npenapaty Pe®akto A®. BupobHunumin npouec Ha AinbHULI
Vetter, Eisenbahnstrasse, Langenargen, Germany €

Bi3yanbHuUi eKBiBaNeHTHMM 40 TOro, WO 3apeecTPOBaHoO i
KOHTPOSb BMKOpUCTOBYETbCA Ha Vetter Schuetzenstrasse,
PO34YUHHMKA, Ravensburg, Germany, i X0gHUX 3Ha4YHWX 3MiH HE BBEAEHO
KOHTPOJIb SKOCTI y CKnagi nepeHeceHHs1 BUpobHuuTBa po3vmHHuka. Kpim Toro,
PO34YNHHMKA 3asBHMKOM NPOMOHYIOTLCA pefaKuiiHi NpaBku B 4OCbE AN
(oocnigxeHHs KOpWUryBaHHs1 iHcbopmalii woao BUpoBHUYMX dOYHKUIN
repMeTU4HOCTI, BMPOOHUKiB Vetter, Schuetzenstrasse, Germany; Vetter,
cunu TepTs Langenargen, Germany; Wyeth Farma, S.A., Spain. ¥
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Ne
n/

JliKapcbKo20

Hasea

3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

MOPLUHS)):
Bettep ®apma-
®epTuryHr M'moX &
Ko. KI', HimeuuunHa

posaini 3.2.P.3.3 Description of Manufacturing Process and
Process Control (Diluent) 3amiHuTu TepmiHonorito
«CTepunbHa (binbTpauisa» Ha «nepwa dineTpauia
(nonepepnHs dinbTpauis) (aHrn. first filtration (bioburden
reduction))». Po3unH Byae dinbTpyBaTMcs 3 BUKOPUCTaHHAM
TOro X camoro @inbTpa, He NPOMOHYETLCS 3MiH A0 npouecy
dinbTpauii, a N1we B TepMiHONOrii ANA ONWUCY AaHoro eTtany
npouecy. Y po3gini 3.2.P.3.4 Control of Critical Steps and
Intermediates (Diluent) 3amiHUTV Ha3By TeCTy ANsA KOHTPOMO
Macu HarMoBHEHHS y npoLeci BUpobHMUTBA «06’eM, LLO
BuTAraeTbes (extractable volume)» Ha «BuaaneHun ob’em
(expelled volume)» Anst y3roaXeHHs i3 BHYTPILLHbOK
AOKyMeHTaujeto aAns BupobHuka Vetter Schutzenstrasse.
BiacyTHi 6yab-5ki 3MiHM B camoMy Mpoueci KOHTPOrto, nuLue
BBOASTbCS 3MiHM B TepMiHonorii. ¥ po3aini 3.2.P.7 Container
Closure System (Diluent) BuganuTu agpecu noctayanbHuKIB
ANs CKNaAoBUX YacTuH wnpuua. Takox 6yno oHoBrneHo
po3ain 3.2.A.1 Facilities and Equipment (Diluent, Vetter) i3
BKIIOYEHHAM YMHHOTO CMUCKY MPOAYKTIB, L0
BUIOTOBMSAOTLCS HA BUPOOHMUIN AinbHULi, Ta BHECEHO iHLUI
He3HayHi OHOBMNEHHS. BigcyTHi 3amMiHK, NoB’A3aHi 3i cknagom
PO3YMHHMKA, CUCTEMOIO 3aKyNOpOBaHHS, METOANKOI
KOHTPOJSIO AAKOCTi MPY BMMNYCKY YK AOCHIgKEHHI cTabinbHOCTI
abo cneumikauisax npu BUNYCKy/cTaBinbHOCTI PO3UYNHHUKA
(BBegeHHs1 3MiH NpoTArom 6 micsAuiB Nicns 3aTBEpAXEHHS);
3MiHu | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHYBaHHs!
Ta/abo agpecu Micusi NPoBagXeHHS AisiribHOCTI
BMpOGHMWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIOHA0UM AinbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy Biagnosigae
BMPOBGHMK/IMNOpPTEp, HE BKMHOYa4M BUMYCK Cepilt) -
pefakuiviHi NnpaBKkuM WOAO TpaHcniTepauii agpecu
yKpaiHCbKOI MOBOI Ansi BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG, Eisenbahnstrasse 2-4 i Vetter
Pharma-Fertigung GmbH & Co. KG, Helmut-Vetter-Strasse
10, a TakoX y3rogkeHHs1 Ha3Bu BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG ykpaiHcbkoto MoBoto (BeTTep)
AN BCiX AiNbHULL 3 TaKOK HA3BOK B MeXax 0gHOro
peecTpauinHoro gokymeHTa. MNpu UbOMy BCi BULLEBKa3aHi
Ha3BW aHMINCbKOK MOBOK 3aNULWIATECA HE3MIHHUMMN.

220.

PE®AKTO

Ao

niocpinisat ans
pO3unHy Ansi

iH ekuin no 1000
MO; 1 donakoH 3
nioginizatom y
KomnnekTi 3 1
nornepeaHbLo
HaroBHEHUM
LNpuLLOM 3
PO3YMHHMKOM No 4
M (HaTpito xnopwvg

Mdparnzep
Eny.Ci.Mi.
KopnopenwH

CLIA

BMPOBHULITBO
nioginisaty 3a
MOBHUM LIMKIOM;
KOHTPOJIb SKOCTI
PO34MHHMKA (OKpIM
LOCNIAXEHHS CUNn
TEepTs MNOPLUHS),
BTOPUHHE
nakyBaHHs!
PO34MHHMKa Y Habip
3 npenaparom;

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHuX Matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelNHep/3akynoptoBanbHuii 3aci6. 3miHa 6yab-skoi
YaCTUHW MaTepiany NepBUHHOI YNaKoBKU, LLIO HEe KOHTaKTye 3
roToBMM NiKapCbknuM 3acobom (Hanpukniag Konip KpuLeyok 3
KOHTPOSEM MEPLUOro BigKPUTTS, KOMip KOQOBUX Kineub Ha
amnynax, KoHTenHepa Ansa ronok (pisHi BMau nnactmacu)
(3miHa, sika He BMNMBAE Ha KOPOTKY XapaKTepucTuky
nikapcbkoro 3acoby) - BuganeHHs MOCUNaHHsi Ha KOHKPEeTHY
Ha3BY CUCTEMM 3aKynoptoBaHHs nornepeaHb0 HanoBHEHUX
wnpuuis — V-OVS 10.16 — gns BupobHuYoi ginbHuui Vetter,

3a
peuenmom

UA/15929/01/03
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
(9 mr/mn), BOga ans BignoBiganbHU 3a Langenargen, Germany, L0 NOB’sI3aHO 3i 3MiHOI0 BBEAEHHS
iH ekuin), 1 BUMYCK Cepii: [04aTKOBOI AiNbHULI BUPOBHULTBA AN PO3YNHHUKA; 3MiHM |
apanTepom Ans Baet ®apma C.A., TMNy - 3MiHM 3 AKOCTi. TOTOBMI NMikapcbKuii 3aci6. 3MiHn y
dnakoHy, 1 IcnaHis; BMPOBHMUTBI. 3MiHa po3mipy cepii (BKknoyaroum agianas3oH
cucTemolo ans anbTepHaTuBHa po3Mipy cepii) roroBoro fnikapcekoro 3acoby (36inbLueHHs 4o
iHdpyaii, 2 nabopatopisa Ans 10 pasiB NOpiBHAHO i3 3aTBEPAXEHVIM PO3MIPOM) - BBEAEHHS
TamrnoHamu 3i TECTyBaHHA anbTepHaTMBHOro po3mipy cepii poamipom 500 n ans
cnupTom, 1 npenapary 3a BMPOBHMLITBA PO34YMHHUKA B NONepefHbO HanoBHEHMX
nnactupem Ta 1 NOKa3HMKOM Lwnpu1yax Ha BupobHuyin ginbHuui Vetter, Langenargen,
Mapnesow "CTepunbHicTb": Germany, L0 NOB'A3aHO 3 BBEAEHHAM 40AATKOBOI AiNbHUL

nopyLIeyKoro B
KapTOHHi KopobLi

INabopartopis
Biona6, C.J1.,
Icnanis;
BMPOOHULITBO
PO3YMHHMKA B
Lnpuvuax, KOHTPOnb
SIKOCTi PO3YMHHMKA:
Bettep ®apma-
®epturyHr M'm6X &
Ko. KI', Hime4uuuHa;
BMPOBHULITBO
PO3YMHHMKA B
LUApU1LaXx, KOHTPOb
SAKOCTi PO3YMHHMKA
(oKpim gocnigKeHHs
repMeTU4HOCTI):
Bettep ®apma-
depturyHr rm6X &
Ko. KT, Himeu4uHa;
Bi3yanbHuUi
KOHTpOIb
PO3Y4MHHMKA,
KOHTPOSb SIKOCTI
PO34MHHMKa (OKpPIM
[oCHiAKEHHs
repMeTUYHOCTI,
cunu TepTa
MOPLUHSA):
Bettep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;
Bi3yanbHuUi
KOHTpOIb
PO34MHHMKA,
KOHTPOJIb SKOCTI
PO34MHHMKa
(oocnigxeHHs
repMeTUYHOCTI,
cunu TepTa
MOPLLHS)):
BetTtep ®apma-

BMPOBHMLTBA AN po34mHHKUKa (BBeaeHHs 3MiH npoTsirom 6
MicsLiB nicnsi 3aTBepAXKeHHS); 3MiHM | Tuny - 3MiHM 3 AKOCTiI.
["oToBwWi nikapcbkuii 3aci6. 3miHW y BUPOOHULTBI. 3MiHM y
npoueci BUpobHULTBa roTOBOrO fikapcbkoro 3acoby,
BKIHOYa04M MPOMIXKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOBGHULITBI FOTOBOrO Nikapcbkoro 3acoby (He3HavyHa 3MiHa
y npoleci BUpOBGHULTBA) - HE3HAYHI 3MiHU Y NpOLieCi
BMPOBHMLITBA PO34YMHHUKA Y MONepeaHbO HAanoBHEHUX
wnpuuax ana npenapaty Pe®akto A® Ha ginbHuui Vetter,
Langenargen, Germany. Ockinbku Npobku nocTavanTbes
roTOBUMMW [0 BUKOPUCTaHHA B cTepunisadii, To ctagii
NPOMUBAHHS Ta CUNIKOHI3aLii BuaaneHi 3 BUpobHM4oro
npouecy Ans fgaHoro BupobHuka. 3anponoHoBaHa 3MiHa
noe’si3aHa 3i 3MiHOIO BBEAEHHS A0AAaTKOBOI AinNbHULL
BMPOBHMLTBA ANs po34mHHKUKa (BBeaeHHs 3MiH npoTsirom 6
MicsILiB nicnsi 3aTBEpAXKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTI.
["oToBUI Nikapcbkui 3aci6. 3MiHM y BUpoBHMLTBI. 3amiHa
abo BBeaEHHsSI 40OAaTKOBOI AiNlbHULi BUpOOHMLTBA ANnst
YyacTuHM abo BCbOro BUpOBHUYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (ainbHuLsA, Ha kil npoBoasiTbCS Gyab-
SIKi BUpPOOHWYI cTagii, 328 BUHATKOM BUMYCKY cepii, KOHTPOIo
SKOCTi Ta BTOPUHHOrO NakyBaHHA ANs CTEPUNbHUX
nikapcbkux 3acobiB (Bkroya4m BUpobneHi acenTuyHum
MeTOZO0M), KpiM fikapcbkux 3acobiB
6ionoriYHOro/iMyHONOrYHOro MOXOAXKEHHS) - BBEAEHHSI
BMpo6Huka Vetter Pharma-Fertigung GmbH & Co. KG,
Eisenbahnstrasse 2-4, 88085 Langenargen, Germany sik
anbTepHaTMBHOI BUPOGHMYOI AinbHULI AN BUpobHMUTBaA
PO34MHHMKA Y NonepeaHbO HaNmOBHEHMX LWNpuuax ans
npenapaty Pe®akto A®. BupobHunumit npouec Ha AinbHULI
Vetter, Eisenbahnstrasse, Langenargen, Germany €
eKBiBaNeHTHMM 40 TOro, WO 3apeecTPOBaHoO i
BMKOpPUCTOBYETbCA Ha Vetter Schuetzenstrasse,
Ravensburg, Germany, i X0gHUX 3Ha4YHNX 3MiH HE BBEEHO
y cKnagi nepeHeceHHs1 BUpobHuLTBa po3vmHHuka. Kpim Toro,
3asBHMKOM NPOMOHYIOTLCA peaakuiiHi MpaBky B AOCLE ANst
KOpWUryBaHHs1 iHcbopmalii woao BUpoBHUYMX dOYHKUIN
BMpoOHUKiB Vetter, Schuetzenstrasse, Germany; Vetter,
Langenargen, Germany; Wyeth Farma, S.A., Spain. Y
po3gini 3.2.P.3.3 Description of Manufacturing Process and
Process Control (Diluent) 3amiHUTK TepmiHoOnOrito
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

®epTuryHr F'moX &
Ko. KI', HimeuuunHa

«CcTepunbHa inbTpauisa» Ha «nepla dinbTpauis
(nonepepnHs dinbTpauis) (aHrn. first filtration (bioburden
reduction))». Po3unH Byae dinbTpyBaTUCS 3 BUKOPUCTAHHSM
TOro X camoro @inbTpa, He NPOMOHYETLCS 3MiH 40 npouecy
dinbTpauii, a Nuwe B TepMiHONOTIi ANA onucy AaHoro etany
npouecy. Y po3gini 3.2.P.3.4 Control of Critical Steps and
Intermediates (Diluent) 3amiHUTV Ha3BY TECTY AN KOHTPOMO
Macu HarMoBHEHHS y npoLeci BUpobHMUTBaA «06’eM, LLO
BuTAraeTbcs (extractable volume)» Ha «BuaaneHun ob’em
(expelled volume)» Anst y3roaxeHHs i3 BHYTPILLHbO
AOKyMeHTaujeto aAns BupobHuka Vetter Schutzenstrasse.
BiacyTHi 6yab-5ki 3MiHM B camomy npoueci KOHTpono, nuiie
BBOASTLCS 3MiHM B TepMiHonorii. Y po3aini 3.2.P.7 Container
Closure System (Diluent) BuganuTu agpecu noctavanbHUKIB
ANSA CKNafaoBUX 4acTuH wnpuua. Takox 6yno oHoBMneHo
po3ain 3.2.A.1 Facilities and Equipment (Diluent, Vetter) i3
BKIIOYEHHSM YMHHOTO CMMUCKY NPOAYKTIB, Lo
BUIOTOBMSAOTLCS HA BUPOOHMUIN AinbHULi, Ta BHECEHO iHLUI
He3HayHi OHOBMNEHHS. BigcyTHi 3amMiHK, NoB’A3aHi 3i cknagom
PO3YMHHMKA, CUCTEMOIO 3aKyNOptOBaHHS, METOAMNKOK
KOHTPOJSO AIKOCTi MPY BUMMYCKY Yn AOCHIOKEHHI cTabinbHoCTI
abo cneumdikauisx npy BUNYCcKy/cTabinbHOCTI PO3YMHHMKA
(BBegeHHs1 3MiH NpoTArom 6 micsAuiB Nicns 3aTBEpAXKEHHS);
3MiHu | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHYyBaHHs
Ta/abo agpecu Micusi NPoBagKeHHS AisiribHOCTI
BMpOGHUWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIOMA0UM AinbHULI BUNYCKY cepii abo micue npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisANbHICTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpTEp, He BKMHOYa4n BUNYCK Cepint) -
pefakuiviHi NnpaBkKM WOAO TpaHcniTepauii agpecu
yKpaiHCbKO MOBOI Ansi BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG, Eisenbahnstrasse 2-4 i Vetter
Pharma-Fertigung GmbH & Co. KG, Helmut-Vetter-Strasse
10, a TakoX y3rogkeHHsl Ha3Bu BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG ykpaiHcbkoto moBoto (BeTTep)
Ans BCIX AiNbHULL 3 TAKOK HA3BOK B MeXax OAHOro
peecTpauinHoro gokymeHTa. lMpu uboMy BCi BULLEBKa3aHi
Ha3BW aHMINCbKOK MOBOK 3aNULWATECA HE3MIHHUMMN.

221.

PE®AKTO
Ao

niocpinisat ans
pO3unHy ansi

iH ekuin no 2000
MO; 1 donakoH 3
nioginizatom y
KomnnekTi 3 1
nornepeaHLo
HaroBHEHUM
LNpuULLOM 3
PO34YMHHMKOM MO 4
Mn (HaTpito xnopwva
(9 mr/mn), BOga Ans
iH ekuin), 1

Mdparnzep
Eny.Ci.Mi.
KopnopenwH

CLIA

BMPOBHULITBO
nioginisaty 3a
MOBHUM LIMKIOM;
KOHTPOJSIb SKOCTI
PO34MHHMKA (OKpIM
LOCNIAXEHHS CUnn
TEepTs NOPLUHS),
BTOPUHHE
nakyBaHHs!
PO34MHHMKA Y Habip
3 npenaparom;
BiAnoBiganbHUiA 3a
BUMYCK cepii:

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acib. 3miHa 6yab-akoi

YaCTUHW maTepiany NepBUHHOI YNaKoBKU, LLIO HE KOHTaKTye 3

rOTOBMM fikapcbkuM 3acobom (Hanpuknag Konip KpULeYvok 3

KOHTPOSMEM MEPLUOro BigKPUTTS, KOMIp KOQOBUX Kinewb Ha
amnynax, KoHTenHepa Ansa ronok (pisHi BMau nnactmacwu)
(3miHa, sika He BMNMBaE Ha KOPOTKY XapakTepuUcTuky
nikapcbkoro 3acoby) - BuganeHHs MOCUNaHHsi Ha KOHKPEeTHY
Ha3BY CUCTEMV 3aKyrnopioBaHHsi nonepeaHbO HanoOBHEHUX
wnpuuis — V-OVS 10.16 — anst BupobHu4yoi ginbHuui Vetter,

Langenargen, Germany, L0 NOB’sI3aHO 3i 3MiHOIO BBEAEHHS

[04aTKOBOI AiNbHULi BUPOBHULTBA AN PO3YMHHUKA; 3MiHK |

3a
peuenmom

UA/15929/01/04
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

apanTtepom Ans Baet ®apma C.A., TMNy - 3MiHM 3 AKOCTi. TOTOBMI NMikapcbKuii 3aci6. 3MiHN y

dnakoHy, 1 IcnaHis; BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaroum agianas3oH

cucTemolo ans anbTepHaTMBHa po3Mipy cepii) roToBoro fnikapcekoro 3acoby (36inbLueHHs Ao

iHdpyaii, 2 nabopatopisa Ang 10 pasiB NOpiBHAHO i3 3aTBEPAXEHVM PO3MIPOM) - BBEAEHHS

TamrnoHamu 3i TECTyBaHHA anbTepHaTMBHOro po3mipy cepii poamipom 500 n ans

cnupTom, 1 npenapary 3a BMPOBHMLITBA PO34YMHHUKA B NONepefHbO HanoBHEHMX

nnactvpem Ta 1 NOKa3HUKOM Lnpuuax Ha BUpobHWin AinbHULi Vetter, Langenargen,

Mapnesoro "CTepunbHicTb": Germany, L0 NOB'A3aHO 3 BBEAEHHAM AOAATKOBOI AiNbHUL

nopyLIeyKoro B
KapTOHHi KopobLi

INabopartopis
Biona6, C.J1.,
Icnanis;
BMPOOHULITBO
PO3YMHHMKA B
Lnpu1uax, KOHTPOb
SIKOCTi PO3YMHHMKA:
Bettep ®apma-
®epTturyHr F'm6X &
Ko. KI', Hime4uuuHa;
BMPOBHULITBO
PO3YMHHMKA B
Lnpu1uax, KOHTPOnb
SIKOCTi PO3YMHHMKA
(oKpim gocnigKeHHs
repMeTU4HOCTI):
Bettep ®apma-
depturyHr rm6X &
Ko. KT, Himeu4uHa;
Bi3yanbHUN
KOHTpOInb
PO34MHHMKA,
KOHTPOIb SIKOCTi
PO34MHHMKa (OKPIM
[oChiAKEHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS):
Bettep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;
Bi3yanbHuUi
KOHTpOInb
PO34MHHMKA,
KOHTPOJIb SKOCTI
PO34YMHHMKA
(aocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS)):
Bettep ®apma-
®epturynr rm6X &
Ko. KI', HimeudnHa

BMPOOHMLTBA AN po34mHHUKa (BBeaeHHs 3MiH npoTarom 6
MicsLiB nicnsi 3aTBepAXKeHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTiI.
["oToBWI nikapcbkuii 3acib. 3miHW y BUPOOHULTBI. 3MiHK Y
npoueci BUpobHULTBa roTOBOrO fikapcbkoro 3acoby,
BKIIOYa04M MPOMIXKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOBHMLITBI rOTOBOrO flikapcbKoro 3acoby (HeaHayHa 3MiHa
y npoLieci BUpOGHULTBA) - HE3HAYHI 3MiHU Y NPOLIECi
BMPOBHMLITBA PO34YMHHUKA Y MONEepeAHbO HAanoBHEHUX
wnpuuax ana npenapaty Pe®akto A® Ha ginbHuui Vetter,
Langenargen, Germany. Ockinbku Npobku nocTavaTbes
roTOBUMMW [0 BUKOPUCTaHHA B CTepunisadii, To ctagii
NPOMUBAHHS Ta CUNIKOHI3aLii BuaaneHi 3 BUpobHU4oro
npoLecy Ans AaHoro BupobHuka. 3anponoHoBaHa 3MiHa
noB’si3aHa 3i 3MiHOI BBEAEHHSI 0AATKOBOI AiNbHULL
BMPOBHMUTBA ANs po34mHHKUKa (BBeaeHHs 3MiH npoTsirom 6
MicsILiB nicnsi 3aTBepAXKEHHS); 3MiHW | TUNy - 3MiHK 3 AKOCTI.
[oToBUI Nikapcbkui 3aci6. 3mMiHW y BUpOGHMLTBI. 3amiHa
abo BBeaEeHHs1 40AaTKOBOI AiNlbHMLI BUpObHMUTBA Ans
YyacTuHM abo BCbOro BUpOBHUYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (ainbHuLsA, Ha kil npoBoasTbCSA Gyab-
AKi BUpOOHWMYI cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOro
SKOCTi Ta BTOPUHHOrO NakyBaHHA ANs CTEPUNbHUX
nikapcbkux 3acobiB (Bkrova4m BUpobneHi acenTuyHnmM
MeTOZO0M), KpiM fikapcbkux 3acobiB
6ionoriYHOro/iMyHONOorYHOro MOXOAXKEHHS) - BBEAEHHSI
BMpo6Huka Vetter Pharma-Fertigung GmbH & Co. KG,
Eisenbahnstrasse 2-4, 88085 Langenargen, Germany sk
anbTepHaTMBHOI BUPOGHMYOI AinbHULI AN BUpobHMUTBaA
PO34MHHMKA Y MonepeaHbO HaNnoOBHEHMX LWnpuuax Ans
npenapaty Pe®akto A®. BupobHunumin npouec Ha AinbHULI
Vetter, Eisenbahnstrasse, Langenargen, Germany €
eKBiBaNeHTHMM 40 TOro, WO 3apeecTPOBaHoO i
BMKOpUCTOBYETbCA Ha Vetter Schuetzenstrasse,
Ravensburg, Germany, i )X0gHUX 3Ha4YHWX 3MiH HE BBEAEHO
y cknapi nepeHeceHHs BUpobHuLTBa po3vmHHUKa. Kpim Toro,
3asBHMKOM NPOMOHYIOTLCA peaaKuiiHi NpaBky B AOCLE ANst
KOpWryBaHHs iHcbopmalii Wwoao BUpoBHUYMX dOYHKUIN
BMpobHUKiB Vetter, Schuetzenstrasse, Germany; Vetter,
Langenargen, Germany; Wyeth Farma, S.A., Spain. Y
po3gini 3.2.P.3.3 Description of Manufacturing Process and
Process Control (Diluent) 3amiH1TK TepmiHonorito
«CcTepunbHa inbTpauisa» Ha «nepwa dinbTpauis
(nonepegHst dinbTpauis) (aHrn. first filtration (bioburden
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

reduction))». Po3unH Byae dinbTpyBaTtucs 3 BUKOPUCTaHHAM
TOro X camoro @inbTpa, He NPOMOHYETLCS 3MiH A0 npoLecy
dinbTpauii, a Nuwe B TEPMiHONOTIT ANA onucy AaHoro etany
npouecy. Y po3gini 3.2.P.3.4 Control of Critical Steps and
Intermediates (Diluent) 3amiHUTV Ha3By TeCTy ANSA KOHTPOMO
Macu HaMoBHEHHS y npoLeci BUpobHMUTBaA «06’eM, Lo
BUTAraeTbes (extractable volume)» Ha «BupganeHun ob’em
(expelled volume)» Anst y3roa)XeHHS i3 BHYTPILLHbOO
AOKyMeHTaujeto aAns BupobHuka Vetter Schutzenstrasse.
BiacyTHi 6yab-5ki 3MiHM B camomy Mpoueci KOHTPOrto, nuLue
BBOASTbCS 3MiHM B TepMiHonorii. ¥ po3aini 3.2.P.7 Container
Closure System (Diluent) BuganuTu agpecu noctavanbHUKIB
AN CKNaAaoBUX YacTuH wnpuua. Takox byno oHoBMneHo
po3ain 3.2.A.1 Facilities and Equipment (Diluent, Vetter) i3
BKIMIOYEHHAM YMHHOTO CMMCKY MPOAYKTIB, L0
BUIOTOBMSAOTLCS HA BUPOOHMUIN AinbHULi, Ta BHECEHO iHLUI
He3HayHi OHOBMNEHHS. BigcyTHi 3amMiHK, NoB’A3aHi 3i cknagom
PO3YMHHMKA, CUCTEMOIO 3aKyNOpOBaHHS, METOANKOI
KOHTPOSO SIKOCTi MPY BMMNYCKY YM AOCHIOKEHHI cTabinbHoCTI
abo cneumdikauisx npy BUNYcKy/CTabinbHOCTI PO34YNHHMKE
(BBegeHHs 3MiH NpoTArom 6 micsAuiB Nicns 3aTBEpAXEHHS);
3MiHM | TUNy - AOMiHiCTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS!
Ta/abo agpecu Micusi NPoBagXeHHS AisiribHOCTI
BMpOGHMWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIOHA0UM AinbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy Biagnosigae
BMPOGHUWK/IMNOpTEp, He BKMHOYa4n BUNYCK cepint) -
pefakuivHi npaBkKM WOAO TpaHcniTepauii agpecu
YKpaiHCbKO MOBOIO Ans BMpoGHUKa Vetter Pharma-
Fertigung GmbH & Co. KG, Eisenbahnstrasse 2-4 i Vetter
Pharma-Fertigung GmbH & Co. KG, Helmut-Vetter-Strasse
10, a TakoX y3rogkeHHs1 Ha3Bu BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG ykpaiHcbkoto moBoto (BeTTep)
Ansa BCIX AiNbHULL 3 TAKOK HA3BOK B MeXax OAHOro
peecTpauinHoro gokymeHTa. MNpu LbOMy BCi BULLEBKa3aHi
Ha3BW aHMINCbKOK MOBOK 3aNULLIATECH HE3MIHHUMMN.

222.

PE®AKTO
Ao

niocpinisat ans
pO3unHy ansi

iH ekuin no 250 MO,
1 donakoH 3
nioginizatom y
KomnnekTi 3 1
nornepeaHLo
HarnoBHEHUM
LNpuLoM 3
PO34YMHHMKOM MO 4
Mn (HaTpito xnopwva
(9 mr/mn), BOga Ans
iH ekuin), 1
apanTepoMm Ans
dnakoHy, 1

Mdparnzep
Eny.Ci.Mi.
KopnopenwH

CLIA

BMPOBHULITBO
nioginisaty 3a
MOBHUM LIMKIOM;
KOHTPOJIb SKOCTI
PO34MHHMKA (OKpIM
LOCNiAXEHHS CUnun
TepTs NOPLUHSA),
BTOPUHHE
nakyBaHHs!
PO34MHHMKA Y Habip
3 npenaparom;
BianosiganbHUi 3a
BUMYCK Cepii:
Baet ®apma C.A.,
IcnaHis;

Icnanis/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnX matepianis: 3MiHun | Tuny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelNHep/3akynoptoBanbHuii 3aci6. 3miHa 6yab-skoi
YaCTUHW maTepiany NepBUHHOI YNaKoBKU, LLIO HE KOHTaKTye 3
roTOBMM fikapcbkuM 3acobom (Hanpuknag Konip KpULeYvok 3
KOHTPOSEM NEPLUOro BiAKPUTTSA, KOMip KOJOBUX Kineub Ha
amnynax, KoHTenHepa Ansa ronok (pisHi BMau nnactmacu)
(3miHa, sika He BMNMBAE Ha KOPOTKY XapaKTepucTuky
nikapcbkoro 3acoby) - BuaaneHHs MoCUNaHHsi Ha KOHKPEeTHY
Ha3BY CUCTEMV 3aKyrnopioBaHHsi nonepeaHbO HanoOBHEHUX
wnpuuie — V-OVS 10.16 — anst BupobHu4yoi ginbHuui Vetter,
Langenargen, Germany, L0 NOB'A3aHO 3i 3MiHOI0 BBEAEHHS
[,00aTKOBOI AiNbHWL BUPOOHMUTBA ANS PO3YMHHUKA; 3MiHM |
TMny - 3MiHK 3 AkocTi. [oToBMI nikapcbkuii 3aci6. 3MiHNM y
BMPOOHMUTBI. 3MiHa po3Mipy cepii (BKMoYar4m giana3oH

3a
peuenmom

UA/15929/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CUCTEMOIO ANs anbTepHaTuBHa pO3Mipy cepii) roToBoro fnikapcbkoro 3acoby (36inbLueHHs Ao
iHdpyaii, 2 nabopatopisa Ans 10 pasiB NOpiBHAHO i3 3aTBEPAXEHVIM PO3MIPOM) - BBEAEHHS
TamrnoHamu 3i TECTyBaHHA anbTepHaTMBHOro po3mipy cepii poamipom 500 n ans
cnupTom, 1 npenapary 3a BMPOBHMLITBA PO34YMHHUKA B NONepeaHbO HanoBHEHMX
nnactvpem Ta 1 NOKa3HUKOM Lnpuuax Ha BUpobHWin AinbHULI Vetter, Langenargen,
Mapnesoro "CTepunbHicTb": Germany, L0 NOB'A3aHO 3 BBEAEHHAM AOAATKOBOI AiNbHUL

noayLIeyKoro B
KapTOHHI Kopobui

INabopartopis
Biona6, C.J1.,
Icnanis;
BMPOOHULITBO
PO3YMHHMKA B
Lnpu1uax, KOHTPOb
SIKOCTi PO3YMHHMKA:
Bettep ®apma-
depTurynr M'moX &
Ko. KI', Hime4uuunHa;
BMPOBHULITBO
PO3YMHHMKA B
Lnpuvuax, KOHTPOnb
SIKOCTi PO3YMHHMKA
(oKkpimM gocnigXeHHs
repMeTUYHOCTI):
Bettep ®apma-
depturyHr rm6X &
Ko. KT, Himeu4uHa;
Bi3yanbHUN
KOHTpOInb
PO3YMHHMKA,
KOHTPOIb SIKOCTi
PO34MHHMKa (OKpPIM
[oChiAKEHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS):
Bettep ®apma-
®epTuryHr F'm6X &
Ko. KT, Himeu4unHa;
Bi3yanbHuUi
KOHTpOInb
PO34MHHMKA,
KOHTPOJIb SKOCTI
PO34MHHMKA
(oocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS)):
Bettep ®apma-
®Pepturynr Nrm6X &
Ko. KT, HimeuunHa

BMPOBHMLTBA AN po34mHHKUKa (BBeaeHHs 3MiH npoTsrom 6
MicSALiB nicnsi 3aTBepAXKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTiI.
["oToBWI nikapcekuii 3aci6. 3miHW y BUPOOHULTBI. 3MiHK Yy
npoueci BUpobHULTBa rOTOBOro NikapcbKoro 3acoby,
BKIHOYa04M MPOMIXKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOBHULITBI rOoTOBOrO fikapcbkoro 3acoby (HesHayHa 3miHa
y npoLieci BUpOGHULITBA) - HE3HAYHI 3MiHU Y NPOLECi
BMPOBHMWLITBA PO34YMHHUKA Y MONepeaHbO HanoBHEHUX
wnpuuax ansg npenapaty Pe®akto AP Ha ainbHuui Vetter,
Langenargen, Germany. Ockinbku Npobku nocTavanTbes
roTOBUMMW [0 BUKOPUCTaHHA B cTepunisadii, To ctagii
NPOMUBAHHS Ta CUNIKOHI3aLii BuaaneHi 3 BUpobHM4oro
npoLecy Ans AaHoro BUpobHuka. 3anponoHoBaHa 3MiHa
noB’si3aHa 3i 3MiHOK BBEAEHHSI A0AaTKOBOI AinbHULL
BMPOBHMLTBA ANs po34mHHKUKa (BBeaeHHs 3MiH npoTsirom 6
MicsLiB nicnsi 3aTBepAXKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTiI.
["oToBUI Nikapcbkui 3aci6. 3MiHM y BUpoBHMLTBI. 3amiHa
abo BBeaEHHsI 40AaTKOBOI AiNlbHMLI BUpObHMUTBA Ans
YacTuHM abo BCbOro BUPOBHUYOro NpoLecy roToBOro
nikapcbkoro 3acoby (ainbHULsA, Ha kil npoBoasTbCSA Gyab-
AKi BUpOOHWMYI cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOsto
AKOCTi Ta BTOPMHHOIO NakyBaHHA AN CTEPUINbHUX
nikapcbkux 3acobiB (Bkroyaoum BUpobneHi acenTuyHnM
MeTOAO0M), KpiM fnikapcbkux 3acobis
6ionoriYHOro/iMyHONOrYHOro MOXOAXKEHHS) - BBEAEHHSI
BMpo6Huka Vetter Pharma-Fertigung GmbH & Co. KG,
Eisenbahnstrasse 2-4, 88085 Langenargen, Germany sk
anbTepHaTMBHOI BUPOGHMYOI AinbHULI AN BUpobHMUTBaA
PO3YMHHMKA Y NonepeaHbO HaNmoOBHEHNX LWnpuuax ans
npenapaty Pe®akto A®. BupobHunuumin npouec Ha AinbHULI
Vetter, Eisenbahnstrasse, Langenargen, Germany €
eKBiBaNeHTHMM 40 TOro, WO 3apeecTPOBaHoO i
BMKOpUCTOBYETbCA Ha Vetter Schuetzenstrasse,
Ravensburg, Germany, i )X0gHUX 3Ha4YHWX 3MiH HE BBEOEHO
y cknapi nepeHeceHHs BUpobHuLTBa po3vmHHUKa. Kpim Toro,
3asBHMKOM NPOMOHYIOTLCA peaaKuiiHi NpaBky B AOCLE ANst
KOpuUryBaHHs iHdopmMauii Wwoao BUpOoBHUYMX OyHKLIN
BMpoOHUKiB Vetter, Schuetzenstrasse, Germany; Vetter,
Langenargen, Germany; Wyeth Farma, S.A., Spain. Y
po3gini 3.2.P.3.3 Description of Manufacturing Process and
Process Control (Diluent) 3amiH1TK TepmiHonorito
«cTepunbHa dinbTpauisy Ha «nepwa dinsTpadisa
(nonepegHs dinbTpauin) (aHrn. first filtration (bioburden
reduction))». Po3unH 6yge dinbTpyBaTUCH 3 BUKOPUCTAHHAM
TOro X caMmoro inbTpa, He MPOMNOHYETLCSA 3MiH 40 NpoLecy
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

dinbTpauii, a Nuwe B TEPMiHONOTIi ANA ONUCY AaHoro eTany
npouecy. Y po3gini 3.2.P.3.4 Control of Critical Steps and
Intermediates (Diluent) 3amiHUTV Ha3By TeCTy AN KOHTPOMO
Macu HarMoBHEHHS y NpoLeci BUpobHMUTBaA «06’eM, LLO
BuTAraeTbes (extractable volume)» Ha «BupganeHun ob’em
(expelled volume)» Anst y3roaxeHHs i3 BHYTPILLHbOK
OOoKymeHTauieto ans BupobHuka Vetter Schutzenstrasse.
BiacyTHi 6yab-Ski 3MiHM B camoMy MpoLeci KOHTPOTIo, nuLue
BBOASITBCS 3MiHW B TepMiHonorii. ¥ po3aini 3.2.P.7 Container
Closure System (Diluent) Buganutu agpecu noctavanbHUKIB
ANSA CKNaAaoBUX YacTuH wnpuua. Takox b6yno oHoBMneHo
po3ain 3.2.A.1 Facilities and Equipment (Diluent, Vetter) i3
BKIIOYEHHAM YMHHOTO CMMCKY NMPOAYKTIB, WO
BUIOTOBMSAOTLCHA HA BUPOOHMUIN AinbHULi, Ta BHECEHO iHLUI
He3HayHi OHOBMNEHHS. BigcyTHi 3amMiHK, NoB’A3aHi 3i cknagom
PO3YMHHMKA, CUCTEMOIO 3aKyNOptoBaHHS, METOANKOK
KOHTPOJSO AIKOCTi MPY BUMMYCKY Yn AOCHIOKEHHI cTabinbHoCTI
abo cneumdikauisx npy BUNYCKy/CTabinbHOCTI PO3YMHHMKA
(BBegeHHs 3MiH NpoTArom 6 micsAuiB Nicns 3aTBEpAXEHHS);
3MiHM | TUNy - AOMiHiCTpaTWBHI 3MiHW. 3MiHa HalMeHyBaHHs!
Ta/abo agpecu Micusi NPoBafXeHHS AisirbHOCTI
BMpOGHUWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIOHA0UM AinbHULI BUNYCKY cepii abo micue npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisANbHICTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOpTEp, He BKMHOYa4n BUNYCK cepint) -
pefakuivHi npaBKkK WOAO TpaHcniTepauii agpecu
YKpaiHCbKO MOBOIO Ans BUpoGHUKa Vetter Pharma-
Fertigung GmbH & Co. KG, Eisenbahnstrasse 2-4 i Vetter
Pharma-Fertigung GmbH & Co. KG, Helmut-Vetter-Strasse
10, a TakoX y3rogkeHHsl Ha3Bu BUpobHuka Vetter Pharma-
Fertigung GmbH & Co. KG ykpaiHcbkoto moBoto (BeTTep)
Ans BCIX AiNbHULL 3 TAKOK HA3BOK B MeXax OAHOro
peecTpauinHoro gokymeHTa. MNpu LboMy BCi BULLEBKa3aHi
Ha3BW aHMINCbKOK MOBOK 3aNULWATECA HE3MIHHUMMN.

223.

PVHOTAIACC
CMPEA
HA3ATBHWI

cnpen HaszanbHWUi,
po3unH 0,1 %, no 10
My drakoHi 3
posnurnoBavyem

Op. Tancc
HatypsapeH
6X

HimeuunHa

Op. Tancc
HatypBapeH M'M6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpauifnH1X Matepianis 3MiHu | Tuny -
3MiHM BHECEHIi B TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
YNaKoBKW fikapcbKoro 3acoby Loao 3a3HavyeHHs
Mi>)KHapOAHWMX NO3HAaYeHb OAMHULE BUMIpHOBaHHSA. BBeaeHHs
3MiH NPOTAroM 6-Tu MicauiB Nicnsa 3aTBEpAXKEHHSA

6e3
peuenma

UA/17340/01/01

224.

PULUMHOBA
onida

onis no 30 r abo no
50r,abono 100ry
cnakoHax ; no 30 r
y dnakoHi; no 1
dnakoHy y navui

MpAT
dapmaueBTny
Ha habpuka
"Biona"

YkpaiHa

MpAT
dapmauyeBTMyHa
abpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
3aMiHa rpadiyHoro ooopMIIEHHsI NEPBUHHOT Ta BTOPUHHOI
YNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiAnoBiAHUMM

3miHaMmu go po3aainis MKA J13. OHoBMNeEHHS Bxe
3aTBEPAXEHOr0 TEKCTY MapKyBaHHs YNaKoBKM NikapCbKoro
3acoby i3 3a3HaYeHHAM MiDKHapPOAHMX MO3Ha4YeHb OANHULb

BMMIiptOBaHHs1. BBeaeHHs 3MiH NpoTarom 6-Tu micauis nicns

3aTBepAXeHHS; 3MiHM | TUNy - BHECEHHS 3MiH 40
Cneuundikauii/MeTogiB KOHTPOMIO SIKOCTi MikapCbKoro 3acoby
3a nokasHukamm «BigHocHa rycTuHay, «MogHe uncno»,
«Yurcno omunenHsy, «Baxki metann», «MikpobionoriyHa

be3
peuenma

UA/7354/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
ynucToTay, a came 3amiHa nocunadb 3 AdY 1.0 Ha «gitovy
pegakuito» oY
225 PIBOOAPOH Tabnetkv no 200 mr Pisodapm CA LLisenuapis Pisodapm CA LLisenuapis BHECEHHS 3MiH 1O peecTpaLinH1X Marepianis 3MiHu | Tuny - 3a UA/17330/01/01
no 10 tabnertok y nodaHHA OHOBMEHOro cepTudikara BiANOBIAHOCTI peuenmom
6nictepi; no 3 €sponevicbkin dapmakonei Ne R1-CEP 2003-216-Rev 07
Gnictepu B ans pitoyoi pevosmHn Amiodarone hydrochloride Big Bxe
KapTOHHIN nayui 3aTBEPOKEHOrO BUPOBOHKMKA, SIK HAacniaok 3aMiHa Ha3Bu
BrnacHuka CEP Ta BMpOGHUYOI AinsiHKK; 3anponoHOBaHo:
Glenmark Life Sciences Limited
226./ PO3YKAPO® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 3a UA/11742/01/01
10 obonoHkoto, no 10 ABeHTiC Pecny6bnika OHOBJIEHHSI TEKCTY MapKyBaHHS yNaKkoBKW MikapCbKoro peuernmom
mr Ne 30 (10x3), Ne YkpaiHa" 3acoby 3 BHECEHHSIM iHhopMaLil LWoA0 3a3HAYEHHSsI
90 (10x9): no 10 OOVHMWUB BUMIpIOBaHHSA y cuctemi S|. BHeceHHs 3amiH oo
Tabnetok y bnicTepi; pozainy « MAPKMPOBKA» MKA N13. 3anponoHoBaHo:
no 3 abo 9 bnictepis MAPKYBAHHA. BignosigHo 00 3aTBEpAXEHOro TEKCTY
Y KapTOHHIl kopoOLyi MapKyBaHHS. TepMiH BBEAEHHS 3MiH: NPOTArom 6 Micsuis
nicns 3aTBepAXeHHst
227.| PO3YKAPO® TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHrTiBa" Yecbka BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/11742/01/02
20 obonoHkoto, no 20 ABeHTIC Pecny6bnika OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBKW MikapCbKoro peuernmom
mr Ne 30 (10x3), Ne YkpaiHa" 3acoby 3 BHECEHHsIM iHhopMaLlii LWoa0 3a3HaYeHHs!
90 (10x9): no 10 OOVHMUbB BUMipIOBaHHSA Y cuctemi S|. BHeceHHst 3amiH oo
Tabnetok y bnicTtepi; pozainy « MAPKMPOBKA» MKA 3. 3anponoHoBaHo:
no 3 a6o 9 bnictepis MAPKYBAHHA. BignosigHo 00 3aTBEPAXEHOrO TEKCTY
Y KapTOHHil kopobLi MapKyBaHHsi. TepMiH BBEAEHHS 3MiH: NpoTAroM 6 Micsauis
nicns 3aTBepaXeHHst
228.| PO3YKAPO® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4O peecTpaliiH1X matepianis 3MiHu | Tuny - 3a UA/11742/01/03
40 obonoHkoto, no 40 ABeHTIC Pecny6nika OHOBIEHHSA TEKCTY MapKyBaHHA yNakoBKW NikapCbKoro peuernmom
mr Ne 30 (10x3), Ne Ykpaina" 3acoby 3 BHECEHHSIM iHhopMaLii LWoA0 3a3HAYEHHSs!
90 (10x9): no 10 O4VHWLE BUMIpIOBaHHS Y cucteMi Sl. BHeceHHs 3MiH Ao
Tabnetok y bnicTepi; po3ainy «MAPKMPOBKA» MKA N3. 3anponoHoBaHo:
no 3 a6o 9 bnictepis MAPKYBAHHA. BignosigHo Ao 3aTBepO>KEeHOro TEKCTY
Y KapTOHHIl kopobui MapKyBaHHS. TepMiH BBEAEHHS 3MiH: NPOTArom 6 micsuis
nicns 3aTBepaXeHHs!
229.| PO3YNIN® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [0 peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/11831/01/01
NNiBKOBOIO $dapmaueBTny dapmauyeBTU4HUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
060noHKol0, No 5 mr, HWI 3aBOf, 3aBoa ElIC BBeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
no 7 tabnetok y ErC apmakoHarnsgy (BBe4eHHs y3aranbHeHUX AaHuX npo
6nictepi, no 2, abo cucTemy cdhapmakoHarnsigy, 3miHa ynoBHOBaXeHOi ocobu,
no4, abono 8 BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
GnictepiB y ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEeHHS
KapTOHHI kopobLi hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YNOBHOBaXeHOi ocobu, BianoBiganbHoI 3a 3aiNCHEHHs!
hapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHu
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0cobu 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pefakuis: €dimkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOiI 0COOU 3asiBHMKA,
BignoBiganbHOI 3a apmakoHarnag B YkpaiHi
230.| PO3YNIN® Tabnetku, BKpUTI 3AT YropuwmHa 3AT YropuwuHa BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/11831/01/02
NniBKOBO PapmaueBTmy PapmaueBTUYHUN 3MiHuM wopo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
obonoHkoto, no 10 HUI 3aBog 3aBog ElC BBegeHHsi abo 3miHM [0 y3aranbHeHUX OaHWX NPO cUcTeMy
Mr, o 7 TabneTok y ErC papmakoHarnsigy (BBeAeHHs y3aranbHEeHUX AaHuX Npo
6nictepi, no 2, abo cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXXeHOi ocobu,
no4, abono 8 BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
6nictepiB y ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
KapTOHHIN kopobuji hapmakoHarnsigy B YkpaiHi, SiKWo BOHa BiAMiHHA Bif
yrNoOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiaanbHOI 3a hapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBnY. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BignosiganebHoi 3a hapmakoHarns B YkpaiHi
231, PO3ynin® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11831/01/03
NNiBKOBOIO dapmaueBTny dapmaLeBTUYHUN 3MiHM Wwopao 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 20 HWUI 3aBOf 3aBog EC BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX Npo cCMCTeMy
Mr, o 7 TabneTok y EriC hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHux npo
6nictepi, no 2, abo cucTemy cbapmakoHarnsiay, 3miHa yrnoBHOBaXeHoi ocobu,
no4, abono 8 BiANoOBiAanbHOI 3a 34iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
6nictepiB y ocobu 3 hapmakoHarnsay 3asiBHVKa ANs 34iINCHEHHS
KapTOHHI kopobui hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKnoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobM YNOBHOBaXXeHOI 0CO0U 3asiBHMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
peaakuin: €gimkiH ARgpin eoprinoBuny. 3MiHa KOHTaKTHUX
OaHNX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a dpapmakoHarnsg B YKpaiHi
232 PO3YNIN® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepianis 3MiHu | Tuny - 3a UA/11831/01/04
NNiBKOBOIO $dapmaueBTny dapmauyeBTU4HUI 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
obonoHkoto, no 40 HWUI 3aBof 3aBsop ElIC BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX NPo CUCTEMY
Mr, no 7 Tabnetok y ErcC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
6nictepi, no 2, abo cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
no4, abono 8 BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnagy; KOHTakTHol
GnictepiB y ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
KapPTOHHI kopooLyi hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 30iNCHEHHS
hapMakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXXEHOI 0cOBU 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
penakuis: €dimkiH AHApin MeoprinoBny. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COBM YNMOBHOBaXXEHOiI 0COBW 3asiBHMKA,
BignNoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
233.| PO3YNniNn® Kancynu Teepai no 3AT YropwmHa NOBHUI LINKN YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/16806/01/01
nnoc 40 mr/10 mr no 10 dapmaueBTny BMPOGHMLTBA, 3MiHM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
Kancyn y énictepi; HWUIA 3aBoA BKIOHA0YN BUMYCK BBegeHHsi abo 3MiHM A0 y3aranbHeHUX gaHUX NPO cucTemy
no 3 6nictepu y ErC cepii: 3AT dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

KapTOHHIN Kopobuji

PapmaueBTUYHUN

cucteMmy pbapMmakoHarnagy, 3MiHa ynoBHOBaXXeHOI ocobu,
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3aeog ElIC, BiANOBiAanNbHOI 3a 3AiCHEeHH:A hbapMakoHarnaay; KOHTaKTHoI
YropLlumHa; nosHUm ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
LMK BUPOOHULITBA, hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
BKITHOYAK04M BUMNYCK yrNOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
cepii: 3AT hapmakoHarnagy (BKMoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
dapmaueBTUYHUN Y PO3MilLleHHi MacTep-dainna cuctemun dapmakoHarnagy) -
3aBopn ElIC, 3MiHa KOHTaKTHOI 0COBOM YNMOBHOBaXEHOI 0COOU 3asiBHYMKA,
YroplwmHa BiAnoBiAanbHoi 3a hapmakoHarnsg B YkpaiHi. NponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBnd. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi
234/ POMALLUKW KBiTKM, No 40 r abo AT YkpaiHa AT "Jly6Hndpapm" YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 6e3 UA/8288/01/01
KBITKWU no 50 r y na4ykax 3 "JTly6Hncpapm" OHOBJIEHHSI TEKCTY MapKyBaHHS yakoBKWN NiKapCbKoro peuenma
BHYTPILLHIM 3acoby y 3B"A3KY i3 HAHECEHHSIM MOBHOIO TEKCTY iHCTPYKLi
naketom; no 1,5ry Ha nauky (6e3 BKknagaHHs iHCTPYKLiT A4NA Mean4yHoro
inbTp-NakeTi, No 3aCTOCYBaHHS B NayKy); CYMyTHS 3MiHa: 3MiHW [0 pPO3Ainy
20 cpinbTp-nakeTiB y “Ynakoska” MKA 13, a came HaHeCEeHHS NOBHOr0O TEKCTY
nauyui 3 KapToHy iHCTPYKUiT Ans MeguyHoro 3actocyBaHHs J13 Ha nauui, 6e3
BKIaaHHs iIHCTPYKUIT ANsi MeauyHoro 3actocyBaHHs J13 B
nayky. BBefeHHsi 3miH npoTarom 6-Tu micauis nicns
3aTBEPAKHHS
235 CAniyunoB pPO34unH Ansa MPAT YkpaiHa MPAT "®ITOGAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/8494/01/01
Ol Kucnotu 30BHILLUHBOrO "®ITOGAPM" BBEAEHHSI CaMOKIENKOT eTUKETKN, 3 BHECEHHSSA BiANoOBiAHOrO | peuenma
PO34UH 3aCTOCYyBaHHS, KoperyBaHHs p. «YMnakoBKay; 3arnpornoHOBaHO:
CMUPTOBUN | cnupTosuin 1 % no Mo 40 MmN y donakoHW CKNsiHi, yKynopeHi npobkamu i
40 mn y cpbnakoHax KpywKkamu. Ha cpnakoH HaknewTb eTUKETKN
236., CAHOPUH Kpanni Ha3anbHi, "KcaHTic Kinp Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpauinHux matepianis 3aMiHu Il Tuny - 6e3 UA/2455/03/01
po3unH, 1 mr/mn no ®apma c.p.o. Pecny6bnika nopgaHo oHoeneHn ASMF Ha gitouy peqoBuHy HadasoniHy | peuenma
10 mn y cnakoHi, no Jlimiteg" HiTpaTy Big BUpobHuka Loba Feinchemie GmbH, AscTpis
1 dnakoHy pasom i3 3anponoHoBaHo: Nov 2018, version 3.0
KPULLIKOLO-
KpanenbHULEelo B
KopobLi
237.| CEHU NNCTA | nucta, no50r, 1001 AT YkpaiHa AT "Jly6Hupapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis 3MiHu | Tuny - be3 UA/8289/01/01
y navkax i3 "Jly6Hndpapm” OHOBJIEHHSI TEKCTY MapKyBaHHS yNaKoBKW MiKapCbKOro peuenma
BHYTPILLHIM 3acoby Yy 3B"S3Ky i3 HAHECEHHSIM NOBHOIO TEKCTY IHCTPYKLUl
nakeTom; no2ry Ha nauyky (6e3 BknagaHHs iHCTPYKUiT ANs Mean4yHoro
dinbTp-NakeTi; No 3acTocyBaHHS B Navky). BBegeHHst 3mMiH npoTarom 6-1m
20 cinbTp-nakeTiB y MicsUiB nicnsi 3aTBEPOKEHHSA
naJyui 3 KapToHy CynyTHs 3miHa; 3MiHu oo posginy “Ynakoska” MKA 13, a
came HaHeCeHHSs MOBHOrO TEKCTY iHCTPYKLIT ANs MeguyHoro
3acTocyBaHHs J13 Ha nayui, 6e3 BknagaHHs iHCTPyKLiT 4ns
MeanyHOro 3actocyBaHHsi J13 B nayky. BBegeHHs 3miH
npoTaroMm 6-Tu micsUiB nicns 3aTBEpAXEHHS
238.| CETETMC® Tabnetku no 1 mMr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/4608/01/01
10 Tabnetok y dapmaueBTny dapmaueBTUYHMN 3MiHuM wopno 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peuernmom
bnicTtepi; no 3 HUI 3aBOf, 3aBopa ElC BBegeHHsi abo 3MiHM A0 y3aranbHeHUX AaHWX NPO CUCTEMY
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
6nictepu B kopobui EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHX AaHuX npo
cucTemy chapMmakoHarnagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, KLW0 BOHa BigMiHHA Bif
yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3miHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asBHNKA,
BiAnosiAanbHoI 3a hapmakoHarnsg B YkpaiHi

ITponoBixeHHs gonarka 3

239.| CETErnmc® TabneTkn No 2 Mr no 3AT

YroplwmHa 3AT YroplmHa BHECEHHS 3MiH 1O peecTpaLlinHuxX Matepianis 3MiHu | Tuny - 3a UA/4608/01/02
10 Tabnetok y dapmaueBTuy dapmauyeBTU4HUI

3MiHU Wwoao 6e3nekn/edekTBHOCTI Ta dhapMakoHarnsay. peuernmom
GnicTtepi; no 3 HWUI 3aBof 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO CUCTEMY
6nictepu B kopobui EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iNCHEHHSI
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Bif
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-dainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXeHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapmakoHarnsa B YkpaiHi. lMponoHoBaHa
peaakuin: €gimkiH ARgpin eoprinoBuny. 3MiHa KOHTaKTHUX
OaHNX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a hapmakoHarnsg B YKpaiHi

240., CETErMC® TabneTtkv no 5 mMr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/4608/01/03
10 Tabnetok y $dapmaueBTny dapmaueBTU4HUI 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
6nictepi; no 3 HWUI 3aBof 3aBsop ElIC BeeneHHst abo 3MiHM g0 y3aranbHeHMX faHuX NPo CUCTEMY
Gnictepu B kKOpoOLi ETIC hapmakoHarnagy (BBe4eHHs y3aranbHeHUX AaHnX npo
cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNOBHOBaXeHOT ocobu, BianoBiganbHoi 3a 3aiNCHEHHs!
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YyNnoBHOBaXeHOI 0Ccobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pefakuis: €dimkiH AHApin MeoprinoBm4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXXEHOiI 0COOU 3asiBHMKA,
BigNoBiganebHoi 3a dhapmakoHarnsg B YKpaiHi

241| CETETMC® Tabnetku no 10 mr 3AT
no 10 Tabnetok y $PapmaueBTnd

YropwmHa 3AT YropwuHa
PapmaueBTUYHUN

BHECEHHS 3MiH 40 peecTpauiiHnX Marepianis 3MiHu | Tuny - 3a UA/4608/01/04
3MiHuM Wwoao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peuyenmom




93

ITponoBixeHHs gonarka 3

Ne
n/

JliKapcbKo20

Hasea

3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

6nictepi; no 3
6nictepu B kopobui

HUI 3aBog
ErIC

3aBog ElC

BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTeMy
hapmakoHarnaay (BBeAeHHs y3aranbHeHUX AaHnX Npo
cuctemy chapMmakoHarnsgy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHSA hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
YNOBHOBaXKeHOi 0cobu, BiANOBIganbHOI 3a 34iACHEHHSs!
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBny. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi

242.

CUOHO®AP
M

TabneTku no 2 mr,
no 10 TabneTtok y
Gnictepi; no 3
Gnictepu B nayui

AT
"BITAMIHWL"

Ykpaina

BupobHuutBo
Hepo3dacoBaHoi
npoaykuii, nepBuHHa
ynakoBka abo
BMPOBHMLTBO 3a
MOBHWM LIMKITOM:
AT "Codchapma”,
Bonrapis;
BTopuHHa ynakoBska,
[03BiN Ha BUMYCK
cepii:

AT "BITAMIHA",
YkpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo
afpecun Micusa NpoBafXeHHs AiAnbHOCTI
BMpOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIOYaloum AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
KOHTPOSO AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
BMPOBHMK/iIMNOpTEp, BKIMHOYaYM BUMYCK Cepili) - 3MiHa
HaliMeHyBaHHS Ta agpecu BupobHuka 13 BignosigansHoro
3a BTOPUHHY YMNaKkoBKy, A03BiN Ha BUNYCK cepii, 6e3 3aMiHu
Micus BUpobHuuTBa (BBEAeHHst 3MiH NpoTsarom 6-Tu micsuis
nicns 3aTBepaXeHHst); 3aMiHu | Tuny - 3miHn woao
Ge3nekn/edekTUBHOCTI Ta hapMakoHarnsay. BeeneHHs abo
3MiHW 40 y3aranbHeHMX JaHuX Npo cucTemy
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3A4INCHEeHHNA hbapMakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsay 3asBHVKa Ans 34iINCHEHHS
apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
yNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoYarym KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHUX faHMX YNOBHOBaXEHOI 0cobY 3asiBHKA,
BiANOBiAanbHOI 3a 3AiCHeHHs bapmakoHarnagy. 3miHa
MicL 3A4IMCHEHHS OCHOBHOI AiSANbHOCTI 3 dhapmakoHarnsgy.
3mMiHa agpecu mactep-danna cuctemu dapmakoHarnagy;
BHeceHHs1 3MiH 4o po3giny «MapkyBaHHA» B 3aTBepO>KEeHUX
MKA 113 ana ynakoskn Ne30 (10x3). OHOBNEHHSI TEKCTY
MapKyBaHHS1 YMakoBKM NikapCbKOro 3acoby i3 3a3Ha4YeHHAM
MiXXHapOAHMX NO3HaYeHb OANHUL BUMIpIOBaHHSA (BBeaeHHs
3MiH NPOTAroM 6-TW MicALiIB NiCns 3aTBEPAXEHHS); 3MiHM |
TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo
agpecu 3asiBHUKa (BNacHMKa peecTpauiniHOro NoCBigYeHHs) -
3MiHa HaMeHyBaHHS Ta agpecu 3asiBHuKa (BBeaeHHs 3MiH
npoTaroMm 6-Tu MicsUiB Nicns 3aTBEpAXEHHS)

3a
peuernmom

UA/2305/01/01

243.

CUOHO®AP

TabneTkn no 2 mr, in
bulk Ne 3360: no 10

AT
"BITAMIHN"

Ykpaina

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH 40 peecTpauiiHuX matepianis: 3miHu | Tuny -
3MmiHun wopao 6e3nekun/epekTMBHOCTI Ta papmakoHarnsgy.

UA/13202/01/01
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ITponoBixeHHs gonarka 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Tabnetok y bnictepi;
no 336 6nictepiB y
noninponineHosin
KopobLi

BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTeMy
hapmakoHarnsigy (BBeAEHHs y3aranbHeHUX JaHuX Npo
cuctemy chapMmakoHarnsgy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
YNOBHOBaXKeHOi 0cobu, BiANOBIganbHOI 3a 34iACHEHHS!
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOi 0COBM 3asiBHMKA,
BiANOBiAanbHOI 3a 34iicHeHHs bapMakoHarnagy. 3miHa
MicLiA 3AINCHEHHSI OCHOBHOI AiANbHOCTI 3 (hapMakoHarnsay.
3MiHa agpecy macTep-daina cuctemy hapmakoHarnsgy;
3MiHu | Tuny - 3MiHK Woao 6e3nekun/edpekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHn) - OHOBMNEHHS BXe
3aTBEpAXEeHOro TeKCTY MapKyBaHHs AN ynakosku in bulk Ne
3360 (10x336) y 6nictepax 3 BHECEHHSIM NMO3HAYeHb
OOVHMUB BUMipIOBaHHSA 3a cuctemoto Sl, 3rigHo BUMor
Hakasy MiHicTepcTBa eKOHOMIYHOrO PO3BUTKY | TOPriBni
Ykpainm Ne914 Big 04.08.2015. BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHs» B 3aTBepaxeHnx MKA 113 ansa ynakoBku
Ne30 (10x3). OHOBMEHHst TEKCTY MapKyBaHHS ynakoBKU
nikapcbkoro 3acoby i3 3a3Ha4YeHHAM Mi>XHapOOHMX
no3HayYeHb OAUHULL BUMiptoBaHHS (BBeneHHst 3amiH
npoTsiroM 6-Tu MicsLIB Nicns 3aTBEPAXEHHS); 3MiHK | Tuny -
AaMiHicTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy 3asiBHUKa (BMacHMKa peecTpaLiiHoro nocBigyeHHs) -
3MiHa HaiMeHyBaHHs Ta agpecu 3asBHWKa (BBegeHHs 3MiH
npoTarom 6-Tu MicsiLiB nicns 3aTBepAXEHHS)

244,

cupon Bia
KALUIO AP.
TAWCCA 3
EKCTPAKTO
M MJIIOLLA

cupon no 100 mn
abo no 250 mn y
cnakoHi; no 1
nakoHy 3 MipHUM
CTaKaHYMKOM Y
KapTOHHI kopobLi

Op. Tancc
HatypsapeH
M6X

HimeuunHa

Op. Tancc
HatypBapeH M'M6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny -
BHECEHHS 3MiH Ao po3ainy MKA: MapkysaHHsA. HoBa
pepakuis. MapkyBaHHsi BignoBigHo Ao 3aTBepa)KeHoro
TEKCTY MapKyBaHHs. 3MiHW BHECEHI B TEKCT MapKyBaHHs
yNaKoBKW fikapcbKoro 3acoby Loao 3a3HavyeHHs
MiXXHapOAHUX NO3Ha4YeHb OAMHULE BUMIpOBaHHS. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLIB Nicnsa 3aTBepAXEHHS

6e3
peuenma

UA/15367/01/01

245.

conogkum
KOPEHA
cupon

cupon no 100 ry
CKknsiHMX abo
nonimepHnx
cnakoHax; no 100 r
y cknsiHomy abo
noniMepHomMy
cnakoHi; no 1
dnakoHy pa3om 3
MipHOIO0 NOXKOK abo
MipHUM
CTaKaH4MKOM B
nayui; no 200 ry
CKNAHUX hnakoHax;
no 200 r y cknsaHomy
dnakoHi; no 1

MpAT
dapmaueBTuy
Ha ¢abpuka
"Biona"

YkpaiHa

MpAT
dapmauyeBTMyHa
(habpwuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy
(iHWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHSI NePBUHHOI
Ta BTOPVHHOI YNaKoBKM NikapCbkoro 3acoby (40MnOoBHEHHS
po3giny 17. IHLWE). BBegeHHst 3miH npoTarom 6-tu micsauis
nicns 3aTBepO>KEHHS

be3
peuenma

UA/11622/01/01
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
dnakoHy pa3om 3
MipHOIO NOXKOo abo
MipHUM
CTakaH4MKOM B
nayui; no 200 ry
nomniMepHux
dnakoHax
YKYNOpEeHnx
KPULLIKOHO 3
Hacagkoto Ta be3
Hacagku; no 200y
norniMepHomMy
dnakoHi; no 1
nakoHy
YKYNopeHomy
KPWLLIKOIO 3
Hacagkoto Ta 6e3
Hacafku pasom 3
MipHOI0 NoXkKot abo
MipHUM
CTaKaH4MKOM B
navui
246., COPBI®EP TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/0498/01/01
AOYPYNEC obonoHkoto, 3 $apmaueBTny dapmaueBTU4HUN 3MiHK Wwoao 6e3nekn/eekTBHOCTI Ta hapMakoHarnsay. peuernmom
MoandikoBaHUM HUN 3aBog 3aBop ElIC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWUX NPO CUCTEMY
BUBINIbHEHHAM 320 ErC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
mr/60 mr, no 30 a6o cuctemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
50 TabneTok y BiANoOBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTakTHOT
CKNSAHOMY (PNaKoHi; ocobu 3 hapmakoHarnsgy 3asaBHUKa ons 30iNCHEHHSI
no 1 gnakoHy B dapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif
KapTOHHIN yrnakoBLi yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (Bknroyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnsa B Ykpaini. lMponoHoBaHa
pefakuis: €diMmkiH AHApin MeoprinoBu4y. 3MiHa KOHTaKTHUX
[AaHNX KOHTAKTHOI 0CO6Y YNOBHOBAaXEHOI 0COOU 3asiBHMKA,
BignoBiganeHoi 3a dpapmakoHarnsg B YKpaiHi
247 CNITOMIH® Tabnetkv no 5 mMr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny - 3a UA/5603/01/01
10 Tabnetok y dapmaueBTny dapmauyeBTUYHMI 3MiHM Wwopo 6e3neku/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
Gnictepi; no 6 HWIA 3aBOf, 3aBog ETIC, BBeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
GnictepiB y ETIC YropwmHa apmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHux npo
KapTOHHIN KopobLii (BUPOBHUK cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXeHOoi ocobu,

BianoBiganbHUii 3a
NOBHUI LUK,
BUPOBHUK
BianosiganbHUi 3a
BUMYCK cepii)

BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS

apmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn

Yy pPO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby YynoBHOBaXeHOI 0CcOobM 3asiBHUKA,

BignoBiganbHOI 3a apmakoHarnag B YkpaiHi. lMponoHoBaHa
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
pepakuis: €dimkiH AHapIn eoprinoBny. 3MiHa KOHTaAKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asBHMKA,
BignosiganbHoi 3a papmakoHarnsg B YkpaiHi
248, CNITOMIH® Tabnetku no 10 mr 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/5603/01/02
no 10 tabnetok y PapmaueBTny dPapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
GnicTtepi; no 6 HUI 3aBO[, 3aeopg ElIC, BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
6nictepiB y EFIC YroplwmHa hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
KapTOHHIN kopobuji (BUPOBHUK cuctemy chapmakoHarnagy, 3MiHa yroBHOBaXXeHOi 0cobu,
BiAnNoOBiganbHWI 3a BiANOBiAanNbHOI 3a 34iNCHEeHHs bapMakoHarnaay; KOHTaKTHoI
MOBHWUI LIMKTT; ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
BUPOBHUK hapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHa Bif,
BiAnNoOBiganbHW 3a yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
BUMYCK cepii) hapmakoHarnagy (Bkroya4m KOHTaKTHi AaHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a apmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: €dimkiH AHApIn eoprinoBnd. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHNMKA,
BiAnoBiganbHOI 3a apmakoHarnag B YkpaiHi
249. CTEPUNNIYM | po3uvH HaLLKipHWUA; TOB "HBIM Ykpaina TOB "HBIM "BINAH", Ykpaina/ BHECEHHS 3MiH O peecTpauinHuX matepianis 3MiHu | Tuny - 6e3 UA/5846/01/01
® no 100 mn, abo no "Binan" YkpaiHa (nakyBaHHs HimeyunHa 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay peuenma
500 mn, abo no i3 "in bulk" dipmun (iHLWi 3MiHKM) - OHOBMNEHHS TEKCTY MapKyBaHHS yNakoBKW
1000 MmNy BOJE Xewmi 'mM6X, nikapcbkoro 3acoby i3 3a3Ha4YeHHAM MiXXHapOOHMX
NNacTUKOBUX HimeuyunHa) no3HavyeHb OAMHULIL BUMIPOBaHHSA. BHECEHHs 3MiH J0
cnakoHax; no5ny po3ainy «MapkyeaHHsi» MKA J13: 3anponoHoBaHo: TekcT
NNacTUKOBUX MapKyBaHHS MEPBUHHOI YMaKoBKW 3ri4HO 3aTBEPAKEHOro
KaHicTpax TEKCTY MapKyBaHHs
250/ CTUMYNOTO | Tabnetku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHnX marepianis 3MiHu | Tuny - 3a UA/3195/01/02
H® obonoHkoto, no 50 $dapmaueBTny dapmauyeBTU4HUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
mr, no 10 TabneTok HWUI 3aBof 3aBsop ElIC BeeneHHst abo 3MiHM g0 y3aranbHeHUX faHuX NPo CUCTEMY
y 6nictepi; no 3 ErcC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
Gnictepn y cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
KapTOHHI kopobLi BiANOBiAANbHOI 3a 3AIMCHEeHH:A hbapMakoHarnagy; KOHTaKkTHoOi
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXEHOI 0cobU 3asBHMKA,
BigNoBiganebHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
peakuis: €dimkiH AHapin MeoprinoBm4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COBM YNOBHOBaXXEHOiI 0COOW 3asiBHMKA,
BignoBigancHoi 3a hapmakoHarnsg B YKpaiHi
251.| CTPENCIIC® | nboasHwuku no 8,75 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - be3 UA/7696/01/01
IHTEHCUB 3 Mr; No 8 NboasHuKIB BeHkizep BpuTaHia Xenckep BpuTtaHis 3MiHuM Wwono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy peuernma
MEOOM TA y bnictepi; no 2 Xenckep IHTepHewHnN NimiTeq (iHLWi 3MiHW) - OHOBNEHHS TEKCTY MapKYBaHHS YMaKoBKM
JIMMOHOM 6nictepn y IHTEepHeLWHN nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii wono
KaPTOHHIN KOpobLi TimiTen 3a3HavYeHHs OAMHWLb BUMIpOBaHHS y cuctemi Sl. BBegeHHs
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAXEHHS
252.| CTPENCHIC® | nbogsHuku; no 8 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/3915/01/01
nntoc NbOAAHWUKIB Y BeHkizep BputaHis Xenckep BputaHis 3MiHa y TeKCTi MapKyBaHHs1 YNakoBKW, a caMme BBEEHHs! peuernma
6nictepi; no 2 Xenckep IHTepHewHN JlimiTeq NMO3HaYeHHS OAVHULb BUMIPOBaHHS S|y TEKCT MapKyBaHHS
6nictepu B IHTepHeLwHnN NepBUHHOI Ta BTOPMHHOI ynakosku J13; p. «MapKkyBaHHs»
KapTOHHI Kopobui Tlimiteq MKA N3 (3anponoHoBaHo: p. «MapKyBaHHA» 3rigHO
3aTBEPOKEHOrO TEKCTY MapKyBaHHs1). OHOBMNEHHS TEKCTY
MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHs 3MiH NpoTsrom 6-Tu micsilie nicns
3aTBEPOKEHHS; 3MiHK | TUNY - NoAaHHSA OHOBMEHOr0
cepTudikaTa BignosigHOCTI €Bponelichkin dapmakonei Ne
R1-CEP 1996-020-Rev 07 ans gitovoi pevoBuHu Lidocaine
hydrochloride monohydrate Big Bxe 3aTBepaXeHoro
BMpobHuka Moehs Iberica S.L., sik Hacninok AogaBaHHSA
BMpo6HMYoi nnowaakm APl - MOEHS BCN, S.L., SPAIN
253, CYNb®ALUUN | kpanni ouHi 30 % no TOB "$3 YkpaiHa TOB "$3" YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHnux matepianis 3MiHu | Tuny - 3a UA/5006/01/01
HATPIIO 10mny "BIO®APMA" BIO®APMA" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
nnacTyKoBOMY BeeneHHst abo 3MiHM 40 y3aranbHeHUX faHuX Npo cCMCTeMy
cbnakoHi; no 1 hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cnakoHy y nayui 3 cuctemy chapMakoHarnsgy, 3MiHa yroBHOBaXXeHoi ocobu,
KapTOHY BiQNoOBiAanbHOI 3a 3aiMCHEHHSA hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHUKa oNns 30iNCHEHHSI
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoyar4um KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXeHoI ocobu 3asiBHVKa, BignoBiganbHoi 3a
3[iMcCHeHHa dapmakoHarnsaay B YkpaiHi: [ponoHoBaHa
pepakuis — Npycebkuin Ctaxicnas Bonogumunposuy. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AINCHEeHHA hapMakoHarnsaay
254 TAUBEPB™ TabneTku, BKpUTI HosapTic LLisenuapis 'nakco Bennkom Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHnX marepianis 3MiHu | Tuny - 3a UA/8847/01/01
NniBKOBOO dapma Al C.A., IcnaHis Benuvka BBeAeHHs AinbHuui S.C. Sandoz S.R.L., PymyHis, peyernmom
obornoHkoto, no 250 (oopatkoBuii BpuTtaHis BiANOBiAanNbHY 3a TECTyBaHHSA KOHTPOIO AKOCTI Aito4oi

mr, no 10 a6o no 12
Tabnetok y bnicTepi;
no 7 GnictepiB y
KapTOHHIN Kopobui;
no 70 a6o no 84
TabneTku y drnakoHi;
no 1 ¢nakoHy B
KapPTOHHIN Kopobui

BMPOGHUK Anst
nakyBaHHsl Ta
BUMYCKY cepil);
nakco OnepenHc
IOK Nimiten, Benuka
BpuTtaHis

PEYOBUHU - NanaTuHIO; 3mMiHW | TUNY - BBEAEHHS AiNbHULI
Lunaria spol. s r.o., Yexis, BignosiganbHy 3a TeCTyBaHHS
KOHTPOIIO SIKOCTi AjtoY0l pe4OBUHM — NnanaTtuHi6; amiHu | Tuny
- BBeaeHHs ainbHuui GBA Pharma GmbH, HimeuunHa,
BiANoBiAanbHy 3a TeCTyBaHHS KOHTPOSO AKOCTI AitoYoi
pPEeYOBMHU — NaNaTUHIB; 3MiHW | TUNY - HE3HaYHI 3MiHW Y
3aTBepAXeHOMy MeTodi BUnpobyBaHHSA Ans cneyndivyHmx
MeTaniBs MeETOAOM ONTUYHO-EMICIVIHOKO CNEKTPOMETPIELD 3
iHOyKTUBHO-3B’si3aHot0 nnasmoto (ICP-OES). MponoHyeTbest
[oaaTtu anbTepHaTUBHI CTaHOaPTHI po3dMHM Ta aganTauis
KpuTepiiB npuaaTHOCTI cuctemu. HopMyBaHHS 3anuweHo
6e3 3MiH
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
255/ TANNITOH® Tabnetku no 6,25 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaLlitHMX Martepianis 3miHu | Tuny - 3a UA/0947/01/01
mr; no 20 a6o 30 PapmaueBTny dapmaueBTUYHUNA 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dhapMaKkoHarnaay. peuernmom
TabneTok y prakoHi; HUI 3aBO[, 3aeog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHWX AaHUX NPO CUCTEMY
no 1 cnakoHy B EFIC hapmakoHarnagy (BBeAeHHs ysaranbHeHUX AaHuX npo
KapTOHHIl kopoouyj; cucTemy cbapmakoHarnsay, 3miHa yrmoBHOBaXeHOi ocobu,
no 7 tabnetok y BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
6nictepi; no 2 abo 4 ocobu 3 hapmakoHarnsay 3asBHUKa AN 3A4INCHEHHS
Gnictepn y hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
KapTOHHI kopobuji yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXeHOT 0CObM 3asiBHUKA,
BiAnoBiAanbHOI 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pepakuis: €dimkiH AHApIN eoprinoBny. 3mMiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0COOM YNOBHOBAaXEHOI 0COOU 3asiBHNKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
256, TANNITOH® Tabnetku no 12,5 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux matepianis 3MiHu | Tuny - 3a UA/0947/01/02
mr; no 20 a6o 30 dapmaueBTuy dapmauyeBTU4HUI 3MiHU Wwoao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuyernmom
TabneTtok y donakoHi; HWUI 3aBOf 3aBog EC BeeneHHst abo 3MiHM 40 y3aranbHeHMX faHuX Npo CUCTeEMY
no 1 gnakoHy B EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHIl kopoOLyj; cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHoi ocobu,
no 7 Tabnetok y BiQNoBiAanbHOI 3a 3aiNCHEHHSA hbapMakoHarnaay; KOHTaKTHOI
GnicTtepi; no 2 abo 4 ocobu 3 hapmakoHarnsagy 3asaBHUKa ons 30iMCHEHHS
Gnictepn y hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
KapTOHHI kopobUi yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoyar4m KOHTaKTHi AaHi) Ta/abo 3miHn
y po3MilLieHHi MacTep-daina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0CO0U 3asiBHYMKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
penakuis: €diMkiH AHApin MeoprinoBu4y. 3MiHa KOHTaKTHUX
AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0COOU 3asiBHMKA,
BigNoBiganeHoi 3a hapmakoHarnsg B YKpaiHi
257.| TANNITOH® Tabnetku no 25 wmr, 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis 3MiHu | Tuny - 3a UA/0947/01/03
no 20 a6o 30 dapmaueBTuy dapmauyeBTUYHUI 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy. peyernmom
TabneTtok y cdonakoHi; HWIA 3aBOf, 3aBoa ElIC BeeneHHst abo 3MiHM 4o y3ararnbHeHUX AaHuX NPO CUCTEMY
no 1 ¢nakoHy B ErC apmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX Npo

KapTOHHI kopooLi;
no 14 tabnetok y
Gnictepi; no 1 abo 2
Gnictepu y
KapTOHHIN KopobLii

cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHn
Yy pPO3MilLieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0coby yNnoBHOBaXeHOI 0CcobM 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. MponoHoBaHa
pegakuis: €dimkiH AHApin MeoprinoBmy. 3MiHa KOHTaKTHUX
AaHUX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BiAnoBiAanbHoI 3a hapmakoHarnsg B YkpaiHi
258.| TEOTAP[ Tabnetku AT "BitamiHn" YkpaiHa AT "Codpapma” Bonrapis BHECEHHS 3MiH 10 peecTpaLinHux matepianis: 3mMiHu | Tuny - - UA/12938/01/01
NPOOHroBaHoi aji AaMiHiCTpaTVBHI 3MiHU. 3MiHa HaiMeHyBaHHS Ta/abo
no 300 wr, in bulk agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -
Ne2460: no 10 3MiHa HaiMeHyBaHHSA Ta agpecu 3asBHuKa (BBegeHHs 3MiH
Tabnetok y bnictepi; NpoTAroM 6-Tu MicALIB Nicns 3aTBEPAXEHHS); 3MiHu | Tuny -
no 246 6nictepi y 3MiHn Wwoao 6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
noninponineHoBin BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWUX NPO CUCTEMY
kopobui; in bulk hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
Ne2580: no 10 cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOoi ocobu,
TabneTok y 6nicTepi; BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
no 258 6nicTepi y ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
noninponineHosin hapmakoHarnsigy B YkpaiHi, kW0 BOHa BigMiHHA Bif,
KopobLi yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHu
Y PO3MilLieHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu 3asiBHMKA,
BiAnoBiAanbHOI 3a 34iicHeHHs bapMakoHarnsay. 3miHa
Micud 34INCHEHHA OCHOBHOI AiANbHOCTI 3 (hapMakoHarnsay.
3miHa agpecu macTep-ganna cuctemu dbapmakoHarnagy;
3MiHu | TMny - 3MiHK Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) - OHOBNEHHS BXe
3aTBEPOKEHOro TEKCTY MapKyBaHHS AN ynakosku in bulk
bulk Ne 2460 Ta in bulk Ne2580 y 6nictepax 3 BHECEHHSIM
no3HayYeHb OAVHULL BUMIpOBaHHS 3a cucTemoto S, 3rigHo
BMMor Hakasy MiHicTepcTBa eKOHOMIYHOIO PO3BUTKY i
Toprieni YkpaiHn Ne914 Big 04.08.2015. BHeceHHs 3miH oo
po3ainy «MAPKYBAHHA» B 3atBepaxerHnx MKA N3 gns
ynakoBku Ne50 (10x5) BBeieHHs1 3MiH NpoTarom 6-Tu micsuis
nicns 3aTBepaKeHHs
259.| TEOTAPL TabneTtku AT "BitamiHn" YkpaiHa BupobHunuTBO Bonrapis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/6494/01/01
NPONOHroBaHoi Aji Hepo3dacoBaHoi YkpaiHa AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuernmom
no 300 mr, no 10 npoaykuii, nepuHHa agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro nocBig4YeHHs) -
Tabnetok y bnicTepi; ynakoBka abo 3MiHa HaiMeHyBaHHs Ta agpecu 3asBHuKa (BBegeHHs 3MiH
no 5 GnictepiB y BMPOGHULTBO 3a npoTAroMm 6-Tu micsAUiB nicnsa 3aTBepAXeHHS); 3MiHu | Tuny -
KapTOHHIN nadui NOBHUM LMKITOM: AamiHicTpaTuBHi 3miHW. 3miHa HaliMeHyBaHHs Ta/abo
AT "Codhapma”, afpecun Micusa NpoBafXeHHs QisNbHOCTI
Bonrapisi; BMpOGHUWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BTopuHHa ynakoBka, BKIHOYao4M AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
[03BiN Ha BUNYCK KOHTPOIO AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
cepii: BMPOGHMK/IMNOpTEp, BKMOYAYM BUNYCK CEpilt) - 3MiHa
AT "Bitaminn", HaliMeHyBaHHS Ta agpecu BupobHuka 113 BignosiganbHoro
YkpaiHa 3a BTOPMHHY YNakoBKY, A03BiN Ha BUNYyCK cepii, 6e3 3miHn
MicLs BUpOGHULTBA. 3MiHWN BHECEHi Y po3ainu "BupobHuku”
Ta "Micue3Haxo4keHHS BUPOOHUKIB Ta agpecu micust
NPOBaMKEHHS! TX QisANbHOCTI" B iIHCTPYKLilO ANA Megu4Horo
3acToCyBaHHS Ta SIK HAcMiAoK - BiANOBIAHI 3MiHW y TEKCTi
MapKyBaHHS YMaKkoBKM NikapcbKoro 3acoby (BBeaeHHs 3MiH
npoTaroMm 6-Tu micsAUiB nicns 3aTBepAXeHHS); 3MiHW | TNy -

3MmiHun wopao 6e3nekun/epekTMBHOCTI Ta papmakoHarnsgy.
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Homep
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BeeneHHs abo 3miHM Ao y3aranbHeHMX faHuX MpPo cMcTemy
hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
cuctemy chapMmakoHarnsgy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHSA hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLW0 BOHa BiAMIHHA Bif
yMOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu 3asBHMKa,
BiANoBiAanbHOI 3a 3AiNCHeHHs dhapmakoHarnagy. 3miHa
MicLS 3AIMCHEHHS OCHOBHOI AiSNbHOCTI 3 dhapMakoHarnsay.
3MiHa agpecy macTep-daina cuctemy hapmakoHarnsgy;
3MiHu | Tuny - 3MiHK Woao 6e3nekun/edpekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu) - OHOBNEHHS BXe
3aTBEpPKEHOro TEKCTY MapKyBaHHSA ANns ynakosku in bulk
bulk Ne 2460 Ta in bulk Ne2580 y 6nictepax 3 BHECEHHSIM
no3HayYeHb OAVHULIb BUMIpOBaHHS 3a cucTemoto S, 3rigHo
BMMoOr Hakasy MiHicTepcTBa €KOHOMIYHOro PO3BUTKY i
Toprieni YkpaiHn Ne914 Big 04.08.2015. BHeceHHs 3miH oo
po3ainy «MAPKYBAHHA» B 3atBepaxerHnx MKA J13 ansa
ynakoBku Ne50 (10x5) BBeieHHS 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepaXXeHHs

260.

TET 36.6® 3
APOMATOM
AKALIT

NOPOLLOK ANs
oparnbHOro po3ynHy
no 13,1 r B cawe-
naketi, no 5 abo 10
calle-naketiB y
navui

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapki"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"INekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny -
nogaHHA OHOBMEHOro cepTudikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne R1-CEP 2012-148-Rev 01
ans gitoyoi pevoBuHu Paracetamol Big BXe 3aTBEpAXEHOro
BMpobHuka Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
Kutan

6e3
peuenma

UA/17419/01/01

261.

TET 36.6®
MAKCI 3
APOMATOM
JIMMOHY

NMOPOLLOK Ans
opanbHOro po3ynHy
no 23 ry cauwe-
nakeTi, no 5 abo 10
calle-nakeTiB y
navui

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"INekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny -
nogaHHA OHOBNEHOro cepTudikarta BigNOBIAHOCTI
€sponewcbkin dapmakonei Ne R1-CEP 2012-148-Rev 01
ansa gitoyoi pevoBuHn Paracetamol Big BXe 3aTBEpPAXEHOro
BMpobHuka Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
Kutan; amiHum | Tuny - nogaHHs OHOBNEHOro cepTudikata
BignoBigHocTi €Bponeicbkin hapmakonei Ne R1-CEP 2003-
179-Rev 03 ans gitovoi pevosuHn Phenylephrine
hydrochloride Big Bxe 3aTBepaxeHoro Bupo6Huka Malladi
Drugs & Pharmaceuticals Limited Unit-3

6e3
peuenma

UA/17386/01/01

262.

TET 36.6®
PAMIA 3
APOMATOM
AKALIT

NOPOLLOK ANs
opanbHOro po3yunHy
no 23 r B cawe-
naketi, no 5 abo 10
calle-nakeTiB y
navui

MpuBaTtHe
akuioHepHe
TOBapuCTBO

"TNekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny -
nodaHHsA OHOBMEHOro cepTudpikarta BiaNOBIgHOCTI
€sponevicbkinn hapmakonei Ne R1-CEP 2012-148-Rev 01
ans gitovoi pevoBuHn Paracetamol Big BXe 3aTBEpAXEHOro
BupobHuka Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
Kutan; amiHum | Tuny - nogaHHs OHOBNEHOro ceptudikata
BignoBigHocTi €Bponencbkini apmakonei Ne R1-CEP 2003-
179-Rev 03 ans gitovoi pevosmHn Phenylephrine
hydrochloride Big Bxe 3aTBepaxeHoro BupobHunka Malladi
Drugs & Pharmaceuticals Limited Unit-3

be3
peuenma

UA/17387/01/01

263.

TET 36.6®

NMOPOLLOK st

MpuBatHe

Ykpaina

MpusatHe

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiH1X Marepianis 3MiHu | Tuny -

6e3

UA/17420/01/01




101 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
PANIA 3 oparnbHOro po3ynHy aKuioHepHe aKuioHepHe nodaHHA OHOBMEHOro cepTudikara BiANOBIAHOCTI peuenma
APOMATOM no 23 ry cauwe- TOBapuCTBO TOBapucTBO “Jlekxim €Bponevicbkin dbapmakonei Ne R1-CEP 2012-148-Rev 01
JTMMOHY naketi; no 5 ao 10 “Nekxim — — Xapkis” ans fitoyoi pevoBuHU Paracetamol Bif Bxe 3aTBepaXeHOro
calle-nakeTiB y Xapkis” BMpobHuka Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
nayui Kutan; 3minm | Tuny - nogaHHs OHOBNEHOro cepTudikara
BianosigHoCTI €Bponevickbkin dapmakonei Ne R1-CEP 2003-
179-Rev 03 ans gitovoi pevosmHn Phenylephrine
hydrochloride Big Bxe 3aTBepaxeHoro BupobHuka Malladi
Drugs & Pharmaceuticals Limited Unit-3
264.| TUBEPUUH® PO34UH ANg iH'eKUin, 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/0175/02/01
25 mr/mnno 1 mn B dapmaueBTny dapmaueBTUYHUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
amnyni; no 5 amnyn HWI 3aBOf, 3aeog ElC BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
Y KOHTYPHIl EFIC hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
YapyHKOBIW cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
ynakosLi; no 2 BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
KOHTYPHi YapyHKOBI ocobu 3 hapmakoHarnsgy 3asBHUKa oNns 30iNCHEHHSI
ynakoBKu y hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Bif
KapTOHHIN kopoOLi yrnoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 3aiNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHu
Y PO3MilLieHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B Ykpaini. lMponoHoBaHa
peaakuis: €dimkiH ARgpin eoprinoBuy. 3MiHa KOHTaKTHUX
OaHNX KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnsg B YKpaiHi
265.| TIOKTAUMUAO® | Tabnetku, BKpUTI MEJA ®apma HimeuunHa MEOA HimeyunHa/ BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/6616/01/01
600 HR obonoHkoto, no 600 'M6X eHp Ko. MeHbtohekvepuHr Ipnangis 3MiHK Wwoao 6e3nekn/edekTBHOCTI Ta hapMakoHarnsay. peuernmom
mr; no 30 abo no KIr 'mM6X, HimewunHa BeeneHHst abo 3MiHM 4o y3aranbHeHUX faHuX NPo CUCTEMY
100 Tabnetok y (BUPOBHWK, hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
dnakoHi; no 1 BiANOBiAanNbHUIA 3a cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
drakoHy B KopobLii BMPOBHULITBO BiANOBiAanNbHOI 3a 3AINCHEeHHNA hbapMakoHarnagy; KOHTakTHoi
Hepo3dacoBaHoi ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS

npoaykuii, nepeuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOSb SKOCTI);
MEJA ®apma M'm6X
eHp Ko. KT,
Hime4unHa
(BUPOBHUK
BianoBiganbHWi 3a
BUMYCK cepii);
Portadapm JlTa.,
IpnaHgis
(anbTepHaTUBHUI
BUPOBHWUK,
BianosiganbHUi 3a
BMPOBHULTBO
Hepo3dacoBaHoi
npoaykuii, nepervHHe

apmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif

yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -

3MiHa KOHTAKTHUX JaHUX KOHTAKTHOI 0COOM 3asBHUKA,
BiANoBiAanbHOI 3a 34iCHeHHsA bapMakoHarnagy B YkpaiHi




102 IIpoioBxkenHs nonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Ta BTOPUHHE
nakyBaHHS,
KOHTPOJb SIKOCTi Ta
BUNYCK cepii)
266., TOBPAOEKC Kpanni o4Hi, no 5 mn HosapTic LLisenuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peecTpauinHux marepianis 3aMiHu Il Tuny - 3a UA/2448/01/01
® y tbnakoHi- dapma Al 3MiHM A0 IHCTPYKLUii ANs MeaMYHOro 3acToCyBaHHS peuernmom
KpanenbHuui «dpon- nikapcbKoro 3acoby o posainy "OcobnmsocTi
TenHep®»; no 1 3acTocyBaHHS" (LLIOA0 3aCTOCYBaHHSA nauieHTam 3 BigoMUMKU
nakoHy- HepBOBO-M'A30BMMYW po3nagamu). BBefeHHst 3MiH npoTarom
KpanenbHuui B 6 micauis nicnga 3aTBepOXeHHS
KOpobLi 3 KAPTOHY
267.| TOBPAOEKC Masb 04Ha, Mo 3,51 HosapTic LLisenuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpauinHux matepianis 3aMiHu Il Tuny - 3a UA/2448/02/01
® y Ty6i; no 1 1y6i y ®apma Al 3MiHW A0 IHCTpyKUii AN MeanNYHOro 3acToCyBaHHS peuernmom
KOpoO6Lii 3 KapTOHY nikapcbkoro 3acoby o posainy "OcobnusocTi
3acTocyBaHHS" (LLLOAO 3aCTOCYBaHHs NaljieHTam 3 BigoMuMu
HepBOBO-M'A30BMMYW po3naaamu). BBefeHHst 3MiH npoTsrom
6 micauiB nicnga 3aTBepaAXXEHHS
268. TOP-NIYN Tabnetku no 10 mr; AypobiHao IHais AypobiHgo Papma IHAis BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14721/01/01
no 10 Tabnetok B dapma Ilta Nimiten (KOHiT 1) AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo peuernmom
6nictepi; no 3 agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro NocBifYeHHs) -
6nictepu B 3MiHa agpecu 3asiBHUKa (BBeaeHHs 3MiH npoTsirom 6-Tu
KapTOHHi KopobLi MicsILiB nicnsi 3aTBepAXKEHHS)
269.| TPU3UMIH NOpOLLOK TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - - UA/9823/01/01
(cybeTaHuis) y BMpPOBHMYa BMpoGHMYa chipma npuBeaeHHs 4o Bumor MoHorpadii EP 9.0, meTogis
MilLKax-BKnaguLuax cipma "MIKPOXIM" KOHTponto sikocTi A®I, B T.4. po3ain «CynposigHi OMiLLKM»,
3 NNiBKK "MIKPOXIM" a came: BU3Ha4YMTN BMICT JOMILLOK 3 BUKOPUCTaAHHAM MeToAY
nonieTuneHoBoi Ans pianHHOI Xpomarorpadii 3 Mac-AeTEeKTOPOM, SKUIN
hapmaueBTUYHOro nepenbaveHo EP 3amictb TecTy TLUX; 3miHu | TUNYy - 3amiHa y
BUKOPUCTaHHSA napameTpax cneuudikauii Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHuX y crneumdikauisx Ha A®l, abo
BUXIOHWA/NPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y NpoLeci BUpobHMUTBa AP (iHLWWi 3MiHN)
270./ TPUTTIKO XR | Tabnetku, BKpUTI AsieHge Kimike ITania AsieHge Kimike ITanis BHECEHHS 3MiH 40 peecTpauinHuX matepianis 3MiHu | Tuny - 3a UA/15577/01/01
NniBKOBOIO PiyHiTe PiyHiTe AHxeniHi OHOBIEHHS TEKCTY MapKyBaHHS yNaKkoBKW MikapCbKoro peuenmom
060MnOoHKOM, AHXeniHi dpaHyecko 3acoby 3 BHECEHHSIM iH(bopMalii LLoao 3a3HavYeHHs
NPOSOHroBaHoI Aji ®PpaHyecko - AKP.A®.C.nA. OOMHWUbB BUMIptoBaHHSA y cuctemi Sl. TepMiH BBeAEeHHs 3MiH
no 150 mrno 10 AKP.AO®. - NpoOTAroM 6 MicsauiB Nicnsa 3aTBEpAXKEHHS
Tabnetok y bnicTepi; C.nA.
no 1 abo no 2, abo
no 3 Gnictepu B
KapTOHHII ynakoBsLi;
no 7 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHIN ynakoBLUi
271.| TPUTTIKO XR | Tabnertku, BKpUTI AsieHge Kimike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/15577/01/02
NNiBKOBOIO PiyHiTe PiyHiTe AnxeniHi OHOBIIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro peuernmom
0600HKOl0, AHXeniHi dpaHyecko 3acoby 3 BHECeHHsIM iHdopMaLii LWoao 3a3HavyeHHs
NPONOHroBaHoiI Aji PpaHyecko - AKP.A®.C.n.A. 0OMHWUb BUMiptoBaHHS y cuctemi Sl. TepMiH BBeAEHHs 3MiH
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

KpaiHa
3asieHUKa

Bupo6bHuk

KpaiHa
eupobHuUKa

PeecmpauiiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

no 300 mrno 10
TabneTok y 6nicTepi;
no 1 abo no 2, abo
no 3 6nictepu B
KapTOHHIN ynakoBLi;
no 7 tabnetok y
6nicTtepi; no 2 abo
no 4 6nictepu y
KapTOHHIN yrnakoBsLi

AKP.AOD. -
C.n.A.

npoTaroMm 6 micsAuiB nicns 3aTBepAXeHHS

272.

TPOCAH

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 25
mr no 10 TabneTok y
Gnictepi; no 3
6nictepu B
KapTOHHi KopobLi

AypobiHao
dapma Jlta

IHAaia

AypobiHgo Papma
Nimiten (KOHiT 1)

ITania

BHECEHHS 3MiH 1O peecTpaLlinHuX Matepianis 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX aHWUX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTeMmy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa oNns 30iNCHEHHSI
dapmakoHarnaay B YkpaiHi, AKWo BOHa BigMiHHa Bif
yNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHu
Y PO3MilLieHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

MponoHoBaHa pepakuis: MaH XaHymaHTy NeH4yanas. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi ocobu 3asiBHUKa,
BignoBiganbHoi 3a hapmakoHarnsaa. BeegeHHs KOHTaKTHOI
ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAANbHOI 3a
apmakoHarnsag B YKpaiHi.

MponoHoBaHa pepakuis: CamonneHko Aptem Nasnosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BignoBiaanbHOI 3a papMmakoHarnsg B
YkpaiHi. 3MiHa Micus 34iCHEHHSA OCHOBHOI AiSNbHOCTI 3
apmakoHarnsagy. 3MiHa MicLie3HaxooKeHHss macTep-danna
cuctemu dhapmakoHarnsgy

3a
peyernmom

UA/11737/01/01

273.

TPOCAH

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 50
Mmr no 10 TabneTok y
Gnictepi; no 3
Gnictepu B
KapPTOHHI kopooLyi

AypobiHao
dapma Jltg

IHais

AypobiHao Papma
Timiteq (FOHiIT 111)

ITanis

BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy.
BeeneHHst abo 3MiHM o y3ararnbHeHUX AaHuX NPOo CUCTEMY
hapmakoHarnagy (BBe4eHHs! y3ararbHeHUX AaHuX npo
cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXEHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA bapMakoHarnagy; KOHTaKkTHoi
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYayy KOHTaKTHI AaHi) Ta/abo 3miHu
Y PO3MillieHHi MacTep-danna cuctemun dapmakoHarnagy) -
3MiHa yNOBHOBa)KEHOi 0cobu 3asiBHMKa, BignoBiganbHOI 3a
dapmakoHarnsg.

[MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asiBHuMKa,
BignoBiganbHOI 3a hapmakoHarnag. BBegeHHs KOHTaKTHOT
ocobu ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiAMoOBiAanbHOI 3a

3a
peuenmom

UA/11737/01/02
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
hapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: CamonnerHko Aptem Maenosuy.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanNbHOI 3a papMakoHarnsag B
YkpaiHi. 3mMiHa MicLsa 3AiCHEHHS OCHOBHOI AiNbHOCTI 3
dhapmakoHarnagy. 3miHa micLesHaxoaXeHHst macTep-darna
cucTeMy hapmakoHarnsgy
274/ TPOCAH TabneTku, BKpUTI AypobiHao IHais AypobiHgo Papma ITanisa BHECEHHS 3MiH 1O peecTpaLinHuxX Matepianis 3MiHu | Tuny - 3a UA/11737/01/03
NNiBKOBOIO ®apwma Iitg Nimiten (FOHiT 1) 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
obonoHkoto, no 100 BeeneHHst abo 3MiHM A0 y3aranbHeHMX faHuX MpPo CUCTEMY
mr no 10 TabneTok y hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 3 cucTemy cbapmakoHarnsify, 3miHa yrnoBHOBaXeHoi ocobu,
Gnictepu B BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
KapTOHHi KopobLi ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYaym KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.
MponoHoBaHa pepakuis: MaH XaHymaHTy NeH4anas. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
BignoBiganbHoi 3a papmakoHarnsa. BeeaeHHs KOHTaKTHOI
ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAANbHOI 3a
apmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuis: CamonnerHko Aptem Maenosunu.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BignoBiganbHOI 3a hapmakoHarnag B
YkpaiHi. 3MiHa micus 34iCHEHHSA OCHOBHOI AiSNbHOCTI 3
apmakoHarnsgy. 3MiHa MicLie3HaxooKeHHss macTep-danna
cucteMmu dhapmakoHarnsgy
275, ®EPBEKC NOPOLLOK AN YICA CAC dpaHuisa YTICA CAC DdpaHuisa BHECEHHS 3MiH [0 peecTpauinHuX matepianis 3MiHu | Tuny - 6e3 UA/7741/01/01
ansa oparnbHOro po3yunHy; BHECEHHS 3MiH A0 po3ainy «MapkysaHHa» MKA J13: peuernma
OOPOCIUNX 8 cale y KapTOHHIN 3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEPAXKEHOro
KopobuUi TeKCTy MapKyBaHHsSl. OHOBMNEHHS TEKCTY MapKyBaHHS
YNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLlii
OO0 3a3HaYeHHs OAMHULL BUMIpIOBaHHS y cucTemi Sl.
BBeAeHHst 3MiH NpoTsiroM 6-Tu MicsAUiB Nicnsa 3aTBEPAXKEHHS
276, PEPBEKC NOPOLLOK AN YICA CAC PpaHuis YTCA CAC dpaHuisa BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis 3MiHu | Tuny - be3 UA/5441/01/01
ana oparnbHOro po3yuHy; BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» MKA J13: peuyenma
OOPOCINX no 8 cawe 3 3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEpPAXKEHOro
BE3 LUYKPY NOPOLLKOM Y TEeKCTy MapKyBaHHsSl. OHOBMNEHHS TEKCTY MapKyBaHHS
KapPTOHHIN Kopobuii yMaKkoBKu NiKapCcbKoro 3acoby 3 BHECEeHHsAM iHdopmauii
OO0 3a3Ha4YeHHs OAMHULL BUMIpIOBaHHS y cuctemi Sl.
BBegeHHsi 3MiH NpoTAroM 6-Tu MicsUiB Nicns 3aTBepAXEHHS
277 ®INCTUM® PO3YMH ANs iH'eKUin TOB "$3 YkpaiHa BMPOBGHULTBO, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/14300/01/01
0,3 mr (30 mnH MO/ "BIO®APMA" nepBuHHE Ta 3MiHM wopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
mn), no 1 mn (30 BTOpPVHHE BBegeHHsi abo 3MiHM A0 y3aranbHeHUX aHUX NPO cUCTEMY
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
mnH MO) (0,3 mr) naxkyBaHHS, BUNYCK hapmakoHarnagy (BBeAeHHs y3aranbHeHX AaHuX npo
abo no 1,6 mn (48 cepin: TOB "3 cuctemy chapMmakoHarnagy, 3MiHa yrnoBHOBaXKeHoi ocobu,
MrH MO) (0,48 mr) y "BIO®APMA" BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
nornepenHbo ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
HanoBHEHoOMY hapmakoHarnsigy B YkpaiHi, KLWo BOHa BiAMIHHA Bif
wnpwui; no 1 yrNOBHOBaXKeHOi 0cobu, BianoBiAanbHOI 3a 34iNCHEHHS
nonepegHLo dhapmakoHarnagy (BKMoYyar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
HarnoBHEHOMY y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
wnpuuy y énictepi; 3MiHa ynoBHOBaXeHoi ocobu 3asiBHVKa, BiAMnoBiganbHoi 3a
no 1 6nictepy y 3aificHeHHs dbapmakoHarnsaay B YkpaiHi: NponoHoBaHa
nayui 3 KapToHy pepakuis — Mpycbkuin CtaHicnas Bonogvmmnposuy. 3miHa
KOHTaKTHUX JaHUX YNMOBHOBAaXEHOI 0COOU 3asiBHUKA,
BiANOBiAanbHOI 3a 34iiCHeHH: bapMakoHarnagy
278.| ®ITONIBUH® nacrta ans dapmaueBTuy Monbla TOB l'epbanonb Monbla BHECEHHSA 3MiH 0 peecTpaLinHMx martepianis: 3amiHa be3 UA/0471/01/01
npuroTyeBaHHsa HWUI 3aBOf Bapluasa 3asiBHMKa (BNacHWKa peecTpaLiiHoro noceigyeHHs ) (3rigHo peyenma
cycneHsii ans "Monbdapma” Haka3y MOS Big 23.07.2015 Ne 460)
opanbHoro C.A.
3acTOCyBaHHs; No
100 r y Ty6i; no 1
Ty6i B KAPTOHHI
KopobLi
279.| ®NAMIH- Tabnetkv no 50 mr TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 6e3 UA/4615/01/01
300POB'A no 10 Tabnetok y obmexeHoto oBMexeHot BHECEHHS 3MiH A0 po3ainy “MapkysaHHs” MKA N3: peuenma
Gnictepi; no 3 BignosiganeHi BiQNOBiAaNbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo
Gnictepu B CTIO "dapmaueBTuyHa 3aTBEPO)KEHOTO TEKCTY MapKyBaHHS. 3MiHN BHECEHi B TEKCT
KapTOHHI kopoobLi; "®apmaueBTu KomnaHist "3gopos's” MapKyBaHHsi NepPBMHHOI Ta BTOPMHHOI YNakoBKK MiKapCbKoro
no 30 Tabnertok y YHa KOMNaHis 3aco0by i3 3a3HaYEHHAM MiXKHapOAHWMX NO3HaYeHb OAMHULb
KOHTENHepi; no 1 "3popos'a” BMMIiplOBaHHs. BBegeHHsA 3MiH NnpoTarom 6-Tu micauis nicng
KOHTENHepy B 3aTBEpPAKEHHS
KapTOHHI kopobLi
280.| ®JNIOKCAHEK | kpanni o4Hi, po3uuH, Hekctdapm Pecny6bnika BMPOBHULITBO ITanis BHECEHHSA 3MiH [0 peecTpaLinHMx marepianis: 3miHa 3a UA/17434/01/01
CT 3mr/mnno 10 mny meX ABcTpis roToBOI NPOAYKLIT, 3asiBHMKa (BNnacHWKa peecTpauiiHoro nocsigveHHs) (3rigHo | peuenmom

cbnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui B nayui

KOHTPOIb SIKOCTI,
nepBuHHE Ta
BTOPWUHHE
nakyBaHHSl, BUMYCK
cepii:
®APMITEA C.IN.A,,
ITanis;
anbTepHaTUBHE
BTOPWUHHE
nakyBaHHs:
dapwma MapTHepc
C.P.J1., Itanis;
Micue ctepunisauii
NepBUHHOI YMaKoBKM
(3a gonomoroto
ramma-
BUMPOMIHEHHS):

Haka3y MO3 Big 23.07.2015 Ne 460): 3aTBepaxeHo:
ToBapucTBO 3 06MEXeHOo BianoBiganbHiCTO
«HEKCT®PAPM», YkpaiHa, 01033, m. Kuis, Bynuus
Tapaciscbka, 6yanHok 4-A, ogic 7. 3anponoHoBaHo:
Hekctdapm MM6X Xayntwrpacce 39, 2340 MeganiHr,
Pecny6bnika Asctpist Nextpharm GmbH Hauptstra?e 39,
2340 Modling, Republic of Austria. 3miHu | TUny - 3miHn
wono 6e3nekun/edpekTUBHOCTI Ta hapmakoHarnsay.
BeeneHHst abo 3MiHW 4o y3ararnbHeHUX AaHuX NPOo CUCTEMY
hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHnUX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ONs 30iINCHEHHS
apmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrNoBHOBaXKeHOi 0cobu, BigNoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYa4yy KOHTaKTHI AaHi) Ta/abo 3miHu
y po3MillleHHi MacTep-danna cuctemun dapmakoHarnagy) -




106 ITponoBkeHHs qonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
CrepireHikc Itanis 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0CobM 3asiBHMKA,
C.M.A,, Itanis BiAnoBiganbHOI 3a hapmakoHarnag. 3miHa micus
30iICHEHHSA OCHOBHOI AiAnbHOCTI 3 hapmakoHarnsay. 3miHa
MicLe3HaxoKeHHs macTep-danna. 3miHum | Tuny - 3miHn
wono 6e3nekun/edekTrBHOCTI Ta papmakoHarnagy (iHwi
3MiHW) - BHeceHHs 3miH o posainy “MapkyBaHHs” MKA N13:
3arBepaxeHo: MapkyBaHHs. [logaeTbcA. 3anponoHoBaHo:
MapkyBaHHs. 3rifHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS.
OHOBNEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
3acoby 3 BHECEHHSIM iHhopMaLil LWoA0 3a3HAYEHHSsI
OAVHMLB BUMiptoBaHHS Y cuctemi Sl. 3MiHm | Tuny - 3MiHn
wono 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnagy. 3miHa y
KOPOTKill xapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLi AN MeAUYHOro 3aCToCyBaHHSA Ha
niacTaBi perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHs fikapcbKoro 3acoby B nicnsipeecTpavinHuii
nepion, abo sk pe3ynbTar OLiHKK 3BiTY 3 [OCNIOKEHD,
npoBeAeHuX BiAMNOBIAHO 40 NNaHy negiatpu4Hmx
pocnigxeHb (PIP) (3MiHy y3roa)KeHo 3 KOMNeTEHTHUM
YNOBHOBAXEHWUM OpraHom) - 3MiHN BHECEHI [0 iHCTPYKLiT
AN MeAWYHOro 3acTOCyBaHHs NMikapcbKoro 3acoby y
po3ainu "OcobnueocTi 3acTtocyBaHHs", "MoGiuHi peakuii”
BiANoBiAHO 40 OHOBNEHOI iHcbopMaLii 3 6e3neku firoyoi
pPEYOBUHMU.
281.| ®NOCIH® Kancynu Teepai 3 MeHapiHi JTrokcembBypr MeHapiHi-®oH HimeyunHa/ BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3aMiHu | Tuny - 3a UA/8350/01/01
MoaudikoBaHUM IHTepHelwoHan XenpgeH M'vb6X, Icnanis/ 3amiHa posginy “I'padiyHe oopMNeHHa ynakoBOK” Ha peuernmom
BUBISIbHEHHAM NO OnepeiLoHc HimeuunHa Ipeuia “MapkyBaHHsa" B 3aTBepaxeHnx MKA J13. 3anponoHoBaHo:
0,400 mrno 10 JTrokcembBypr (nakyBaHHs, 3rigHo 3aTBEepAXEHOro TEKCTY MapkyBaHHsi. OHOBMEHHSI
Kancyn y 6nictepi; C.A. KOHTPOSb Ta BUMYCK TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
no 3 6nictepu y cepiit); PorteHgopd BHECEHHAM iH(opMaUii WoA0 3a3Ha4YeHHA OaNHULb
KapTOHHI kopobLi dapma Nvb6X, BMMIiptOBaHHSA y cuctemi Sl. BBegeHHa 3MiH NpoTArom 6-tu
HimeuunHa MicAUiB nicnsi 3aTBEPOXKEHHSA
(BpoBHULTBO "in
bulk", KOHTponb
cepiit); CiHTOH
Xicnanisa C.11.,
Icnanis
(Bpo6HULTBO "in
bulk", nakyBaHHs,
KOHTpOIb cepin);
damap A.B.E.
AHTOycca lNMnaHT ,
Ipeuis
(BUpOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPOIlb Ccepiit)
282.| ®YPArIH Tabnetku no 50 wmr, MAT YkpaiHa MAT "lranuydapm”, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/5198/01/01
no 10 tabnetok y "lrannudapm" YkpaiHa; MAT y 3B'A3Ky 3 aKTyanisauieto MeTogmnkm "Po34nmHeHHs" peuernmom
6nictepi; no 3 "KniBmegnpenapat” NPOMOHYETLCA BHECTM 3MiHM LLOAO0 YMOB MPOBEAEHHS TECTY,
6nictpu B nayui a caMe BCTaHOBUTM LUBMAKICTb 06epTaHHs nonaten - 150
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
06/xB
283./ XABPUKC™ cycneHsis ans makcoCmiTKn Benuka "makcoCmiTKnsiH Benbris BHECEHHS 3MiH 10 peecTpaLinH1X Marepianis 3MiHu | Tuny - 3a UA/16497/01/01
720 iH’exuin 720 O anH Excnopt BputaHis Bionogxikana C.A. 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta papmakoHarnagy peuernmom
BAKLUMHA ELISA, no 0,5 mn (1 Tlimiteq (IHLLi 3MiHWM) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKM
ansa [osa ans giten) y nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii Lwoao
MPO®ITAKT dnakoHax Ne1 abo 3a3HaYeHHst OAMHMWLb BUMIpIOBaHHS y cuctemi SI. TepmiH
MKW nonepegHLo BBeAeHHs 3MiH 3 01.01.2021 p. nicnsa 3aTBepAXXeHHs
FENATUTY A HanoBHEHNX
wnpuuax Netl'y
KOMMAEKTi 3 FONKOH
284, XAPTUN® - kancynu no 5 mr/10 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13636/01/01
AM Mr; Mo 7 kancyny dapmaueBTny dapmaueBTUYHUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
GnicTtepi; no 4 abo HWI 3aBO[, 3aeog ElC BBeneHHsi abo 3miHM [0 y3aranbHeHUX AaHWX NPO CUCTEMY
no 8 GnictepiB y EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHII ynakoBLii; cucTemy bapmakoHarnsay, 3miHa yrnoBHOBaXeHoi ocobu,
no 10 kancyn y BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
6nictepi; no 3 abo ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
no 9 Gnictepis y hapmakoHarnaay B YkpaiHi, AKLW0 BOHa BigMiHHa Bif,
KapTOHHIN ynakoBLii yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYauy KOHTaKTHI faHi) Ta/abo 3miHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHYMKA,
BignoBiganebHoi 3a hapmakoHarnsag B YkpaiHi. [iroya
pepakuin: ®egopyeHko OneHa €sreHisHa. MNponoHoBaHa
peaakuin: €gimkiH ARgpin Meoprinosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANoBiAanbHOI 3a hapMakoHarnsag, B
YkpaiHi
285./ XAPTUN® - kancynu no 10 mr/5 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHuX marepianis 3MiHu | Tuny - 3a UA/13635/01/01
AM Mr; N0 7 kancyn y $dapmaueBTny dapmauyeBTU4HUI 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
6nictepi; no 4 abo HWUI 3aBof 3aBsop ElIC BeeneHHst abo 3MiHM g0 y3aranbHeHUX faHuX NPo CUCTEMY
no 8 GnictepiB y ErcC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN ynakoBsLi; cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
no 10 kancyn y BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
Gnictepi; no 3 abo ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
no 9 Gnictepis y hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
KapTOHHIN yrnakosLUi YyNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXXEHOI 0cOBU 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnsg B YkpaiHi. [itoya
penakuis: ®egopyeHko OneHa €srexiBHa. NMponoHoBaHa
pefakuis: €EdimkiH AHapin Meoprinosuny.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKa, BiANOBIAanbHOI 3a hapmakoHarnsg B
YkpaiHi
286. XAPTUN® - Kancynu no 2,5 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/13634/01/01
AM mr/2,5 mr; no 7 PapmaueBTmy PapmaueBTUYHUN 3MiHuM wopo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peuyernmom
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Kancyn y énictepi; HUI 3aBog 3aBog ElC BBeneHHst abo 3MiHM A0 y3aranbHEeHUX OaHUX NPO cUcTemMy
no4 abo no 8 EFIC hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
6nictepiB y cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXXeHOi ocobu,
KapTOHHIN ynakoBLi; BiANOBiAanNbHOI 3a 34iNCHEeHH:A bapMakoHarnaay; KOHTaKTHoI
no 10 kancyn y ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
6nicTtepi; no 3 abo hapmakoHarnsgy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
no 9 Gnictepis y yrNoOBHOBaXKeHOi 0cobu, BiaNoBiaanbHOI 3a 34iNCHEHHS
KapTOHHIN yrnakoBsLi dhapmakoHarnagy (BKMoYa4m KOHTaKTHi AaHi) Ta/abo 3miHn
y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
npornoHoBaHa pefakuis: €dimkiH AHApin eopriioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobM ynoBHOBaXeHOi 0cobun
3asBHMKa, BiANOBiganbHOI 3a dpapmakoHarnag B YKpaiHi
287.| XAPTUN® - kancynu no 5 mr/5 3AT YropwmHa 3AT YropwmHa BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13634/01/02
AM Mr; Mo 7 kancyny dapmaueBTny dapmaueBTUYHUI 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
GnicTtepi; no 4 abo HWI 3aBO[, 3aeog ElC BBeneHHsi abo 3miHM A0 y3aranbHeHUX JaHWX NPO CUCTEMY
no 8 GnicTepiB y EFIC hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHII ynakoBLii; cucTemy bapmakoHarnsay, 3miHa yrnoBHOBaXeHoi ocobu,
no 10 kancyn y BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
6nictepi; no 3 abo ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
no 9 Gnictepis y hapmakoHarnaay B YkpaiHi, K0 BOHa BigMiHHa Bif,
KapTOHHIN ynakoBLii yNoBHOBaXKeHoi 0cobu, BignoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-daina cuctemu papmakoHarnsgy) -
nponoHoBaHa pefakuin: €gimkiH AHapin eoprinoeuy. 3miHa
KOHTaKTHUX JlaHUX KOHTaKTHOI 0coby ynoBHOBaXeHOi ocobu
3as8BHMKa, BignoBiganbHoi 3a dpapmakoHarnsg B YKpaiHi
288.| XAPTUN® - kancynuv no 10 mr/10 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13634/01/03
AM Mr; Mo 7 kancyn y $PapmaueBTny dapmauyeBTU4HUN 3MiHK Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peuernmom
Gnictepi; no 4 abo HUNM 3aBog 3aBop ElIC BBegeHHst abo 3MiHM [0 y3aranbHeHUX AaHKX NPO cUCTEMY
no 8 GnictepiB y ErcC hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
KapTOHHIN ynakoBsLi; cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
no 10 kancyny BiANOBiAanNbHOI 3a 3AINCHEeHH:A hbapMakoHarnagy; KOHTakTHoI
Gnictepi; no 3 abo ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
no 9 GnictepiB y dapmakoHarnsgy B YKpaiHi, SKLWO BOHA BigMiHHA Big
KapTOHHIN yrnakoBLi yNoBHOBaXeHOoi ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKnoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
Y PO3MillieHHi MacTep-danna cuctemn dapmakoHarnagy) -
nponoHoBaHa peaakuisa: €dimkiH AHgpin eopriioBuy. 3miHa
KOHTaKTHUX [laHUX KOHTaKTHOI 0cobY ynoBHOBaXeHOI 0cobu
3asBHMKA, BigNOBiganbHOI 3a hapmakoHarnag B YkpaiHi
289.| XAPTUN®-H Tabnetku, 2,5 3AT YropwmHa Anbdamen Papbin Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHuX marepianis 3MiHu | Tuny - 3a UA/6486/01/01
Mr/12,5 mr no 14 dapmaueBTuy ApuHanmitTenn YropwmHa 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy. peyernmom
TabneTok y bnicTepi; HUI 3aBOf, M6X, HimeuuunHa; BBegeHHsi abo 3MiHM 40 y3aranbHeHUX AaHUX NPO cucTemy
no 2 6nictepun y ErIC (BignoBiganbHi 3a dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

KopoOui

NOBHUI LINKN
BMpoOHuUTBaA): 3AT
dapmaueBTUYHUI
3aBog ETIC,
YropwmHa
(BignoBiganbHi 3a
NOBHUI LINKN

cucteMmy chapMakoHarnagy, 3MiHa yrnoBHOBaXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHeHHA hbapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30iINCHEHHS
dapmakoHarnsigy B YKpaiHi, SKWwo BOHA BiAMiHHa Bif
yrnoBHOBaXKeHOi 0cobu, BigNoOBiAanbHOI 3a 34iNCHEHHS
apmakoHarnsay (BKoYayy KOHTaKTHI faHi) Ta/abo 3miHu
y po3MillleHHi MacTep-danna cuctemun dapmakoHarnagy) -
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BMPOBHMLITBA) npornoHoBaHa pefakuis: EdimkiH AHapin [MeopriioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobM ynoBHOBaXXeHOi ocobun
3asBHVKa, BiANOBiganbHOI 3a dpapmakoHarnag B YKpaiHi
290.| XAPTUN®-H Tabnetku, 5 mr/25 3AT YropwmHa Anbcamen Papbin HimevunHa/ BHECEHHSA 3MiH 40 peecTpauinHnx martepianis 3aMiHu | Tuny - 3a UA/6486/01/02
Mrno 14 Tabnetoky | ®apmaueBTuy ApuHanmiTTens YroplmHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
GnicTtepi; no 2 HUI 3aBO[, 'm6X, HimeudnHa; BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
6nictepu y kopobui EFIC (BignoBiganbHi 3a hapmakoHarnaay (BBeAeHHs ysaranbHeHUX AaHuX npo
NOBHUI LINKN cucTeMmy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BMpOoOHUUTBA): AT BiANOBiAanNbHOI 3a 34iNCHEHHA hbapMakoHarnaay; KOHTaKTHol
dapmaueBTUYHUI ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
3aeopg ElIC, hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
YropwmHa yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
(BipnoBiganbHi 3a hapmakoHarnagy (BKMoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
MOBHUI LiMKN y PO3MilLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
BMPOBHMLITBA) npornoHoBaHa peaakuis: €dimkiH AHApin eopriioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobM ynoBHOBaXeHOi ocobun
3a8BHUWKa, BigNoBiganbHoI 3a dpapmakoHarnsg B YKpaiHi
291.| XEQEPAN® cupon no 115 mn AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx matepianis: 3miHu | Tuny - 6e3 UA/16495/01/01
nnoLy, abo no 200 mn y "BITAMIHWL" AamiHicTpaTuBHi 3MiHW. 3miHa HaiMeHyBaHHS Ta/abo peuenma

cnakoHi, no 1
bnakoHy 3 MipHUM
CTaKaHYMKOM Y
KapTOHHI kopobLi

agpecy 3asiBHMKa (BMacHMKa peecTpauiiHoro noceigyeHHs)
3MiHa HallMeHyBaHHs Ta agpecu 3asiBHUKa. TepMiH
BBEEHHS 3MiH: NPOTArom 6 MicsLiB nicns 3aTBepaXeHHs.
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHYBaHHs
Ta/abo agpecu Micusi NPoBagXeHHS AisirbHOCTI
BMpOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIOHA0UM AinbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy Biagnosigae
BMPOGHMWK/IMNOpTEp, BKMOYa4M BUNYCK cepilt) 3miHa
HaliMeHyBaHHS Ta agpecu BupobHuka 13, 6e3 amiHu micus
BMpOGHMUTBA. TepMmiH BBeAEHHS 3MiH: NpoTsarom 6 micauis
nicns 3atBepaxeHHs. 3MiHu | Tuny - 3mMiHn wono
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW 40 y3aranbHeHMX JaHWX Npo cucTemy
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsigy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AINCHEeHHNA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOoi ocobw, BianoBigansHoi 3a 30iNCHEHHS
hapmakoHarnagy (BKnoYa4m KOHTaKTHi AaHi) Ta/abo 3MiHn
Y PO3MillieHHi MacTep-danna cucteMun hapmakoHarnsay)
3MiHa KOHTaKTHUX JaHMX YNOBHOBaXeHOI ocobu 3asiBHUKa,
BiAnoBiAanbHOI 3a 3AiicHeHHsA hbapMakoHarnagy. 3miHa
MicL 3A4IMCHEHHS OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy.
3miHa agpecu macTep-danna cuctemu bapmakoHarnsgy.
3MmiHu | TUny - 3miHKn wono 6esnekn/edeKkTBHOCTI Ta
dapmakoHarnsay (iHwi 3miH1) 3MiHU BHECEHi B TEKCT
MapKyBaHHS! YaKkoBKM NikapcbKoro 3acoby wono
3a3HavYeHHs1 MbKHapOAHMX MO3Ha4YeHb OANHUL
BMMIpIOBaHHS.
TepmiH BBEAEHHS 3MiH: NpoTsirom 6 MicsuiB nicnsi
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3aTBEPOKEHHS.
292.| XIBEPUKC™ |/ | niocpinisat gns nakcoCmiTKn Benuka nakcoCmiTKnsiH Benbris BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/13048/01/01
HIBERIX™ pO3uunHy onsa anH Excnopt BputaHis Bionogxikana C.A. 3MiHu 3 sKkocTi. ToToBMIA Nikapcbkuin 3acib. KoHTponb peuernmom
BAKLMHA iH'ekuin; no 1 gosi 'y Jlimiteq roToOBOroO nikapcbkoro 3acoby. 3miHa y metogax
ans dnakoHi Ne1 B BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLi 3aMiHW y
MPO®INAKT KOMMINEKTi 3 MeToaax BunpobyBaHb (BKIOYayy 3amiHy abo
MKN PO3UYUHHUKOM ponoBHeHHs)) (B.11.r.2. (r) IB)
3AXBOPIOB (cTepunbHui 3miHa cepii PRP-TT cTaHgapTHoro 3pasky Ans BUSHa4YeHHs
AHb, isionorivyHnm BMicTy nonicaxapuay metogom HPLC ons KoHTpomio siKocTi
3BYOHUKOM | posumH) no 0,5 mny KiHL,eBOro npoaykTy. 3anpornoHoBaHo: lot
AKUX € nonepeaHLo AHIBCJA065/SWNO0684A03
HAEMOPHIL HarnoBHeHoOMY
us wnpuui Ne 1 3
INFLUENZAE [OBOMa rornkamu B
TANY B kopobui; no 1 gosiy
cnakoHax Ne 100 y
KOMMEKTi 3
PO3YMHHUKOM
(cTepunbHui
isionorivyHum
po3umH) no 0,5 mny
amnynax Ne 100 B
oKpeMux kopobkax
293, XITEH TabneTtkv no 4 mr no AypobiHao IHais AypobiHgo ®apma IHaia BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/11822/01/01
10 Tabnetok y ®apma It Nimiten (KOHiT 1) nogaHHA OHOBMEHOro cepTudikarta BiANOBIAHOCTI peuernmom
Gnictepi; no 3 €Bponeiicbkin hapmakonei Ne R1-CEP 2008-009-Rev 03
Gnictepu pasom 3 1 ans gitoyvoi pevosuHu Perindopril tert-butylamine Big Bxe
calle cunikarento B 3atBepakeHoro BupobHuka AUROBINDO PHARMA
TpyLLapoBOMY LIMITED
antomiHieBomy
nakeri; no 1 nakety
y nayui 3 KApTOHY
294, XITEH TabneTtkv no 8 Mr no AypobiHao IHais AypobiHao Papma IHaisa BHECEHHS 3MiH 40 peecTpaLiiHnX matepianis 3MiHu | Tuny - 3a UA/11822/01/02
10 Tabnetok y ®apwma Jltg Nimiten (FOHiT 1) NoAaHHsA OHOBNEHOro cepTudikaTa BiANoBIgHOCTI peuenmom
Gnictepi; no 3 €sponewcbkin dapmakonei Ne R1-CEP 2008-009-Rev 03
Gnictepu pasom 3 1 ans gitoyoi pevosuHn Perindopril tert-butylamine Big Bxe
calue cunikarento B 3arBepaxeHoro BupobHuka AUROBINDO PHARMA
TpULLapoBoOMy LIMITED
antomiHieBomy
nakeri; no 1 nakety
y nayui 3 KapToHy
295, XOHOPOITH kancynu, no 30 abo MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis 3aMiHu Il Tuny - be3 UA/17345/01/01
H® 60 kancyn y "®ITOOAPM" "OITOPAPM", BBEAEHHS A0AaTKOBOro BUpobHuka APl (XoHAPOITUHY peuyenma
KOMIJIIEKC KOHTENHepi; no 1 YkpaiHa (BUpobHuK HaTpito cynbdaT) Yantai Xinghua Biochemical products Co.,

KOHTENHepy B nauuj;
no 6 kancyny
6nictepi; no 5 abo
10 6nicTepiB y navui

BianoBiganbHUiA 3a
BMPOBGHULTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii); TOB
"ACTPAGAPM",

Ltd., Kutan
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ITponoBixeHHs gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
YkpaiHa (BUpOBHMK,
BiAnNoOBiAanbHWI 3a
BMPOOHULITBO,
nepBUHHE, BTOPUHHE
nakyBaHHS1,
KOHTPOJS1b SIKOCTI
296.] XOHOPO-PIY | kancynu, 200 mr/250 Dxun Em Ipysiga Ooxun Em Ipysiga BHECEHHSA 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - be3 UA/13850/01/01
mr; no 10 kancyn y dapmacboTuK dapmacbioTrkanc 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuenma
Gnictepi; no 5 anc BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
GnictepiB y hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
KapTOHHIN ynakoBLi cuctemy chapMmakoHarnagy, 3MiHa yroBHOBaXKeHoi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iINCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoyady KOHTaKTHI faHi) Ta/abo 3MiHu
Y PO3MilLleHHi MacTep-daina cuctemun dapmakoHarnagy) -
3MiHa ynoBHOBaXkeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
3fiMcHeHHs dapmakoHarnsaay: MponoHoBaHa pepakuis —
[ea OHonpilwBini. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAANbHOI 32 34iNCHEHHS
apmakoHarnsgy
297.| UEPE3UM® NOPOLLOK AN [xeH3zanm Higpepnanam KOHTPOIb cepii, Benuka BHECEHHS 3MiH 40 peecTpauinHux martepianis 3MiHu | Tuny - 3a UA/8659/01/02
400 oA npuroTyeBaHHsa HOpon B.B. nakyBaHHs, BpuTtaHis/ 3MiHU Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay peuernmom
KOHLeHTpaTy ans MapKyBaHHsl, lpnaxgis/ (iHWi 3miHW) - 3amiHa p. [padiyHe odpopMneHHs ynakoBoK Ha
PO3UnHY onsa MiCL€3HaxX0aXeHHS CWA p. MapkyBaHHs (BignoBigHo [0 3aTBEpPAXXEHOro TEKCTY
iHgysini no 400 O[; YNOBHOBaXEHOI MapKyBaHHs). OHOBMEHHSI TEKCTY MapKyBaHHS yNakoBKM
1 abo 5 cpnakoHis 3 ocobu, BuNyck cepii: nikapcbkoro 3acoby 3 BHECEHHsM iHdopMaLlii Wwoao
NOPOLLKOM Y DKEH3ANM 3a3HavYeHHs OAMHWLL BUMIPIOBaHHS Y cuctemi Sl. BBegeHHs
KapTOHHI kopobLi JIIMITEL, Benuka 3MiH NPOTAromM 6-TW MicAUIB NicNsa 3aTBepAXeHHS
BpuTaHis;
BupobHunuTBO
KIHLLeBOro NPOAYKTY
(fill/finish), koHTpOMNb
cepii, NakyBaHHs,
MapKyBaHHS,
MiCLIE3HaXOaXKEeHHS
yrNOBHOBaXEHOI
ocobu, Bunyck cepii:
[xeH3anm lpnang
JimiTen, lpnangis;
PopMyntoBaHHS
npenaparty: JloHuya
Bionoaxike, IHK.,
CLA;
PopMyntoBaHHSA
npenapary:
LxeH3anm
KopnopewnwH, CLUA
298| UMNPOBEN® | Tabnetku, BKpUTI HOBEJT JTAY TypeyunHa HOBEJT JTAY TypevunHa BHECEHHS 3MiH 4O peecTpauiiH1X Marepianis 3MiHu | Tuny - 3a UA/5015/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa 8ionycKky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
o6onoHkoto, no 500 CAHAI BE CAHAI BE 3MiHU Wwopao 6esnekn/edeKTUBHOCTI Ta hapMakoHarnagy. | peyenmom
Mr no 7 TabneTok y TIODXKAPET TIOXKAPET A.LL. BBeneHHsi abo 3miHM [0 y3aranbHeHUX JaHWX NPO CUCTEMY
GnicTtepi; no 2 A.L. hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepu B cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
KapTOHHIN ynakoBLi; BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTaKTHoI
no 4 Tabnetku y ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
GnicTtepi; no 1 hapmakoHarnsigy B YkpaiHi, SiKLWo BOHa BiAMiHHA Bif
Gnictepy B yrNOBHOBaXKeHOi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
KapTOHHII ynakoBLii; hapmakoHarnagy (BKMoYar4m KOHTaKTHi AaHi) Ta/abo 3miHn
no 14 tabnertok y y PO3MilLieHHi MacTep-dainna cuctemu papmakoHarnsgy) -
Gnictepi; no 1 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
6nictepy B dapmakoHarnsag.
KapTOHHIN yrnakoBsLi MponoHoBaHa pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHMX
OaHnX ynoBHOBaXKeHoi ocobu, BignosiaanbHoi 3a
dapmakoHarnsa.
3MiHa KOHTaKTHOI 0coby ynoBHOBaXKeHOi 0CObW 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnsg B YkpaiHi. lMponoHoBaHa
pepakuis: Stefanska Olga. 3miHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0Ccob¥ ynoBHOBa)eHOI 0cobu 3asaBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3AiINCHEHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
Micue3Haxo4XeHHs1 MacTep-danna
299 UN®PAH CT TabneTkn BKPUTI CaH IHgis CaH IHAis BHECEHHS 3MiH [0 peecTpauinHux matepianis 3aMiHu Il Tuny - 3a UA/6375/01/01
obonoHkoto, no 10 dapmacboTHK dapmacbioTuKan BMKOHaHHS1 3060B'si3aHb BignosigHo Ao nignyHkTy 1.13 peuernmom
TabneTok y GnicTepi, an lHpacTpis IHaacTpis Jliviteq nyHKTYy 1 gopatky 15 go MNMopaaky npoBeaeHHs ekcnepTuan
no 1 Gnictepy B JlimiTeq peecTpauiHMx maTepianis Ha nikapcbki 3acobu, Lo
KapTOHHI kopobUi nodarTbCst Ha AepXkaBHy peecTpaLiio (nepepeecTpalito), a
TaKoX ekcrnepTn3n martepianis Npo BHECEHHS 3MiH 40
peecTpauinHnx maTepianis NPoTAroM Aii peecTpauifiHoro
noceigYeHHs, 3aTBepaxeHoro Hakasom MOS3 Big 26.08.2005
Ne 426 (y peaakuii Hakazy MOS Big 23.07.2015 Ne 460)

HavanbHUK Bigainy 3 nutaHb ¢hapmaueBTUYHOI
AianbHocTi [lenapTamMeHTy peanisauii NoNiTuK

T.M. JlackoBCbKUM




