NEPENIK

Dopatok 3

po Haka3sy MiHictepcTBa 0XOpOHM

300poB’a YKpaiHu
11.01.2018 Ne 48

NIKAPCbKUX 3ACOBIB (MEOUYHMX IMYHOBIONOIYHUX MPEMAPATIB), LLOAO AKUX BYNIU BHECEHI 3MIHU 10 PEECTPALIMHNX

MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢gpopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
euUpobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Homep
peecmpauyitiHo
20
noceio4yeHHs1

AB'FO®EH

Tabnetku no 400 Mr no
15 TabneTtok y 6nictepi,
no 2 Gnictepu B
KapTOHHI kopobui

Jlabopatopii
Bywapa
Pekopgaarti

PpaHuis

JlabopaTopii
Bywapa
Pekopaarti

DdpaHuis

BHECEHHS 3MiH 10 peecTpaLinHmMX maTepianis:
3MiHu | TUNY - 3MiHa NocTavanbHWKa nakyBasnbHMX
maTepianis abo KOMMNEKTYOUUX (SKLLO 3a3HavyeHo

B locbe) (3amiHa abo goaaBaHHS nocTavanbHuKa) -

BBEeJEHHS anbTepHaTMBHOrO NnocTavyaneHuka

antoMiHieBOi onbrn Ans NepBMHHOI YMaKoBKM

nikapcbkoro 3acoby

bes
peuenma

UA/5702/01/01

ALOPMA®

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 5 mr no 10 TabneTok
y bricTtepi; no 1 abo 2
GnicTepu y KapTOHHIN
kopoobui

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHis

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHist

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHnX Nnpo cucTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy apMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLwo BoHa BiaAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
penakuisi: YnoBHoBaxeHa ocoba 3asiBHUKa,
BignoBiganbHa 3a hapmakoHarnsg - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXEHOI 0COOM 3asiBHMKA ANs 3A4iINCHEHHS
apmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakLisi: YNoBHOBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapmakoHarnag -
Onisepa lMaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 30iNCHEHHSI
dapmakoHarnagy - [pyaHuubkui Irop
BonognmumpoBuy. 3miHa KOHTAKTHUX AAHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JaHMX
KOHTaKTHOI ocobu. 3miHa Homepa macTep-darna.
3miHa Micue3HaxomKeHHs MacTep-canna

3a
peuenmom

UA/13107/01/01

ANOPMA®

TabneTku, BKPUTI
NNiBKOBOK 0BOMOHKO0,

Ankanoig AL -
Ckon'e

Pecny6bnika
MakenoHis

Ankanoig A -
Ckon'e

Pecny6bnika
MakenoHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo Ge3neku/edekTUBHOCTI

3a
peuenmom

UA/13107/01/02




IIponosxeHHs nonaTka 3

C.p.n., Itanis;

Takena

2
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
no 10 mr no 10 TabneTtok Ta chapmakoHarnsay. BeegeHHst abo 3miHm go
y 6nicTtepi; no 1 abo 2 y3aranbHeHUX AaHuX Npo cUcTemy
GnicTepu y KapTOHHIN dapmakoHarnagy (BBeAeHHs y3aranbHEHNX AaHnx
Kopobui npo cuctemy chapmakoHarnsgy, aMmiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3[ifcHeHHs hapmakoHarnsgy (BknoYvaloymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pefakuis: YnoBHoBaxeHa ocoba 3asiBHUKA,
BignoBiganbHa 3a apmakoHarnsg - MapiHa
Edppemona. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANst 3OiINCHEHHSI
apmakoHarnagy - Ponano Jliogmuna MukonaisHa.
MponoHoBaHa pepakuisi: YnoBHoBaxeHa ocoba
3asiBHMKA, BiAnosiganbHa 3a hapmakoHarnsag -
Onisepa lMNaHeBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXeHOI 0CO6M 3asiBHMKa ANs 3A4iINCHEHHS
dapmakoHarnsay - 'pygHuubkuii Irop
BonognmumpoBuy. 3miHa KOHTAKTHUX AAHKX
YMOBHOBaXEHOi 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTAKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHHs MacTep-canna
AOUETPUC MOPOLLIOK ANsi Takena ®apma OaHis BupobHuuteo ITania/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/13286/01/01
KOHLeHTpaTy Ans A/C Hepo3dacoBa ABcTpis/ npvBeAeHHsA Y BiANOBIAHICTL A0 peecTpauiHux | peuyenmom
PO34MHy Ans iHdy3in no HOI NpoayKuii, Benwuka maTepianiB HanncaHHA 3asiBHWKa B npoueci
50 mr, 1 cbnakoH 3 nepBuHHa Bputais/ BHECEHHS 3MiH (BUMNpaBeHHs TEXHIYHOI NOMUIIKN
MOPOLLIKOM Y KapTOHHiW ynakoBkKa: PpaHuis B IHCTPYKLUIi 4NSt MEAWYHOrO 3aCTOCYBaHHS y
Kopobui BCIN po3gini "Crocib 3acTtocyBaHHsi Ta 40o3K"), Haka3
dapmacbloTika MO3 Ykpainu Ne 1191 Big 28.09.2017. Pedakuisi 8
n3 C.N.A., Hakasi- Takeda ®apma A/T, JaHisi; BipHa pedakuis
ITanis; M'ep - Takeda ®apma A/C, [aHis.
®abp
MeaukameHT
MpoaakLuH,
DdpaHuis;
BTOPWHHA
ynakoBka,
[03Bin Ha
BUWMYCK Cepil:
Oendapm
HoBapa




3 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
ABcTpis 'M6X,
ABCTpiSt;
KOHTPOMb
AKOCTI cepil:
KosaHc
JlabopaTtopis
Nimiten,
Benuka
BpuTaHis
5. | AEBIT® kancynu m'siki, no 10 MAT "KuiBcbkuii YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/7362/01/01
Kancyn y bnicrepax; no BiTamMiHHMI 3aBoA" "KuniBcbkun 3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edekTUBHOCTI peuenma
10 kancyn y 6nicTtepi; no BiTaMiHHWUIA Ta papmakoHarnsay. 3MiHM y TepaneBTU4HUX
1 6nictepi y nayui; no 10 3aBop" nokasaHHsX (4oAaBaHHs HOBOTO TepaneBTUYHOTo
kancyn y 6nictepi; no 3 rokasaHHs1 abo 3miHa y 3aTBEpAXEHOMY NoKa3aHHi)
Gnictepu y nayuj; no 10 (8miHM BHeceHO 40 IHCTpyKUiT ANs MeanyHoro
kancyn y 6nictepi; no 5 3acToCyBaHHsI Nnikapcbkoro 3acoby Ao posainy
GnicTtepiB y nayui; no 50 "Moka3zaHHs") (TepmiH BBEAEHHSI 3MiH NPOTSAroM 3-X
kancyn y 6nictepi, no 1 MicsaiLiB nicns 3aTBEpAXXEHHS)
6nictepy y nayui; no 20
kancyn y 6nictepi; no 1
6nictepy y nayui; no 20
kancyn y 6nictepi; no 2
6nictepu y nayuij; no 20
kancyn y 6nictepi; no 3
Gnictepu y nayui.
6. | AKKY3na® 10 TabneTku, BKPUTI Mdpanzep IHk. CLUA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/3031/01/01
nniBkOBO 0BONOHKOIO, MeHtodpekuyp 3MiHu | TUNY - NO4aHHA OHOBIIEHOrO cepTudikaTy peuenmom
no 10 mr/12,5 mr, no 10 nHr Jovuneng, R1-CEP 2004-307-Rev 04 ans rigpoxnopTiasuay
TabneTok y 6nictepi; no M6X Bifl BXXe 3aTBEPOKEHOrO BUPOGHMKA
3 6rictepu B kKapTOHiN
Kopobui
7. | AKKY3na® 20 TabneTku, BKPUTI Mdpanzep IHk. CLUA Mdpanzep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/3031/01/02
nniBkoBO 0BONOHKOIO, MeHiodbekuyp 3MiHuM | TUNY - NoAaHHA OHOBIIEHOrO cepTudikaTa peuenmom
no 20 mr/12,5 mr, no 10 nHr Jovuneng, BignoBigHOCTI €Bponevickkin hapmakonei - R1-CEP
TabneTok y 6nictepi; no meX 2004-307-Rev 04 ons rigpoxnoptiasuay Bifg Bxe
3 6ricTepu B kKapTOHiN 3aTBEPOKEHOrO BUPOGHMKaA
Kopobui
8. | AINNEPBEU TabneTku, BKPUTI O-p Peppi'c IHAia O-p Peppi'c IHAis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: b6e3 UA/15436/01/01
NNiBKOBOIO 0BOOHKOM, TNabopatopic Jltg JTabopaTtopic 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenma
no 5 mr no 10 TabneTok Ita, IHais; HalMeHyBaHHS Ta/abo agpecu 3asiBHMKA (BNacHuka
y 6ricTepi, no 1 abo 2 O-p Peppi'c peecTpauinHoro noceigveHHs) (3miHa agpecu
onictepun B KQpTOHHIW JTabopaTtopic 3asBHuKa); 3miHu | TMny - 3miHK Wwopao
Kopobui nto 6e3nekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
(BupobHuya 3MiHW) (BHECEHHS 3MiH 4O TEKCTY MapKyBaHHSsI
OinbHuusa - VI), BTOPUWHHOI ynakosku J13, a came gogaHHA
IHais iHpopmaLii Loao dhapmakoTepaneBTUYHOI rpynnu

J13 (AHTurictamiHmm npenapar) (TepMiH BBegEHHS




4 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

3MiH NPOTAroM 6-Ty MiCALIB MICNSA 3aTBEPMKEHHS);
3MmiHn | Trny - 3MiHK 3 aKocTi. [OTOBUI NiKapCbKn
3aci6. 3MiHM y BUpOGHUMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHULI BUPOOHMUTBA Anst YacTUHU
abo BCbOro BUPOBGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHULS, Ha siKil
npoBoanTbcs 6yab-Aki BUpobHuyi cTagii, 3a
BVHSITKOM BWMYCKY CEPIl, KOHTPOIO SIKOCTI,
NMepBUHHOIO Ta BTOPMHHOIO NaKyBaHHs!, Ans
HecTepuIbHUX Nikapcbkux 3acobis) (TepMiH
BBEAEHHS 3MiH MPOTArom 6-Tu micsauiB nicns
3aTBepkeHHs ) CynyTHS 3MiHa - 3MiHK 3 SIKOCTi.
[oToBwMI nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3amiHa abo BBeAeHHSA [0AaTKOBOI AiNbHUL
BMPOGHMLTBA ANst YacTUHM abo BCbOro
BMPOBHMYOro MNpoLecy roToBoro Nikapcbkoro
3acoby (QinbHVLSA AN BTOPUHHOIO NakyBaHHS). -
3MiHK 3 skocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y
BMpobHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
[inbHULi BUpOOHULTBA Anst YacTUHU abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro
3acoby (AinbHULA ANA NEPBUHHOIO NaKyBaHHS)
(BBEOEHHs1 [OAATKOBOI AinbHULi BUpoOHUUTBa 13
BiANoOBiganbHOI 3a BUPOGHMYI cTagii (okpim
KOHTPOIMIO SIKOCTi Ta BUMNYCKY Cepii) Ta NepBUHHE,
BTOPWHHE nakyBaHHs — [-p Pepapai'c JTabopaTtopic
JItg (Bupo6Huya ginbHuus - VI ), c. Kxon, Hanarap
poag, baggai, okpyr ConaH, Ximayan lMNpageLy,
IHgisi; (Dr. Reddy's Laboratories Ltd (Formulation
Unit 6), Vill Khol, Nalagarh Road, Baddi Dist. Solan,
173 205 (H. P.), India); 3minu | Tvny - 3miHn 3
sKkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BUPOOHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOHO AKOCTI
roToBOro fikapcbKkoro 3acoby (3amiHa abo
AopaBaHHsi BUpobHUKa, Lo Bignosigae 3a
BBE3€eHHS Ta/abo Bunyck cepii) - Bkrtovaroun
KOHTpOnb/BUNpobyBaHHS cepii (BBeAEHHS
[04aTKOBOI AinbHuLi BUpobHuka M3, wo
BiANoBiganbHMIA 3a BUMYCK cepii, BKNOYaoum
KOHTponb cepii — [1-p Peagi'c Jllabopatopic Jita
(BupobHuya ginbHuus - V1), c. Kxon, Hanarap
poag, baagai, okpyr ConaH, Ximayan lMNpageLy,
IHAis; (Dr. Reddy's Laboratories Ltd (Formulation
Unit 6), Vill Khol, Nalagarh Road, Baddi Dist. Solan,
173 205 (H. P.), India) (TepmiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALiB Nicnsa 3aTBepAXEHHS)




5

IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

ANNECTA®

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 10 mr no 10 TabneTok
y bnicTtepi; no 3
GnicTepun y KapTOHHIN
kopoobui

Ankanoig AL -
Ckon'e

Pecnybnika
MakenoHis

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHist

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHnX
npo cuctemy papMakoHarnsagy, amiHa
yrnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iCHeHHs hapmakoHarnagy; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa oNs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(parina cuctemu hapmakoHarnsgy) - Lirova
penakuisi: YnoBHoBaxeHa ocoba 3asiBHUKa,
BignoBiganbHa 3a hapmakoHarnsg - MapiHa
€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXEHOI 0CO6M 3asiBHMKa ANs 3A4iINCHEHHS
apmakoHarnagy - Ponano Jliogmuna MukonaisHa.
lMponoHoBaHa pefakLisi: YNoBHOBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapmakoHarnag -
Onisepa lMNaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 30iINCHEHHSI
dapmakoHarnagy - ['pyaHuubkui Irop
BonognmumpoBuy. 3miHa KOHTAKTHUX AAHKX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JaHWX
KOHTaKTHOI ocobu. 3miHa Homepa macTep-darna.
3miHa Micue3HaxomKeHHs MacTep-canna

3a
peuenmom

UA/4290/01/01

10.

ANNECTA®

TabneTku, BKPUTI
NNiBKOBOK 0BOMOHKO0,
no 20 mr no 10 TabneTok
y bricTtepi; no 3
GnicTepu y KapTOHHIN
Kopobui

Ankanoig AL -
Ckon'e

Pecny6bnika
MakenoHis

Ankanoig A -
Ckon'e

Pecny6bnika
MakenoHist

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm go
y3aranbHeHVX AaHnX Npo cucTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMmiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKoYvanym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - ditoua
pefakuis: YnoBHoBaXeHa ocoba 3asiBHUKA,
BignoBiganbHa 3a hapmakoHarnsg - MapiHa
Edppemona. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANst 3OiINCHEHHSI
dapmakoHarnsgy - Ponano JiogmMuna MukonaisHa.

3a
peuenmom

UA/4290/01/02




6

IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

MponoHoBaHa pefakLisi: YnoBHoBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapmakoHarnag -
Onieepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXEHOI 0COOM 3asiBHWKA ANs 3AiNCHEHHS
dapmakoHarnsay - 'pygHuubkuia Irop
BonognmumpoBuy. 3mMiHa KOHTaAKTHUX AaHWUX
YMOBHOBaXeHOi 0COOW. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu. 3miHa Homepa mactep-danna.
3miHa Micue3HaxomKeHH MacTep-anna

11.

ANNECTA®

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 40 mr no 15 TabneTok
y bricTepi; no 2
GnicTepu y KapTOHHIN
kopoobui

Ankanoig AL -
Ckon'e

Pecnybnika
MakenoHis

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHist

BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
y3aranbHeHVX AaHuX Npo cucTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy apMakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
penakuisi: YnoBHoBaxeHa ocoba 3asiBHUKa,
BignoBiganbHa 3a apmakoHarnsg - MapiHa
Edppemona. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXEHOI 0cobK 3asiBHMKA ANs 3A4iINCHEHHS
apmakoHarnagy - Ponano Jliogmuna MukonaisHa.
MponoHoBaHa pepakuis: YnoBHoBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapmakoHarnag -
Onisepa lMaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 3OiNCHEHHSI
dapmakoHarnagy - ['pyaHuubkui Irop
BonognmumpoBuy. 3miHa KOHTAKTHUX AAHKX
YNOBHOBaXXEHOT 0COOUN. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI ocobu. 3miHa Homepa macTep-darna.
3miHa Micue3HaxomKeHHs MacTep-canna

3a
peuenmom

UA/4290/01/03

12.

ANb®ANEM® - C
NErHTEP®EPOH
Allb®A-2B

niodpinizaTt 4N posynHy
ans iv'ekuin no 80 mkr, 1
nakoH 3 niodpinizatom
y kopobLji 3 kapToHy; 1
dnakoH 3 niodinizatom
Y KOMNIeKTi 3
PO34YMHHMKOM (BOAA ANsi
iH'ekuin) no 2 mn B
amnyni B kopobui 3
KapToHY

TOB "BAJIAPTIH
OAPMA"

YkpaiHa

TOB
"BANAPTIH
PAPMA",
YkpaiHa
(nakyBaHHS 3
dopmum in bulk
dipmun-
BUPOGHMKa
TOB
«HaykoBo-

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo Ge3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cucTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKW0 BOHa BiAMiHHA

3a
peuenmom

UA/14620/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
BMPOGHMYa BiJj ynoBHOBaXkeHOi ocobw, BignoBigansHoi 3a
KOMMNaHis 3aincHeHHA bapmakoHarnsagy (Bkrovaroum
«IHTepdapmbi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-
oTeK», aiina cuctemun chapmakoHarnsagy) - lNponoHosaHa
YkpaiHa) pepakuis: JasngoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX
13. | AlIb®AMNEM® - C nioginiaaT Ans po34nHy TOB "BANAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14620/01/02
NMEFIHTEP®EPOH ans id'ekuinn no 100 mkr, OAPMA" "BAJTAPTIH 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
AJIb®A-2B 1 donakoH 3 DAPMA", Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
nioghinizatom y kopobui YkpaiHa y3aranbHeHVX AaHuX Npo cucTemy
3 KapToHY; 1 cprakoH 3 (nakyBaHHS 3 dapmakoHarnagy (BBeAeHHs y3aranbHEHNX AaHnx
niodinizatom y dopmum in bulk npo cuctemy apmMakoHarnsgy, amiHa
KOMMNIEKTi 3 dpipmun- ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
PO34MHHMKOM (BOAa Anst BUPOGHMKa 30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
iH'ekLin) no 2 mn B TOB dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
amnyrni B kopobuii 3 «HaykoBo- dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
KapTOHYy BMPOGHMYa Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
KOMnaHis 30iACHEHHS (hapmakoHarnsiay (Bkrovaym
«IHTepdapmbi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
OTeK», arna cuctemu hapmakoHarnsgy) - NMponoHoeaHa
YkpaiHa) penakuis: JaBngosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHWX
14. | AIb®AMNEI® - C niogpinizaT Ans po3vmHy TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHix maTepianis: 3a UA/14620/01/03
NMEFIHTEP®EPOH ans iH'ekuin no 120 mkr, OAPMA" "BAJTAPTIH 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
Alb®A-2B 1 conakoH 3 DOAPMA", Ta cdhapmakoHarnsagy. BeegeHHst abo 3miHm go
niocgpinizatoM y kopobui YkpaiHa y3aranbHeHUX AaHux Npo cuctemy
3 KapToHY; 1 cprakoH 3 (nakyBaHHS 3 dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
nioginizatom y dopmum in bulk npo cuctemy chapmakoHarnsgy, aMmiHa
KOMMNNeKTi 3 dipmun- yNOBHOBaXeHOI ocobu, BignosigansHoi 3a
PO34YMHHMKOM (BOAa Anst BUPOGHMKa 30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
iH'ekwin) no 2 mn B TOB dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
amnyni B kopobui 3 «HaykoBo- dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
KapTOHYy BMPOGHMYa Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
KOMMaHisi 3AiMCHEHHSA hapmakoHarnsgy (BKoYvanym
«IHTepdapmbi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
OTeK», arna cuctemu chapmakoHarnsay) - NMponoHoeaHa
YkpaiHa) pepakuis: JasnaoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX
15. | AlIb®AMNEIM® - C niogpinizaT Ans po3vmHy TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14620/01/04
NEFNHTEP®EPOH ans iH'ekuin no 150 mkr, DOAPMA" "BANAPTIH 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuernmom
AlIb®A-2B 1 donakoH 3 DAPMA", Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
niocpinizatom y kopobui YkpaiHa y3aranbHeHUX AaHux Npo cuctemy
3 KapToHy; 1 chnakoH 3 (nakyBaHHs 3 hapmakoHarnagy (BBeAeHHs y3aranbHeHUX faHnx
niodpinizatom y dopmum in bulk npo cuctemy apMakoHarnsgy, amiHa
KOMMNNekKTi 3 dipmun- yNOBHOBaXeHOI 0cobu, BignosiaansHoi 3a
PO34YMHHMKOM (BOAA Ans BUPOGHMKa 3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHOI ocobu 3
iH'ekuin) no 2 mn B TOB dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
amnyni B kopobuii 3 «HaykoBo- dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA
KapTOHYy BMPOGHMYa Bif] ynoBHOBaxeHOi ocobw, BignoBigansHoi 3a
KOMMaHis 3aincHeHHA bapmakoHarnsagy (Bkrovaroym
«IHTepcapmbi KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
oTeK», arina cuctemun chapmakoHarnsagy) - lNponoHosaHa
YkpaiHa) pepakuis: Jasuaosa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHWX
16. | AlIb®APEKIH® niogpinizaT Ans po3ymHy TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: - UA/15134/01/01
AN iH ekuih no 1 MnH DOAPMA" "HaykoBo- 3MiHu | TUny - 3MiHK Wwopo Ge3neku/edhekTUBHOCTI
MO in bulk: no 50, 500 BUpobHMYa Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
abo 1000 dpnakoHiB 3 KOMMaHis y3aranbHeHUX AaHux Npo cuctemy
niocponizatom B KOPOOL "IHTepdpapmbi dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
3 KapTOHY oTek" npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3[incHeHHs hapmakoHarnsgy (BkoYaoym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
arna cuctemu chapmakoHarnsgy) - NMponoHoeaHa
pepakuis: JasnaoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHMX
17. | AlIb®APEKIH® cynosuTtopii pekTanbHi, TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: - UA/15129/01/01
no 250 tuc. MO in bulk: PAPMA" "HaykoBo- 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI
no 5 cynosutopiis y BMpPOGHUMYa Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
ctpuni; no 100 cTpunis B KOMMaHis y3aranbHeHUX AaHux Npo cuctemy
KapTOHHiI kopooLj "IHTepcdapmbi dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
oTek" npo cuctemy apmakoHarnsgy, amiHa
yNOBHOBaXeHOI ocobw, BignosigansHoi 3a
3AiNCHEHHS (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJl yNOBHOBa)XeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
anna cucremu papmakoHarnsgy) - NponoHoBaHa
penakuisi: JaBngosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX JaHMX
18. | AlIb®APEKIH® cynosuTopii pekTanbHi, TOB "BANAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: - UA/15129/01/02
no 500 tuc. MO in bulk: DAPMA" "HaykoBo- 3MiHu | TUny - 3MiHK Wwopo Ge3neku/edhekTUBHOCTI
no 5 cynosutopiis y BMPOGHMYa Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
ctpuni; no 100 cTpunis B KOMMaHisi y3aranbHeHVX AaHnX Nnpo cuctemy
KapTOHHI kopobui "IHTepdapmbi dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
oTek" npo cuctemy apmMakoHarnsgy, amiHa

yrnoBHOBaXeHoi ocobu, BignosiganbHoi 3a
34iMCHEHHS (hapMaKoHarnsiay; KOHTakTHOI ocobu 3
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA
Bifj ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
davina cuctemu papmakoHarnsay) - lNponoHoBaHa
pepakuis: JasngoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHWX

19.

AlNb®APEKIH®

Cyno3nTopii peKkTanbHi,
no 1 mnH MO in bulk: no
5 cynosuTopiiB y cTpuni;
no 100 cTpwunis B
KapTOHHiI kopooLj

TOB "BAJTAPTIH
DAPMA"

YkpaiHa

TOB
"HaykoBo-
BMpPOGHUMYa

KOMMaHis
"IHTepcdapmbi
oTek"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHWX AaHnX npo cucTemy
hapmakoHarnaay (BBeAeHHs y3aranbHeHUX faHnx
npo cuctemy papMakoHarnsgy, amiHa
yNoBHOBaXeHOI ocobw, BignosigansHoi 3a
3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLWo BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
anna cuctemu papmakoHarnsgy) - NponoHoBaHa
pepakuis: JaBngosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHWX

UA/15129/01/03

20.

ANb®APEKIH®

cynosuTopii pekTanbHi,
no 250 tuc. MO no 5
Cyno3unTopiiB y CTpuni;
no 2 CTpUNM B KAPTOHHI
kopoobui

TOB "BAJTAPTIH
SAPMA"

YkpaiHa

TOB
"HaykoBo-
BMPOGHMYa

KOMNaHis
"IHTepdapmbi
oTek"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsay. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHnX Nnpo cuctemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEeHUX AaHUX
npo cuctemy apMakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLo BoHa BiAMiHHA
Bij ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsigy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
arna cuctemu chapmakoHarnsgy) - NMponoHoBaHa
pepakuisi: JaBngosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHWX

3a
peuenmom

UA/15128/01/01

21.

AlNb®APEKIH®

Cyno3nTopii peKkTanbHi,
no 500 tuc. MO no 5
CynosuTopiiB y cTpuni;
no 2 CTpUNu B KAPTOHHI
kopoobui

TOB "BAJTAPTIH
OAPMA"

YkpaiHa

TOB
"HaykoBo-
BUpobHMYa

KOMMNaHis
"IHTepdapmbi
oTex"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI ocobw, BignosigansHoi 3a

3a
peuenmom

UA/15128/01/02
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

3AiMCHEHHSA (hapMaKkoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJj ynoBHOBaXeHOi ocobw, BianoBigansHoi 3a
3AiMCHEHHS hapmakoHarnsgy (Bkovaym
KOHTaKTHi gaHi) Ta/abo 3mMiHM y po3MmilLeHHi macTep-
arnna cuctemu papmakoHarnsgy) - NponoHoBaHa
pepakuis: JasngoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX JaHMX

22.

ANb®APEKIH®

cynosuTopii pekTanbHi,
no 1 mnH MO no 5
Cyno3nTopIiB y CTpuni;
no 2 CTpUNM B KAPTOHHIN
kopoobui

TOB "BAJTAPTIH
SAPMA"

YkpaiHa

TOB
"HaykoBo-
BMPOGHMYa

KOMNaHis
"IHTepdpapmbi
oTek"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsay. BeegeHHst abo 3MiHu oo
y3aranbHeHVX AaHnX npo cuctemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy papmMakoHarnsgy, amiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Bij ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
arina cuctemu chapmakoHarnsgy) - NMponoHoeaHa
pepakuis: Jasngosa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX

3a
peuenmom

UA/15128/01/03

23.

AlNb®APEKIH®

Cyno3nTopii peKkTanbHi,
no 3 mnH MO no 5
CynosuTopiiB y cTpuni;
no 2 CTpUNu B KAPTOHHI
kopoobui

TOB "BAJTAPTIH
OAPMA"

YkpaiHa

TOB
"HaykoBo-
BUpobHMYa

KOMMNaHis
"IHTepdapmbi
oTex"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm oo
y3aranbHeHWX AaHuX npo cucTemy
hapmMakoHarnsaay (BBeAeHHs y3aranbHeHVX faHux
npo cuctemy capmMakoHarnsgy, aviHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3pircHeHHs hbapmakoHarnsgy (BkoYaoym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
arna cuctemu hapmakoHarnsgy) - NMponoHoeaHa
pepakuis: JasnaoBa OneHa MukonaiBHa. 3miHa
KOHTaKTHUX AaHWX

3a
peuenmom

UA/15128/01/04

24,

AlNb®APEKIH®

niodpinizaTt 4N posynHy
ans iH exuivi no 1 mnH
MO, 10 cpnakoHis 3
niocinasatom B
nNacTuKOBIN kaceTi; no 1
KaceTi B KAPTOHHI

TOB "BAJIAPTIH
DAPMA"

YkpaiHa

TOB
"BANAPTIH
DAPMA",
YkpaiHa;
BUPOBHMK
PO3YMHHMKA:

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy gpapMakoHarnsgy, amiHa

3a
peuerimom

UA/15135/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Kopobui; 5 dnakoHis 3 MAT ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
nioconisatom y "lanuidgapm", 30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
KOMNnekTi 3 5 amnynamu YkpaiHa dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
PO34MHHMKA NO 2 M1 (nakyBaHHS 3 dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA
(Bopda Ans iH'ekuin) B dopmu "in BiJj ynoBHOBaXkeHOi ocobw, BianoBifansHoi 3a
NNacTMKoBIN kaceTi; no 1 bulk" cipmu- 3aincHeHHA bapmakoHarnsagy (Bkrovaroum
KaceTi B KAPTOHHI BUPOOHMKa KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHiI macTep-
Kopobui; 1 donakoH 3 TOB hanna cuctemu papmakoHarnagy) - Hitoua
nioconisatom y "HaykoBo- pepakuis: CaByeHko Omutpo Ceprinosuy.
KOMMMekTi 3 1 amnynoto BUpoBHMYa MponoHoBaHa pepakuis: JaBunaosa OneHa
PO34YMHHMKA MO 2 M1 KOMMaHisi MukonaiBHa. 3MiHa KOHTAKTHMX OAHWX
(BOAa Ans iH'ekuii) "IHTepdapmbi
oTek",
YkpaiHa)

25. | AlIb®APEKIH® niogpinizaT Ans po3ymHy TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/14777/01/01
Ons iH'ekuin no 1 MrH PAPMA" "HaykoBo- 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuyenmom
MO, 10 cpnakoHis 3 BMPOGHUMYa Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
nioconisatom y KOMMNaHis y3aranbHeHUX AaHux Npo cuctemy
NNacTMKOBIN kaceTi; no 1 "IHTepcdapmbi dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
NNacTMKOBIN KaceTi B oTek" npo cuctemy apMakoHarnsagy, amiHa
KapTOHHiIN kopobuj; 1 yNOBHOBaXeHOI 0cobu, BignosiaansHoi 3a
dnakoH 3 niocponisatom 3AiMCHEHHS (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
B KOMMMekKTi 3 1 dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
amnyno Po3yYNHHMKA dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
(Boada Ans iH'ekuin) no 2 BifJ ynoBHOBaXkeHOi ocobw, BianoBifansHoi 3a
MI Y NNacTUKOBIN 30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KacerTi; No 1 nnacTuKoBin KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
KaceTi B KAPTOHHI hanna cuctemu papmakoHarnagy) - Hivoua
kopobui; 5 dhnakoHis 3 pepakuisi: CaByeHko Omutpo CepriioBuy.
niocpinizatom B MponoHoBaHa pegakuis: JaBugosa OneHa
KOMMNNekTi 3 5 amnynamu MukonaiBHa. 3MiHa KOHTAKTHMX SAHWX
pO34MHHYKKa (Boaa Ans
iH'ekwin), no 2 mn 'y
nracTUKOBIN kaceTi; no 1
NNacTMKOBIN KaceTi B
KapTOHHIN kopobui

26. | AlIb®APEKIH® nioginiaaT Ans po34nHy TOB "BANAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14777/01/02
ANs iH'ekuin no 3 MnH DOAPMA" "HaykoBo- 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
MO, 10 cnakoHis 3 BMPOGHMYa Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
nioconisatom y KOMNaHis y3aranbHeHVX AaHnX Npo cucTemy
NNacTMKOBIN kaceTi; no 1 "IHTepdapmbi dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
NNacTMKOBIN KaceTi B oTek" npo cuctemy papmMakoHarnsgy, amiHa

KapTOHHiIN kopobui; 1
dnakoH 3 niocponizatom
B KOMMNexkTi 3 1
amryrow po3yYnHHMKa
(Boga Ans iH'exuin) no 2

ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
Bif] ynoBHOBaXkeHOi ocobu, BignoBigansHoi 3a
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1

MI y NNacTUKOBIN 3AiMCHEHHS hapmakoHarnsgy (BKrovaym
KaceTi; No 1 nnacTMKoBIn KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
KaceTi B KApTOHHIN pavina cuctemu papmakoHarnsgy) - Lirova
Kopobui; 5 dhnakoHis 3 pepakuis: CaByeHko Omutpo Ceprinosuy.
niocpinizatom B MponoHoBaHa pepakuis: Jasnaosa OneHa
KoMnnekTi 3 5 amnynamu MukonaiBHa. 3MiHa KOHTaKTHMX OaHWX
pO34MHHYKKa (BoAa Ans
iH'ekwin) no 2 mn'y
NNacTMKOBIN kaceTi; no 1
NNacTMKOBIN KaceTi B
KapTOHHI kopobui

27. | AlIb®APEKIH® niogpinizaT Ans po3ymHy TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/14777/01/03
Ons iH'ekuin no 5 mnH PAPMA" "HaykoBo- 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuyenmom
MO, 10 cpnakoHis 3 BMPOGHMYa Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
nioconisatom y KOMMNaHis y3aranbHeHUX AaHux Npo cuctemy
NNacTMKOBIN kaceTi; no 1 "IHTepcdapmbi dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
NNacTMKOBIN KaceTi B oTek" npo cuctemy papMakoHarnsgy, amiHa
KapTOHHiIN kopobuj; 1 yNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
dnakoH 3 niocponisatom 3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
B KOMMNMekTi 3 1 dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
amnyno Po3yYNHHMKA dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
(Boaa ans iH'ekuin) no 2 BifJ ynoBHOBaXkeHOi ocobw, BiAnoBifansHoi 3a
MI Y NNacTUKOBIN 30iACHEHHS (hapMakoHarnsigy (Bkrovaym
KacerTi; No 1 nnacTMKoBin KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
KaceTi B KAPTOHHI hanna cuctemu papmakoHarnagy) - Hitoua
kopobui; 5 dhnakoHis 3 penakuis: CaByeHko Omutpo CepriioBuy.
niodinizatom B MponoHoBaHa pegakuis: JaBuaosa OneHa
KoMnnekTi 3 5 amnynamu MukonaiBHa. 3MiHa KOHTAKTHMX SAHWX
pO34MHHYMKa (Boda ANs
iH'ekwin) no 2 mn'y
nnacTUKOBIN kaceTi; no 1
NNacTMKOBIN KaceTi B
KapTOHHI kopobui

28. | AlIb®APEKIH® nioginiaaT Ans po34nHy TOB "BANAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14777/01/04
Ans iH'ekuin no 9 MnH DOAPMA" "HaykoBo- 3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI peuenmom
MO, 1 dnakoH 3 BMPOGHMYa Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
nioginizatom B KOMNaHis y3aranbHeHVX AaHuX Npo cucTemy
KoMnnekTi 3 1 amnynoto "IHTepdapmbi dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
po34MHHKKa (BoAa Ansi oTek" npo cuctemy apmMakoHarnsgy, amiHa

iH'ekwin) no 2 mn'y
nnacTUKoBIN kaceTi; no 1
NNacTUKOBIN KaceTi B
KapTOHHiIN Kopobuyi

ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsigy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
davina cuctemu papmakoHarnsagy) - Hirova
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
pepakuisi: CaByeHko Omutpo Ceprinosuy.
MponoHoBaHa pepakuis: Jasuaosa OneHa
MwukonaiBHa. 3MiHa KOHTAKTHUX AaHUX
29. | Allb®APEKIH® nioginiaaT Ans po34nHy TOB "BANAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14777/01/05
Ans iH'ekuin no 18 MnH DOAPMA" "HaykoBo- 3MiHu | TUny - 3MiHK Wopo Ge3neku/edhekTUBHOCTI peuenmom
MO, 1 dnakoH 3 BMPOGHMYa Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
nioginizatom B KOMNaHis y3aranbHeHVX AaHnX Npo cuctemy
KomnnekTi 3 1 amnynoto "IHTepdapmbi dapmakoHarnagy (BBeAeHHs y3aranbHEHNX AaHnx
pO34MHHKKa (BOAA Ansi oTek" npo cuctemy apMakoHarnsgy, amiHa
iH'ekwin) no 2 mn'y ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
nnacTUKoBIN kaceTi; no 1 30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
NnacTUKOBIN KaceTi B dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHS
KapTOHHiIl kopooLi dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Bij ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
penakuis: CaByeHko Omutpo CepriioBuy.
MponoHoBaHa pepakuis: JaBnaosa OneHa
MwukonaiBHa. 3MiHa KOHTAKTHUX AaHUX
30. | AlIb®APEKIH® cynosuTtopii pekTanbHi, TOB "BAJNAPTIH YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: - UA/15129/01/04
no 3 mnH MO in bulk: no PAPMA" "HaykoBo- 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
5 cynosuTopiiB y cTpuni; BMpPOGHUMYa Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
no 100 cTpwunis B KOMMaHis y3aranbHeHUX AaHux Npo cuctemy
KapTOHHiI kopooL "IHTepcdapmbi dapmakoHarnsay (BBeAeHHS y3aranbHeHUX faHux
oTek" npo cuctemy apMakoHarnsgy, amiHa
yMOBHOBaXeHOI 0cobu, BignosigansHoi 3a
3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BiAnoBiganbHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
anna cucremu papmakoHarnsgy) - NponoHoBaHa
pepakuis: JaBngosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHWX
31. | AMBPOXEM cupon, 15 mr/5 mn no "Xemodhapm" Al Cepbis BUPOBHMK Cepbis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/12899/01/01
100 mn y nnsawui; no 1 roToBOro 3MiHu | TUny - 3miHa cdbopmu abo poamipy peuenma
nnawui 3 MipHoto niKapcbKoro KOHTEWMHepa 4n 3aKynoproBarbHOro 3acoby
NNacTVKOBOIO FTOXKKOK B 3acoby, (NepBUHHOT ynakoBku) (HECTEpWIbHi NiKapcbkKi
KapTOHHIl kopobui nepBrHHE 3acobu) — BBEAIEHHS arnbTepHATUBHOI NEPBUHHOI
nakyBaHHs, yNakoBKM, @ CaMe KPULLIKM i3 CUCTEMOtO "3axumCT Big
BTOPUHHE aiTen" (3mMiHa Kopnycy Ta BHYTPILLHLOTO eNeMeHTy
nakyBaHHs1, KPWLLIKKM, SIKi HE KOHTaKTYIOTb 3 MikapCbKum
KOHTPOIb 3aco6om). [NepBUHHMIN NakyBanbHUA MaTepian He
AKOCTI: 3MiHMBCS

«Xemodapm»
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
Al, Bpwau,
Biaain
BMPOGHMYa
OinbHUUA
LLabau,
Cepbis;
BUPOBHMK,
BiANoBiganbHU
1 3a BUNYyCK
cepii:
«Xemodapm»
All, Cepbis
32. | AMIHA3UH- TabneTtkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/1118/02/01
300POB'A 060noHKoto, no 25 wr, obmexeHo obMexeHow 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
no 10 Tabnetok y BiANoBiganbHiCTIO BiAgnoBiganbHi Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
6nictepi; no 2 6nictepu "PapmaueBTUyHa CTHO 3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
Y KapTOHHIlA kopobui; no KOMNaHis "PapmaueBTn nocBigYeHHs, BktoYatoun NnaH ynpaeniHHA
20 Tabnetok y 6nictepi, "3popos'a" YHa KOMnNaHis pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
no 1 6nictepy y "3popos'a" BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
KapTOHHiIl kopobuj; no [04aTKOBMM aHUMU, LLIO MaloTb HagaBaTucs
20 TabneTtok y KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
Gnictepax CyTTEBA OLiHKA KOMMETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
0o MNopsiaky NPoBeAEHHS eKCNePTU3N
peecTpauinHux MaTepianisB Ha nikapcbki 3acobu, Lo
noaarTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpalio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiH1X MaTepianis
NpOTSArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
33. | AMITPUNTUNIH TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/4872/01/01
060rnoHKoto, no 25 wr, obmexeHo BMPOGHMLTBA, 3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peuenmom
no 25 Tabnetok y BignoBiganbHicTo KOHTPOMb rOTOBOIO MikapCbKoro 3acoby (iHLWi 3MiHU y
6aHkax, no 25 Tabnetok | "[ocnigHui 3aBof AKOCTI, BUMYCK mMeToAax BUNpobyBaHb (BKMoYaoum 3amiHy abo
y KOHTenHepax, no 10 "rTHUC" cepii: [OOMOBHEHHS)); CyNyTHS 3MiHa: 3MiHa napameTpis
TabneTok y 6nictepax; ToBapucTso 3 cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
no 10 TabneTtoky obmexeHoto nikapcbkoro 3acoby (iHLwi 3MiHK)
6nicTepi; no 5 6nictepis BignosiganbHi
y kopobui cTio
"®apmaneBTu
YHa KOMnaHis
"3popos's",
YkpaiHa; BCi

cTagii
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
BUpPOBHMUTBA,
KOHTPOMb
SKOCTI, BUMYCK
cepii:
ToBapucTBo 3
obmexxeHoto
BignoBiganbHi
cTio
"[ocnigHun
3aBof
"rHunc:,
YkpaiHa
34. | AMOKCUKNAB® NMOPOLLOK A1 oparnbHOi CaHpos CnoBeHis BUPOOHMUTBO CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/7064/02/02
cycneHnsii (125 mr/31,25 dapmacbloTikana 3a NOBHUM 3MiHuM | TUNY - NO4aHHA OHOBIIEHOrO cepTudikaTy peuenmom
mr B 5 mn) no 25 r (100 n.o. LIMKIOM, BiQNOBIQHOCTI €Bponericbki hapmakonei ans
MIT) MOPOLLKY Y cpriakoHi; BUWMYCK Cepil: [iloY0i pevyoBUHM Kanitlo KraBynaHar Bif
no 1 cpnakoHy pasom 3 Jek 3aTBEPKEHOro BUPOOHUKa, 3MiHa agpecu
NOPLLHEBOIO MINETKOI B dapmaueBTuy BMpOGHUWKa cybcTaHuil; 3anponoHoBaHo: R1-CEP
KapTOHHiIl Kopobui Ha KoMnaHig A. 2003-262-Rev 02; 3minu | Tuny - 3miHa y meTogax
a. BunpobyBaHHs A®l abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS y npoueci BupobHuutea AdI - B
OnuUc aHaniTMYHNX MeTOAIB AN BU3HAYEHHS
aKTUBHOI cybcTaHLUii kucnoTta knaeyrnaHoBa y
BUIMsiAi KanieBoi coni BHECEHO He3HAYHi 3MiHK
35. | AMOKCUKNAB® 2S MOPOLLIOK A5 oparbHOT CaHpo3s CroBeHisi BUWMYCK cepil; CnoBeHis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/15213/01/01
cycneHasii (400 mr/57 mr dapmacbloTikana BUPOGHULITBO 3MiHu | TUNYy - 3mMiHa napameTpiB cneundikain peuenmom
B 5mn)no 8,75r (35 Aa.a. 3a MOBHUM Ta/abo [oMyCTUMUX MeX AN AOMOMIKHOI
mn) abo no 17,5 (70 umknom: Jlek PEYOBUHY - BUINyYeHHS 3i crneumadikauii JONOMDKHOI
MIT) MOPOLLKY Y MASILLLY, dapmaueBTuy pPEeYOBMHM apoMaTn3aTop AUKOI BULLHI po3ainy
no 1 nnswuji pasom 3 Ha KoMnaHis «YMoBwM 36epiraHHsA»; 3MiHU | TUNY - 3MmiHa Y
[03Y04010 NINeTKOo B a.a. MeToAax BUNPOoOyBaHHS AOMOMIXKHOI PEHYOBUHM -
KapTOHHI kopobui 3MiHa METOAUKN BU3HAYEHHSI OMOMDKHOI PEYOBUHU
apomaTtusaTop AMKOI BMLLIHI 3a gonomoroto TLUX, a
came: NoAOBXEHHS Yacy NporpiBaHHs NNacTuHK;
3anponoHoBaHo: 30 XBUAWH
36. | AHOUNAN-B Tabnetku, no 10 MAT "MoHdpapm" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHuX maTepianis: bes UA/6175/01/01
TabneTok y cTpunax; no "MoHdpapm" BUNPaBEHHS TEXHIYHOI MOMUIKM B OHOBMNEHMX peuenma —
10 TabneTok y cTpuni; MeToAax KOHTPOIO SKOCTi fikapCbkoro 3acoby B p. Ne10; 3a
no 1 ctpuny y "YnakoBka" (npuBedeHHsA HanucaHHA iHopmauii B | peyenmom —
po3aini "YnakoBka" k peectpauinHomy nocsigyeHHo | Ne20, Ne100

nanepoBOMYy KOHBEPTI;
no 10 Tabnetok y
cTpuni; no 2 abo no 10
CcTpuniB y nayui 3
KapToHy; no 10
TabneTok y 6nictepi; no
1, abo no 2, abo no 10

Ta IHCTPYKUii AN Megu4YHOro 3acToCyBaHHs), Hakas
MOS Ykpainn Ne 798 Big 14.07.2017
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

6nicTepiB y nayui 3
KapTOHY

37.

ATOPBAKOP®

TabneTku, BKPUTI
NMiBKOBOK 0BGOMOHKOIO,
no 10 mr, no 10
TabneTok y 6nictepi; no
3 abo 6 bnicTepiB y
nadui 3 KApTOHy

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpPOKEHNX MeTofax BUNPOBYBaHHS); 3MiHM |
TUMY - NOAAHHS HOBOTO cepTudikaTy BignNoBiAHOCTI
€sponencbkoi papmarkonei Ne RO-CEP 2012-179-
Rev 02 Big HoBoro BupobHuka A®l ATopsactatuH
KanbLito TpUrigpaT, sik Hacnigok, cneuudikadisa
BXiIHOrO KOHTporo Byna yHigikoBaHa Ans TPbOX
dipM, NOKa3HWKM AKOCTI BignoBigaTb BuMoram EP;
3MiHuM | TMNY - 3miHa y MeToaax BuNpobyBaHHS
roTOBOrO MiKapCbKoro 3acoby (ans npuBeaeHHs y
BignoBigHicTb 3 IdY abo €Bponeicbko
hapmakoneeto Ta BUIy4YEeHHS NOCUnaHHs Ha
3acTapinui BHYTPILWHIA MeToa BUNpoGyBaHHS i ioro
HOMep) - 3MiHM B METOAax KOHTPOSO FOTOBOrO
nikapcbkoro 3acoby 3a NMokasHWKOM
«MikpobionoriyHa YncToTay, B 3B’A3Ky 3
npvBeAeHHAM Yy BignoBigHicTb go AdY 1a EP

3a
peuerimom

UA/15677/01/01

38.

ATOPBAKOP®

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 20 mr, no 10
TabneTok y 6nictepi; no
3 abo 4 bnictepu y
nadui 3 KApTOHy

MAT "®apmak”

YkpaiHa

MAT "®dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TMNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa Y
3aTBepOKeHNX MeTofax BUNpobyBaHHS); 3MiHu |
TUMy - NOA4AHHS HOBOrO cepTudikaTy BiANOBIAHOCTI
€sponencbkoi papmarkonei Ne RO-CEP 2012-179-
Rev 02 Big HoBoro Bupo6Huka APl ATopBacTaTuH
KanbLito TpurigpaT, ik Hacnigok, cneuundikadis
BXiIHOro KOHTpoto Byna yHigikoBaHa Ans TPbOX
ipm, NOKasHMKM AKOCTI BignosigaTb BuMoram EP;
3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs
roTOBOrO NikapcbKoro 3acoby (ANns NpuBeAeHHs y
BignoBigHicTb 3 [1dY abo €Bponencbko
dapmakoneeto Ta BUNyYeHHs NOCUNaHHS Ha
3acTapinui BHYTPILWLHiA MeToa BUNpoOyBaHHS i ioro
HOMep) - 3MiHM B METOAaX KOHTPOSO FOTOBOro
nikapcbKoro 3acoby 3a NoKa3HWKOM
«MikpobionoriyHa YncToTay, B 3B’A3Ky 3
npuBefeHHsM y BignosigHicTe go AdPY ta EP

3a
peuenmom

UA/15677/01/02

39.

ATOPBAKOP®

TabneTku, BKPUTI
NNiBKOBOK 0BOMOHKO0,
no 40 mr, no 10
TabneTok y 6nictepi; no
3 6nicTtepu y nayui 3
KapTOHY

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHmMX maTepianis:
3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO MikapCcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpPOKEHNX MeToAax BUNPODBYBaHHS); 3MiHM |
TUMy - NOA4AHHSA HOBOrO cepTudikaTy BiANOBIAHOCTI
€Bponeicbkoi hapmakonei Ne RO-CEP 2012-179-
Rev 02 Big HoBoro B1po6Huka A®l AtopeacTaTuH

3a
peuenmom

UA/15677/01/03
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep

peecmpauyitiHo

e0

noceio4yeHHs!

KanbLito TpUrigpaT, sik Hacnigok, cneyudikadis
BXiIHOro KOHTporo Byna yHigikoBaHa Ans TPbOX
dipMm, NOKa3HWKN AKOCTI BignoBigawTb BuMoram EP;
3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs
rOTOBOrO fikapcbKoro 3acoby (Ans NpMBeaeHHs y
BignoBigHicTb 3 IdY abo €Bponeiicbko
hapmakoneeto Ta BUIMy4YEeHHS NOCUNaHHA Ha
3acTapinuin BHyTPILWLHiA MeToa BUNpobyBaHHS i ioro
HOMep) - 3MiH1 B METOAAax KOHTPOIO rOTOBOrO
nikapcbkoro 3acoby 3a Nokas3HWKOM
«MikpobionoriyHa uncTotay, B 3B’A3Ky 3
npuBeAeHHAM Yy BignoBigHicTb 4o OdY 1a EP

40.

ATOPBAKOP®

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 80 wmr, no 6 TabneTtok
y bricTtepi; no 5
GnicTepiB y nayui 3
KapToOHYy

MAT "®apmak”

YkpaiHa

MAT "®dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa Y
3aTBepKeHNX MeTofax BUNpobyBaHHS); 3MiHu |
TUMy - NOA4AHHSA HOBOrO cepTudikaTy BiANOBIAHOCTI
€sponencbkoi papmarkonei Ne RO-CEP 2012-179-
Rev 02 Big HoBoro Bupo6Huka API ATopBacTaTuH
KanbLito TpurigpaT, ik Hacnigok, cneuundikadis
BXiIHOro KOHTponto Byna yHigikoBaHa Ans TPbOX
ipm, NOKasHMKM AKOCTI BignosigaTb BuMoram EP;
3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHs
roTOBOrO MiKapCbKOro 3acoby (Ans npuBeaeHHs y
BignoBigHicTb 3 [JPY abo €BponencbKo
dapmakoneeto Ta BUNyYeHHs NOCUNaHHS Ha
3acTapinui BHyTPILWLHIA MeToa BUNpoGyBaHHS i ioro
HOMep) - 3MiHM B METOAaXx KOHTPOSO0 FOTOBOro
nikapcbKoro 3acoby 3a NoKa3HWKOM
«MikpobionoriyHa YncToTay, B 3B’A3KY 3
npuBefeHHsM y BignosigHicTe go AdY ta EP

3a
peuenmom

UA/15677/01/04

41.

A®NYBIH®
NEHUUKNOBIP

kpem 1 %, no 2 r B Ty0i,
no 1 Ty6i y kKapTOHHIN
Kopobui

TOB "OMETA
DAPMA
YKPAIHA"

YkpaiHa

BUPOGHULITBO
3a NMoBHUM
LIMKITOM:
MepxeHikc
Benentokc HB,
Benbris;
BUPOGHULTBO
niKapcbKoro
3acoby,
nepBUHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
KOHTpPO~b
SKOCTI:
Hogapric

Benbrisi/
Himevumna

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MmiHn | Trny - 3MiHK 3 sKoCTi. [OTOBUI NiKapCbKK
3aci6. 3MiHn y BMpo6HMUTBI. 3amiHa abo BBeAeHHS

[o[aTKoBOT AiNbHULI BUPOBHULTBA AN YacTUHM
abo BCbOro BUPOBGHMYOrO NpoLEecy roToBOro
nikapcbkoro 3acoby (AinbHNLA AN BTOPUHHOIO
nakyBaHHs1) (BBeAEHHs1 4OAATKOBOI AinbHuULi Ans
BTOPUHHOrO nNakyBaHHa MegxeHikc beHentokc HB,

Benbris) (TepmiH BBEAEHHA 3MiH MPOTAroM 6-Tu

MicsaiB nicns 3aTBepaxeHHs); 3MiHu | Tuny - 3MiHK
3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6. 3miHW y
BMpobHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
AinbHWLi BUpOBHULTBA ANS YacTMHKM abo BCbOro
BMPOBHMYOro MnpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULA ANS NEPBUHHOIO NaKyBaHHS)
(BBEAEHHS A0AATKOBOI AiNbHMUI AN NEPBUHHOIO

bes
peuenma

UA/7440/01/01




3aseHuUK

Kpaina

BupobHuk
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Kpaina

IIponosxeHHs nonaTka 3

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3asi6HUKa

8UPO6HUKa

nakyBaHHs MemxeHikc BeHnentokc HB, benbrist)

noceio4yeHHs!

dapma

(TepmiH BBeOEHHS 3MiH NPOTSArom 6-Tn micauis

TOB "OMETA

YkpaiHa

MpopaykuioHc

HimeuunHa

M6X,

BUPOOHMUTBO
3a NoBHUM

Benbris/
Himevumna

nicnsa 3aTBepaXeHHs1); 3MiHu | Tuny - 3MiHun 3
skocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y
BMpobHMUTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
AinbHULI BUpOBHULITBA ANs YacTUHKN abo BCbOro
BMPOBHNYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHMLA, Ha SKin NpoBoAATbLCS Oyab-AKi
BMPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepi,
KOHTPOJI0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOMO
nakyBaHHs1, 41151 HECTePUIbHUX Nikapcbkux 3acobiB)
(BBEOEHHSA OAATKOBOI AiNbHULI BUpOOHMLTBA
Mepnxenikc Bernentokc HB, Benebrisi) (TepmiH
BBEAEHHS 3MiH NPOTSArom 6-Tu micsauiB nicns
3aTBepkeHHs); 3MiHu | Tuny - 3MiHM 3 SIKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3MiHa iMnopTepa/3amiHu, Lo CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA BUpOBHMKa, LLO
BiAMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyaroum koHTponb/BUNpobyBaHHs cepii (3aMiHa
BMPOBHMKa, SKWUI BiANOBiAa€e 3a BUMYCK cepii)
(TepmiH BBEOEHHS 3MiH NPOTArom 6-Tu Micauis
nicns 3aTBepaKeHHs); 3minu | Tuny - 3miHm 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOBHMUTBI. 3MiHa imnopTepa/amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi
roToOBOro fikapcbKoro 3acoby (3amiHa abo
[oaaBaHHA OinbHULI, Ha SKil 30IACHIOETLCS
KOHTpOnb/BUNpobyBaHHS cepii) (BBeAEHHS!
[00AaTKOBOI AiNbHULI Ha SKi 30iNCHI0ETLCA
KOHTponb/BUNpobyBaHHs cepii MeaxeHikc
BeHentokc HB, Benbrist) (TepmiH BBeQEHHS 3MiH
npoTArom 6-Tn MicALiB Nicnsa 3aTBepAXEHHS)
BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MmiHn | Trny - 3MiHK 3 sKoCTi. [OTOBUI NiKapCbKK

6e3
peuenma

42.

A®NYBIH®
NEHLUWKNOBIP
TOHYBAJIbHUU

kpem 1 %, no 2 r B Ty6i,
no 1 Ty6i y kKapTOHHIN
Kopobui

PAPMA
YKPAIHA"

LIKIIOM:
MepkeHikc
BeHentokc HB,
Benbris;
BUPOOHMLUTBO
niKapcbKoro
3acoby,
nepBuHHe
nakyBaHHs1,
BTOPUHHE

3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo BBeAeHHS

[04aTKOBOI AinbHULI BUPOOHMUTBA Anst YaCcTUHU

abo BCbOro BUPOBGHMYOrO NpoLEeCy roTOBOro

nikapcbkoro 3acoby (AinbHMUA ANsS BTOPUHHOTO
nakyBaHHs1) (BBeAEeHHSA A0AaTKOBOI AiNbHUL ANS
BTOPUHHOrO nNakyBaHHa MegxeHikc beHentokc HB,
Benbria) (TepmiH BBEAEHHA 3MiH MPOTAroM 6-Tu
MicauiB nicnsa 3atBepaXeHHs); 3MiHu | Tuny - 3MiHn
3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6. 3miHW y

BMpobHMUTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI

NakyBaHHA,

LOinbHULi BUPOOHULTBA ANst YAaCTUHU abo BCbOro

UA/13113/01/01




19

Kpaina

IIponosxeHHs nonaTka 3

PeecmpauyitiHa npoyedypa

Homep
peecmpauyitiHo

Ymosu
eionycky

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

8UPO6HUKa

20
noceio4yeHHs!

BVIpOﬁHVNOI'O npowecy rotoesoro J'IiKapCbKOFO

KOHTpPO~b
SAKOCTI:
Hogapric
dapma
MpopaykuioHc
M6X,
HimeuunHa

YkpaiHa

3aco0y (AinbHULSA AN NEPBUHHOIO NaKyBaHHS)
(BBEAEHHS 4OAATKOBOI AiNbHULI AN NEPBUHHOIO
nakyBaHHs MemxeHikc BeHnentokc HB, benbrist)
(TepmiH BBEAEHHS 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepaXeHHs1); 3MiHu | Tuny - 3MiHmn 3
sikocTi. [0TOBMI Nikapcbkui 3aci6. 3MiHn y
BMpobHMUTBI. 3amiHa abo BBeAeHHS A0AaTKOBOI
AinbHNLI BUpOBHULTBA ANS YacTMHM abo BCbOro
BMPOBHMYOro MNpoLecy roToBoro Nikapcbkoro
3acoby (AinbHMLA, Ha SKin NpoBoAATLCS Oyab-AKi
BMPOGHWYI cTafii, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOMO
nakyBaHHs, 4151 HECTEPUIbHUX Nikapcbknx 3acobiB)
(BBEOEHHSA 0AATKOBOI AiNbHULI BUpOBHMLTBA
MepxeHikc benentokc HB, Benbris) (TepmiH
BBEAEHHS 3MiH NPOTSArom 6-Tu micAuiB nicns
3aTBepKeHHs); 3MiHu | Tuny - 3MiHM 3 IKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3MiHa iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA BUPOBHMKa, L0
BiANoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bknitouaroum koHTponb/BUNpobyBaHHst cepii (3aMiHa
BMPOGHMKa, SIKWUI BiANOBiAa€e 3a BUMYCK cepii)
(TepmiH BBEOEHHS 3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepaKeHHs); 3miHu | Tuny - 3miHm 3
skocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa imnopTepa/amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi
roToBOro fikapcbKkoro 3acoby (3amiHa abo
[oOaBaHHA OinbHULI, Ha SKil 30IACHIETLCS
KOHTpOnb/BUNpobyBaHHS cepii) (BBeAEHHS!
[00AaTKOBOI AiNbHULI Ha SIKi 30iNCHI0ETLCA
KOHTponb/BUNpobyBaHHs cepii MemxeHikc
BeHentokc HB, Benbrist) (TepmiH BBeQEHHS 3MiH
npoTArom 6-Tn MicALiB Nicnsa 3aTBepAXEHHS)
BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:

6e3 UA/6219/01/01

43.

BENNACTE3UH

Tabnetkun, no 10
TabneTok y 6nictepi; no
1 6nictepy B nayui 3
KapTOHY

My6niyne
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LieHTp
"BopLuariBcbkuii
XimiKo-
hapmaLeBTU4HNIA

YkpaiHa

3aBog"

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA

LeHTp
"BopLuariBcbk

NI XiMmiKo-

dapmaueBTny

HWIA 3aBog”,

3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM AaHNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHVUM OpraHoM, OCKIflbKU BUMaraeTbcs

peuenma

CyTTEBA OLliHKa KOMMETEHTHNM OpI'aHOM)




20 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
YkpaiHa; (BukoHaHHS 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY
ToBapucTtBo 3 1.13 nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 goaatky 15
obmexeHo 0o Mopsaky NpoBeAEHHS ekcnepTusm
BignoBiganbHi peecTpauinHMX MaTepiarniB Ha nikapcbki 3acobu, Lwo
cTio noaalTbCH Ha AepXXaBHY peecTpaLito
"ArPO®APM", (nepepeecTpalito), a Takox ekcnepTuam matepianis
YkpaiHa NpPo BHECEHHS 3MiH O PEECTPALIiHNX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigyYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
44. | BETAOUHE® necapii no 200 mr, no 7 Ankanoig AL- Pecny6bnika Ankanoin A- Pecny6bnika BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: b6e3 UA/3515/01/01
necapiiB y ctpuni Ckon'e MakepfoHist Ckon'e, MakepoHisi/ 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma
(anbBeoni); no 2 ctpunu Pecny6bnika CnoBeHisi Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
Y KapTOHHIlA kopobui MakepoHis; y3aranbHeHUX AaHux Npo cuctemy
TOB dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
“MAPI®APM”, npo cuctemy papMakoHarnsgy, amiHa
CnoBeHis yNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
3AiMCHEHHSA (hapMaKkoHarnsay; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapmakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
hanna cuctemu papmakoHarnagy) - Hitoua
penakuisi: YnoBHoBaxeHa ocoba 3asiBHUKa,
BignosiganbHa 3a hapmakoHarnsag - MapiHa
€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXeEHOI 0co6K 3asiBHMKa ANs 3A4iNCHEHHS
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakuisi: YNoBHOBaxeHa ocoba
3asBHYMKa, BignoeigansHa 3a papmMakoHarnsg -
Onisepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANst 3OiNCHEHHSI
dapmakoHarnsay - 'pyaHuubkuii Irop
BonogumMupoBuy. 3MiHa KOHTaKTHUX OaHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX AaHMX
KOHTAKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHH MacTep-anna
45. | BYTAOIOH masb, 0,05r/1rno20r BAT "lepeoH YropwuHa BAT "lepeoH YropwmHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/6864/01/01
B Ty6i 3 PixTep" PixTep" 3MiHu | TUNY - NogaHHA OHOBIIEHOrO cepTudikaTa peuenma
nonieTuneHoBMm BignoBigHOCTI €Bponericbkin hapmakonei Ne R1-
KOBMa4KoM, SIKUIN Mae CEP 2004-244-Rev 03 ans pjto4oi pe4oBnHN
nepdopauiviHui Phenylbutazone Big Bxe 3aTtBepaXeHoro
HaKoHe4YHuK; no 1 Ty6i B BMPOGHMKa
KapTOHHI kopobui
46. | BASOTAN Tabnetkn no 5 mr no 10 "XEMO®APM" ALl Cepbisi BMPOGHMK BocHis i BHECEHHS 3MiH 10 peecTpauiiH1x MaTepianis: 3a UA/13724/01/01




21 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
TabneTok y 6nictepi; no roToBOro epueroBuHa/ 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
2 6nictepy B KapTOHHIN nikapcbkoro Cepbis Ta chbapmakoHarnsay. BeegeHHst abo 3miHu oo
kopoobui 3aco0y, y3aranbHeHUX AaHnX Npo cUcTemy
nepBuHHe dapmakoHarnsay (BBeAeHHS y3aranbHeHUX faHuX
nakyBaHHs, npo cuctemy chapmakoHarnsgy, aMmiHa
BTOPUHHE yNOBHOBaXeHOI 0cobw, BignosigansHoi 3a
nakyBaHHs, 3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
KOHTpOIb dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
cepii: dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
"XEMO®APM" BiJl yNnOBHOBaXXeHOi 0cobu, BignoBiganbsHoi 3a
0.0.0., BocHis i 3AiMCHEHHSA hapmakoHarnsgy (BKovaym
epueroBuHa; KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHiI macTep-
BMPOGHMUK, hanna cuctemu papmakoHarnagy) - Hivoua
BignoBiganbHu pepakuis: Asopcbka TeTsiHa |BaHiBHA.
1 3a BUNYyCK MponoHoBaHa pepakuis: Mpycbkuin CTaHicnas
cepii: BonoammupoBuy. 3miHa KOHTAKTHUX OAHWX
"XEMO®APM"
All, Cepbis
47. | BASOTAN Tabnetkn no 10 mrno 10 | "XEMODAPM" A} Cepbis BUPOBHMK BocHis i BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/13724/01/02
TabneTok y 6nictepi; no roToBOro epueroBuHa/ 3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI peuenmom
2 6nictepy B KapTOHHIN nikapcbkoro Cepbisn Ta chapmakoHarnsiay. BeegeHHst abo 3MiHu oo
Kopooui 3acoby, y3aranbHeHVX AaHnX Npo cucTemy
nepBUHHE bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
nakyBaHHs, npo cuctemy apmMakoHarnsgy, amiHa
BTOPUHHE ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
nakyBaHHs, 30iACHEHHS (hapMaKoHarnsiay; KOHTakTHol ocobu 3
KOHTpPO~b papmakoHarnsiay 3asiBHUKa Ans 30iNCHEHHS
cepii: dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
"XEMO®APM" Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
A.0.0., bocHis i 30iACHEHHS (hapMakoHarnsiay (Bkrovaym
[epueroBuHa; KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
BMPOGHMUK, hanna cuctemu papmakoHarnagy) - Hivoua
BianoBiganbHU pepakuis: fBopcbka TeTsiHa |BaHiBHA.
1 3a BMNyCK MponoHoBaHa pegakuisi: Mpycbkuii CTanicnas
cepii: BonoammupoBuy. 3miHa KOHTAKTHUX OAHWX
"XEMO®APM"
A, Cepbis
48. | BANE3A® TabneTku, BKPUTI Ankanoin Al Pecny6bnika BTOPUHHE Pecny6bnika BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/13308/01/01
NNiBKOBOK 0BOMOHKO0, Ckon'e MakenoHis naKyBaHHs, MakenoHis/ 3MiHu | TUny - 3MiHK Wopo Ge3neku/edhekTUBHOCTI peuenmom
no 40 mr no 10 TabneTtok KOHTpOrb Ta IHais Ta chapmakoHarnsaay. BeegeHHs abo 3miHm go
y 6nicTepi; no 3 BMNYCK cepii: y3aranbHeHUX AaHux Npo cuctemy
GnicTepu B KAPTOHHIN Ankanoig A dapmakoHarnagy (BBe4eHHs y3aranbHEHNX gaHnx
Kopobui Ckon'e, npo cuctemy chapmakoHarnsgy, aMmiHa
Pecny6bnika yroBHOBaXeHOoI ocobw, BignosigansHoi 3a
MakenoHisi; 30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHol ocobu 3
BUPOOHMLUTBO dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS

HeposdpacoBa

dapmakoHarnagy B YKpaiHi, AKW0 BOHa BiAMiHHA
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Horo BiJj ynoBHOBaXkeHOi ocobw, BignoBigansHoi 3a
npoaykTy, 3aincHeHHA bapmakoHarnsagy (Bkmnovaroum
nepBrHHE KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-
nakyBaHHs: hanna cuctemu papmakoHarnagy) - Hitoua
TToniH pedakuis: YnoBHoBaxeHa ocoba 3asiBHUKa,
Nimiten, IHaia BignosiganbHa 3a dhapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXEHOI 0CO0M 3asiBHVKa ANs 3AiNCHEHHS
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
lMponoHoBaHa pefakLisi: YNoBHOBaXeHa ocoba
3asiBHMKA, BiAnoeiganbHa 3a hapMakoHarnsag -
Onieepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 30iINCHEHHSI
dapmakoHarnsay - 'pyaHuubkuia Irop
BonoanmMupoBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX AaHWX
KOHTAKTHOI 0cobu. 3miHa Homepa mactep-danna.
3miHa Micue3HaxomKeHH MacTep-anna
49. | BANE3A® TabneTkn, BKpUTI Ankanoig Al Pecnybnika BTOPUHHE Pecnybnika BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/13308/01/02
NNiBKOBOK 0BOMOHKO0, Ckon'e MakenoHis nakyBaHHs, MakenoHis/ 3MiHu | TUny - 3MiHK Wopo Ge3neku/edhekTUBHOCTI peuenmom
no 80 mr no 10 TabneTok KOHTpOrb Ta IHAis Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y bricTtepi; no 3 BUWMNYCK Cepil: y3aranbHeHVX AaHnX Npo cucTemy
GnicTepu B KAPTOHHIN Ankanoig A dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
kopobui Ckon'e, npo cuctemy apmMakoHarnsgy, amiHa
Pecnybnika ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
MakenoHisi; 30iACHEHHS (hapMaKoHarnsiay; KOHTakTHol ocobu 3
BUPOGHULTBO papmakoHarnsiay 3asiBHUKa Ans 30iNCHEHHS
Hepo3dacosa dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Horo Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
npoaykTy, 30iACHEHHS (hapMakoHarnsiay (Bkrovaym
nepBuHHE KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
naKyBaHHS: (parina cuctemu hapmakoHarnsagy) - Liroua
TroniH penakuisi: YnoBHoBaxeHa ocoba 3asiBHUKa,
Nimiten, IHais BignoBiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXeEHOI 0co6K 3asiBHMKa ANs 3A4iINCHEHHS
apmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakuisi: YNoBHOBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapmakoHarnag -
Onisepa lMaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 30iINCHEHHSI
dapmakoHarnagy - ['pyaHuubkui Irop
BonognmumpoBuy. 3miHa KOHTAKTHUX AAHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JaHMX
KOHTaKTHOI ocobu. 3miHa Homepa macTep-danna.
3miHa Micue3HaxomKeHHs MacTep-canna
50. | BANIE3A® TabneTku, BKPUTI Ankanoig AL Pecnybnika BTOPUHHE Pecnybnika BHECEHHS 3MiH 10 peecTpauiiH1x MaTepianis: 3a UA/13308/01/03
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NniBKOBOI 0BONOHKOIO, Ckon'e MakenoHis nakyBaHHs, MakepoHis/ 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
no 160 mr no 10 KOHTpOrb Ta IHAis Ta chbapmakoHarnsay. BeegeHHst abo 3miHu oo
TabneTok y 6nictepi; no BUNYCK cepii: y3aranbHeHUX AaHux Npo cuctemy
3 6nictepu B KAPTOHHIN Ankanoig ALl dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
Kopobui Ckon'e, npo cuctemy chapmakoHarnsgy, aMmiHa
Pecny6bnika yNOBHOBaXeHOI 0cobw, BignosigansHoi 3a
MakenoHis; 3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHOI ocobu 3
BUPOOHMLUTBO dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
Hepo3adpacoBa dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
HOro BifJ ynoBHOBaXkeHOi ocobw, BiAnoBifansHoi 3a
NPOAYKTY, 3AiMCHEHHS hapmakoHarnsgy (BKovanym
nepBrHHe KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
naKyBaHHS: hanna cuctemu papmakoHarnagy) - ivoua
ToniH pepakuis: YnoBHoBaxeHa ocoba 3asBHMKa,
Nimiten, IHaia BignosiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANs 30iINCHEHHSI
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
lMponoHoBaHa pefakuisi: YNoBHOBaxeHa ocoba
3asBHYKa, BignoeigansHa 3a papmMakoHarnsg -
Onisepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANs 30iNCHEHHSI
dapmakoHarnsaay - 'pyaHuubkuii Irop
BonognmMupoBuy. 3MiHa KOHTaKTHUX OaHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JaHMX
KOHTAKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHH MacTep-anna
51. | BAIICAPTAH KPKA TabneTkn, BKpUTI KPKA, o.a., Hoso CnoBeHis BUPOOHMLUTBO CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/14316/01/01
nniBkOBO 0BONOHKOIO, MecTo "in bulk", 3miHn | Trny - 3MiHK 3 sKoCTi. [OTOBUI NiKapCbKK peuenmom
no 80 wmr, no 14 nepBUHHE, 3aci6. 3MiHM y BUpOGHUMUTBI. 3MiHa
TabneTok y 6nictepi; no BTOPUHHE iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
2 abo 6 bnicTepiB y nakyBaHHs, KOHTPOIHO SIKOCTi FOTOBOIO NiKapCbKoro 3acoby
KapTOHHIl kopobui KOHTpOrb Ta (3amiHa abo foaaBaHHS AinbHULI, Ha SKin
BWNYCK cepii: 3[AiNCHIOETBCHA KOHTPOMb/BUNPOOYyBaHHSA cepii)
KPKA, a.4., (BBEOEHHSA 4OAATKOBUX AiNbHULbL A4S KOHTPOMO
HoBo mecTo, cepii roToBoro nikapcbkoro 3acoby. 3a3HayeHHs
CnoBeHis; YHKLUIN paHille 3aTBepKEHOro BUPOOHYMKa)
KOHTpPOIb
cepii:
KPKA, o.4.,
HoBo mecrTo,
CnoBeHis;
KOHTPOmb
cepii:
Keminab
A.0.0.,




24 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
52. | BAIICAPTAH KPKA TabneTkn, BKpUTI KPKA, o.a., Hoso CnoBeHis BUPOBHMLUTBO CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14316/01/02
nniBkoBO 0BONOHKOIO, MecTo "in bulk", 3MmiHn | Trny - 3MiHK 3 aKocTi. [OTOBUI NiKapCbKn peuenmom
no 160 mr, no 14 nepBUHHE, 3aci6. 3MiHM y BUpOGHUMLTBI. 3MiHa
TabneTok y 6nictepi; no BTOPUHHE iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
2 abo 6 bnicTepiB y nakyBaHHs, KOHTPOIHO SIKOCTi FOTOBOIO NiKapCbKoro 3acoby
KapTOHHiI kopobui KOHTpOrb Ta (3amiHa abo fgoaaBaHHs AinbHULI, Ha SKin
BMNYCK cepii: 3AiNCHIOETBCHA KOHTPOMb/BUNPOOYyBaHHSA cepii)
KPKA, a.4., (BBEOEHHSA 4OAATKOBUX AiNbHULL A4S KOHTPOMO
HoBo mecTo, cepii roToBoro nikapcbkoro 3acoby. 3a3HayeHHs
CnoBeHis; YHKLUIN paHille 3aTBEpKEHOro BUPOOHYMKa)
KOHTpOnb
cepii:
KPKA, o.4.,
HoBo mecrTo,
CnosBeHis;
KOHTPOmb
cepii:
Keminab
A.0.0.,
CnoBeHist
53. | BAJICAPTAH KPKA TabneTku, BKPUTI KPKA, a.a., HoBo CrnioBeHia BUPOGHULITBO CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/14316/01/03
NNiBKOBOIO 0BOOHKOM0, MecTo "in bulk", 3miHu | Tvny - 3miHKM 3 AkocTi. FoToBUIA NikapChKnii peuenmom
no 320 mr, no 14 nepBUHHE, 3aci6. 3MiHM y BUpOGHUMLTBI. 3MiHa
TabneTok y 6nictepi; no BTOpPUHHE iMnopTepa/amiHn, Lo CTOCYHOTLCS BUMYCKY cepii Ta
2 abo 6 bnicTepiB y nakyBaHHs, KOHTPOIHO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
KapTOHHI kopobui KOHTpOrb Ta (3amiHa abo goaaBaHHs OinNbHULI, Ha siKil
BUMYCK cepii: 3AIACHIOETLCS KOHTPOMNb/BUNPOByBaHHS cepii)
KPKA, a.4., (BBEOEHHSA 4OOATKOBUX AiNbHULbL A4S KOHTPOMO
HoBo mecTo, cepii roToBOro nikapcbkoro 3acoby. 3a3HayeHHs
CnoseHis; YHKLUIN paHille 3aTBEpKEHOrO BUPOOHYMKA)
KOHTpOnb
cepii:
KPKA, a.4.,
HoBo mecrTo,
CrnoBeHisi;
KOHTpOMb
cepii:
Keminab
4.0.0.,
CnoBeHist
54. | BAHKOMILUWH- niogpinizaT Ans po3vmHy TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: 3a UA/13483/01/01
DAPMEKC anst iHdysii no 500 wmr, reyn" "®APMEKC 3miHu | TMny - 3MiHKM 3 sikocTi. FoTOBUMIA NikapCbKuMii peuenmom
reyn" 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTI

no 1 dnakoHy B
KOHTYPHI/ YapyHKOBIl
ynakosui; no 1
KOHTYPHIl YapyHKOBI
ynakoBLji B nayui

abo ymoBax 36epiraHHsi rOTOBOrO fikapCbKoro
3acoby (36inblUEHHst TepMiHY NPUAATHOCTI FOTOBOIO

nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku

(NiaTBEPAXYETLCH AHMMU peanbHOro Yacy)
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
(36inbweHHs TepmiHy npuaaTtHocTi M3 3 2-x go 3-
X pokiB) (TepmiH BBeAeHHS 3MiH NPOTArom 3-x
MicsUiB nicns 3aTBEpAXKEHHS)
55. | BAHKOMILUWH- nioginiaaT Ans po34nHy TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/13483/01/02
DAPMEKC anst iHdysii no 1000 wr, reyn" "®APMEKC 3miHu | TMny - 3MiHKM 3 sikocTi. FoTOBUIA NikapCbKuMii peuenmom
no 1 conakoHy B reyn" 3aci6. CtabinbHicTb. 3miHa y TepMiHax npugaTHoCTi
KOHTYPHIl YapyHKOBI abo ymoBax 36epiraHHs roToBOro fikapcbKoro
ynakosui; no 1 3acoby (36inblUEHHsI TepMiHY NPUAATHOCTI FOTOBOIO
KOHTYPHI/ YapyHKOBIV nikapcbkoro 3acofy) - [ins Toprosoi ynakoBku
ynakoBLji B nayui (nigTBEPAKYETHCSA AAHNMM pearbHOro Yyacy)
(86inbLweHHs TepMiHy npuaaTtHocTi M3 3 2-x go 3-
X pokiB) (TepMiH BBeEHHS 3MiH NPOTSIroM 3-x
MicsaLiB nicns 3aTBepAXXeHHS)
56. | BEPMOKC® Tabnetkn no 100 mrno 6 | TOB "[XOHCOH & Pocilicbka BUPOGHULITBO KuTalicbka BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/4226/01/01
TabneTok y 6nictepi, no [KoHCOoH" depepauis Hepo3adpacoBa HapogHa 3MiHM | TUNY - 3MiHK Woao 6e3nekun/edpekTUBHOCTI peuenmom
1 6nicTepy y KapTOHHIN Horo Pecny6nika/ Ta dbapmakoHarnsay - NpuBeAeHHs TEKCTY
nauui npoaykTy, ITanis MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK 40
nepBrHHA BuMor Hakady MOS Ykpainu Big 23.07.2015 p. Ne
yrnakoBKa: 460
CsaHb-AHcceH
dapmacbioTrK
an Iltg.,
Kutavicbka
HapopgHa
Pecny6bnika;
BTOPWHHA
ynakoBka,
BUWMYCK Cepil:
Anccen-Cinar
C.n.A., ltanis
57. | BECCEN OYE @ PO34MH Ans iH'ekuin no Anbda ITanis Anbda ITanis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a UA/8123/01/01
600 NO/2 Mn no 2 mn B BaccepmaHH BaccepmaHH 3MiHu Il TUNYy - 3mMiHa po3mipy cepii (Bkrto4aouu peuenmom
amnyni; no 5 amnyn y C.n.A. C.n.A. Jiana3oH po3Mmipy cepii) roTOBOro fikapcbKoro

KOHTYPHIl YapyHKOBI
yNakoBLji; MO 2 KOHTYPHI
YapyHKOBI yNaKoBKM y
KapTOHHiI kopooLi

3aco0y - 4oAaTKoBUIA PO3MIp cepii KiHLEeBOro
nikapcbkoro 3acoby 300 000 amnyn go Bxe
3aTBepaxeHoro po3amipy cepii 100 000 amnyn.
3rigHo npoueaypu, 3aTBepAXXeHOl Ha BUPOOHMLTBI,
nepenb6ayaeTbes 06 eqHaHHS sik NpaBuIo 2 cepiin
A®I 3 BignoBigHMM po3paxyHKOM 3rigHO aKTUBHOCTI;
3minu Il Tuny - 3miHa BUpobHuMKa
BUXiZHOTO/MPOMIXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYOTLCS Y BUpOBHUYOMY npoLieci ADI,
abo 3miHa BUpobHuka (BKoyatoun, e HeobxiaHo,
MicLie NpoBeAEHHS KOHTPO sikocTi) ADI -
BBeAEHHS BUPOOHWKa, BiANOBiAanbHOro 3a
BM3HAY€eHHs NiNONpOTeiHNiNa3Hoi akTUBHOCTI
aKTMBHOI pe4yoBMHU cynogekcug (BXigHun




26 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KOHTPOb) 3 BiANOBIOHMMY 3MiHamMK B MeToAuLj, B
3B'A3Ky 3 NepeHeceHHsAM KoHTpornio. [aHe
BMNpobyBaHHs He Byae NPoBOAUTUCH Ha
3aTBEpOKeHIN ainbHUUi Anbda BaccepmaHH
C.n.A,, Itanis, B 38"93Ky 3 3aKpuUTTAM BiBapilo;
CynyTHS1 3MiHa: 3MiHa y MeTofax BUNpobyBaHHs
A®| abo BMxigHOrO MaTepiany/npoMixXHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AdI
58. | BIKAIP® Tabnetku, no 10 MAT "Tannudapm” YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/4946/01/01
TabneTok y cTpunax abo "Tanuudapm"”, npuBeAEHHSA Y BiANOBIAHICTbL A0 peecTpauiiHUX peuenma
6nictepax; no 10 Ykpaina; MAT MaTepianiB HaNUCaHHA yNaKoBKMU B npoueci
TabneTok y 6nicTepi, no "KviBmegnpen BHECEeHHS 3MiH (3MiHn | Tuny - 3MiHK 3 SKOCTi.
1 abo 2 Gnictepu B apat", YkpaiHa [oToBUMI Nikapcbkui 3aci6. Cuctema
nauui KOHTelHep/3aKkynoptoBarnbHuiA 3acit. 3miHa po3mipy
yMakoBKM rOTOBOTO Nikapcbkoro 3acoby (3miHa
KinbkocTi oanHuLb (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3miHa y Aiana3oHi
3aTBEPKEHVX PO3MIPiB YNaKoBKU (BBEAEHHS
nopatkosoi ynakosku Ne 10 (10x1) y 6nictepi B
navui, 3 BiaNoBigHMMK 3MiHaMu y p. "YnakoBka")
(TepmiH BBEAGHHS 3MiH NpOTArom 6-Tn MicauiB
nicns 3aTBepaXeHHs1)), Hakaz MO3 Ykpainun Ne
1049 Big 04.09.2017.
Pedakuisi 8 Hakasi- mabnemku, no 10 mabnemox y
cmpunax abo bnicmepax; no 10 mabnemox y
6nicmepi; no 10 mabnemoxk y 6nicmepi, no 1 abo 2
6nicmepu 6 nayyi; BipHa pedakuisi - mabnemku, rno
10 mabnemok y cmpunax abo 6nicmepax; no 10
mabnemok y bnicmepi, no 1 abo 2 6aicmepu 8
naquj.
59. | BITAMIH C 500 TabneTku xxyBarbHi 3 MAT "KuniBcbkuit YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/1861/01/01
nepcuMKOBMM CMakoMm no BiTamMiHHMI 3aBoA" "KuniBcbkun 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoun peuenma
0,5 r no 10 Tabnetok y BiTaMiHHWUIA fjianasoH po3mipy cepii) roToBOro nikapcbKoro
6nicTepi; no 3 6nictepu 3aBopa" 3acoby (36inblweHHst Ao 10 pasiB NOPIBHSHO i3
B nayui; no 30 TabneTok 3aTBEPOKEHUM PO3MIPOM) - BBEAEHHSI 4OOATKOBOIro
y KOHTenHepi (6aHouL;); po3mipy cepii. 3anponoHoBaHo: Po3mip cepii - ans
no 1 KOHTenHepy ynakosku Ne 10 - 9000 yn., ansa ynakosku Ne 30 -
(6aHouuj) y nayui; no 10 3000 yn., goaaTkoBMiA Po3Mip cepii: Ans ynakoBKu
TabneTok y bnictepax; Ne 10 - 18000 yn., 36000 yn., 54000 yn., ans
no 30 TabneTok y ynakoBku Ne 30 - 6000 yn., 12000 yn., 18000 yn.
KOHTeWHepax (6aHo4kax)
60. | BITAMIH C 500 TabneTku xxyBanbHi 3 MAT "KuiBcbkuii YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/5623/01/01
anenbCUHOBVMM CMakoM BiTamMiHHMI 3aBoA" "KuniBCcbkun 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKno4aoum peuenma
no 0,5 r no 10 Tabnetok BiTaMiHHWUIA [iana3oH po3Mipy cepii) roTOBOro fikapcbKoro
y bnictepi; no 3 3aBop" 3acoby (36inbweHHs Ao 10 pasiB MOPIBHSHO i3

Gnictepu B nayui; no 30

3aTBEPOKEHUM PO3MIpPOM) - BBEAEHHS1 4OAATKOBOro
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
TabneTok y KOHTeWHepi po3wmipy cepii. 3anponoHoBaHo: Po3mip cepii - ans
(6aHouLi); no 1 ynakosku Ne 10 - 9000 yn., ansa ynakosku Ne 30 -
KOHTelHepy (6aHouLi) y 3000 yn., gogaTkoBuiA po3Mip cepii: Anst ynakoBKu
nayuyj; no 10 TabneTok y Ne 10 - 18000 yn., 36000 yn., 54000 yn., ans
6nictepax; no 30 ynakoBku Ne 30 - 6000 yn., 12000 yn., 18000 yn.
TabneTok y
KOHTeWHepax (6aHo4kax)
61. | BOKAPA® Kpanni opanbHi no 20 Pixapg BittHep Al ABCTpis Pixapa ABCTpis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: be3 UA/6410/01/01
mn, abo no 50 mn, abo BittHep Al 3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO peuenma
no 100 mn y donakoHi- npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
KpanenbHuui; no 1 abo €sponelicbkoi hapmakonei, abo iHwoi
bNakoHy y KapTOHHIN HauioHanbHoi hapmakonei gepxasu €C (3miHa y
ynakoBLi cneumdikauisx, nos'sdaHa 3i amiHamu B 1OV, abo
E€Bponeicbkiit hapmakonei, abo iHLLiN
HaLujioHanbHi hapmakonei gepxasu €C) - 3MiHM B
cneumdikauii gitoyoi pevyoBuHn Beladonna 3 meToio
npuBeAeHHs 4o BUMor MoHorpadii Himeupkoi
romeonaTu4Hoi hapMakonei Ha MaTpUYHy HaCTOMKY
Beladonna, a came: BUny4eHo nokasHuku
«lgeHTudikauis. A» Ta «lgeHtudikadis. B»; B
po3ginu «laeHtudikauis. C», «Cyxuit 3anuwok» Ta
«BmicT» BHeCeHO pefakuinHi npaBku
62. | BOPUKOHA3O0I- TabneTku, BKPUTI Mictpan Kenitan Benuka BUWMYCK cepil: Icnanis/ BHECEHHS! 3MiH 10 peecTpauiiHix maTepianis: 3a UA/16138/02/01
BICTA NNiBKOBOK 0BOMOHKO0, MeHemKMmeHT Bputanis CiHTOH Monbwa/ 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
no 50 mr, no 10 Nimiten Xicnanis, C.J1., Bonrapis Ta chapmakoHarnsagy. BeegeHHs abo 3miHm go
TabneTok y 6nictepi; no IcnaHis; y3aranbHeHUX AaHux Npo cuctemy
1 6nicTepy y KapTOHHIN BMPOGHMUK, dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
nauui nepBuHHe Ta npo cuctemy apmMakoHarnsgy, aviHa
BTOPUHHE yNOBHOBaXeHOI ocobu, BignosigansHoi 3a
nakyBaHHS: 30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmaLeBTUH dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
1A 3aBof dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
"Monbcapma" Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
C.A., Monbua; 3AiMCHEHHSA hapmakoHarnsgy (BKoYvanym
nepBuHHe Ta KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
BTOPUHHE (hanna cuctemu papmakoHarnsgy) - ditoua
naKkyBaHHs: peAakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
xn | hapmakoHarnsg - Dr. Ascanio Maia/[dokTop
dapmac'ioTika AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
nec 4., hapmakoHarnsg B YkpaiHi - Mirniy Onekcangp
Bonrapis OnekcaHgposuy. MNponoHoBaHa peaakuis:
ynoBHoBaxkeHa ocoba BignosigansHa 3a
dapmakoHarnsa - flybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MicLEe3HaxX0oKEeHHS
MavicTep-danny
63. | BOPUKOHA3O0I1- MOPOLLIOK Af151 PO3YUHY Mictpan Kenitan Benuka BUWMYCK cepil: Icnanis/ BHECEHHS 3MiH 10 peecTpauiiH1x MaTepianis: 3a UA/16138/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
BICTA ons iHdysi no 200 Mry MeHeoXmeHT BpuTaHis CiHTOH Monbwa/ 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
donakoHi; no 1 conakoHy Timiteq Xicnanis, C.J1., TypeyuunHa/ Ta chbapmakoHarnsay. BeegeHHst abo 3miHu oo
Y KapTOHHIW nayui IcnaHis; Bonrapis y3aranbHeHUX AaHux Npo cuctemy
BMPOGHMLTBO, dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
nepBuHHE i npo cuctemy chapmakoHarnsgy, aMmiHa
BTOPUHHE yNOBHOBaXeHOI 0cobw, BignosigansHoi 3a
nakyBaHHs: 3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHOI ocobu 3
Arina dapmakoHarnsay 3asBHUKa ANs 340iNCHEHHS
Cnewenric dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
Monbcka Cn. 3 BifJ ynoBHOBaXkeHOi ocobw, BianoBifansHoi 3a
0.0., MonbLua; 3AiMCHEHHS hapmakoHarnsgy (BKovanym
BMPOGHMLTBO, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
NepBUHHE i hanna cuctemu papmakoHarnagy) - ivoua
BTOPUHHE peAakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
nakyBaHHS: hapmakoHarnsig - Dr. Ascanio Maia/[dokTop
Medpap Inau AckaHio Maiio, KoHTakTHa ocoba BignosiganeHa 3a
CaHai A.C., hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
TypeuumHa; OnekcaHgposuy. MNponoHoBaHa peaakuis:
BTOPUHHE ynoBHOBaxeHa ocoba BignosiganbHa 3a
nNakyBaHHS: dapmakoHarnsg - flybay TetaHa BiktopiBHa. 3miHa
Ooxn | KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNcCHEHHs
dapmac'toTika OCHOBHOI AisiNbHOCTI. 3MiHa MiCLe3HaxX0MKEeHHS
nec 4., mavictep-canny
Bonrapis
64. | BOPUKOHA3OIJ1- TabneTtkn, BKpUTI Mictpan Kenitan Benwka BUWMYCK Cepil: Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16138/02/02
BICTA NNiBKOBOK 0BOMOHKO0, MeHemKMmeHT Bputanis CiHTOH Monbwa/ 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
no 200 mr, no 10 Nimiten Xicnatis, C.J1., Bonrapis Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
TabneTok y 6nictepi; no Icnanis; y3aranbHeHVX AaHnX Npo cucTemy
1 6nicTepy y KapTOHHIN BMPOGHMUK, dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
nauui nepBuHHe Ta npo cuctemy apMakoHarnsgy, amiHa
BTOPUHHE ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
nakyBaHHs: 3AiMCHEHHSA (hapMaKkoHarnsay; KOHTakTHoOI ocobu 3
dapmaLeBTUH dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
1 3aBoa dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
"Monbcapma" BifJ ynoBHOBaXkeHOi ocobw, BianoBifansHoi 3a
C.A,, MonbLua; 30iACHEHHS (hapMakoHarnsigy (Bkrovaym
nepBUHHE Ta KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MmilLleHHi macTep-
BTOPUHHE (parina cuctemu hapmakoHarnsgy) - Liroua
nakyBaHHs: penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
xn | dapmakoHarnag - Dr. Ascanio Maia/OokTtop
dapmac'toTika AckaHio Mawio, KoHTakTHa ocoba BignoBigansHa 3a
nc ITa., hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
Bonrapis Onekcangposud. NponoHoBaHa peaakuis:

ynoBHOBaxeHa ocoba BignosigansHa 3a
apmakoHarnsg - ybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MiCLLe3HaX04KEHHS
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
MavicTep-danny
65. | TFABAHA kancynu no 75 mr; no 10 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14764/01/01
kancyn B 6nictepi, no 2 "KuiBmegnpenapa "KniBmegnpen 3MiHU | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenmom
6nictepu B navui T apat” MicLst NpOBaKEHHS AisNbHOCTI BUPOOHMKA
(BKknOYaum, 3a HeOOXiAHOCTI, MicLie NPoBeAEHHS
KOHTPOMHO sikOCTi), abo BnacHuka macTtep-anna Ha
A®I, abo noctayansHuka API/BrxigHOro
mMaTepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYOTLCS Y BUPOOHMLTBI ADI (sIKLLO
3a3HaYeHo y AOChE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkiii hbapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXKHOI pe4OBUHU
(AKLWO 3a3HaYeHo y AOCLE) - 3MiHa Ha3BM
BMpOGHMKa AQI, 3 BignoBigHUMYK 3MiHaMK y p.
«Cknag»
66. | TABAHA kancynu no 150 mr; no MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/14764/01/02
10 kancyn B 6nictepi, no | "KuiBmegnpenapa "KniBmegnpen 3MiHu | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenmom
2 Bnictepu B nayui T apat” MicLst NpOBaKEHHS AisNbHOCTI BUPOOHMKA
(BKknOYa4K, 3a HEOOXIAHOCTI, MicLie NpPoBeAEHHS
KOHTPOMHO sikOCTi), abo BnacHvka macTtep-anna Ha
A®I, abo noctayanbHuka API/BrxigHOro
mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
3aCTOCOBYOTLCS Y BUPOOHMLTBI ADI (sIKLLO
3a3HayeHo y AOCbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkiii hapmakonei y 3aTBepaKeHoMy
Aocbe, abo BUpobHUKa HOBOI JOMOMIXKHOI pe4OBUHM
(AKLLO 3a3HaYeHo y AOCLE) - 3MiHa Ha3BM
BMpOGHMKa AQI, 3 BignoBigHUMYK 3MiHaMK Y p.
«Cknag»
67. | TAPOACUN / cycneHsis ans iH'ekuin Mepk Wapn i LLisenuapis BupobHuuteo CLUA/ BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/13451/01/01
GARDASIL® no 1 abo 10 cpnakoHis Ooym lgea, IHk. Hepo3adpacoBa Higepnanaun 3miHn | Trny - 3MiHK 3 aKoCTi. [OTOBUI NiKapCbKkn peuenmom
BAKLUMHA NMPOTU (mo 0,5 mn (1 gosa)) y HOT MpoAyKuii, 3aci6. 3MiHn y BUpo6HMLTBI. 3aMiHa abo BBeAEHHS
BIPYCY NAMNIIOMU KapTOHHiI kopobui; no 1 KOHTPOIb [o[aTKoBOT AiNbHULE BUPOBHULTBA AN YacTUHM
NIOOUHU (TUNIB 6, abo 6 nonepeaHbO SIKOCTi Ta abo BCbOro BUPOOGHMYOrO NpoLEeCy roTOBOro
11, 16, 18) HamnoBHEHUX LINpuLiB nepBuHHe nikapcbkoro 3acoby (iHLwi 3aMiHu) (3asHaveHHs
KBAOPUBANEHTHA | (no 0,5 mn (1 go3sa))y nakyBaHHs: hyHKLi BUpOBHUKIB Nikapcbkoro 3acoby
PEKOMBIHAHTHA KOMMMeKTi 3 1 ronkoto y Mepk Wapn i BiANOBIQHO 40 MaTepianiB peecTpaLiiHoro 40oCLE)
KOHTYPHIli KOMIpKOBIlA Hoym Kopn., (TepmiH BBEAEHHS 3MiH NPOTArom 6 micsauiB Bif,
yrnakoBLi B KAPTOHHIN CUA; 3aTBEPOKEHHS)
kopoobui BTopuHHE
nakyBaHHs,
[03Bin Ha
BUNYCK cepii:
Mepk LWapn i

Ooym B.B.,
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Higepnanam
68. | TAPOACUN / cycneHsis ans iH'ekuin Mepk Wapn i LLisenuapis BUPOGHULITBO CLUA/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/13451/01/01
GARDASIL® no 1 abo 10 cpnakoHis Ooym lgea, IHk. Hepo3adpacoBa Higepnanawn 3MiHuM | TUNY - 3MiHa po3Mmipy cepii (BKnoYaoum peuenmom
BAKLUMHA NMPOTU (mo 0,5 mn (1 gosa)) y HOT MpoAyKuii, Aiana3oH po3Mipy cepii) roTOBOro nikapcbKoro
BIPYCY MNMAMINOMMU KapTOHHiI kopobui; no 1 KOHTPOIb 3aco0y - 36iMbLIEHHST MaKCMMarbHOro
NIOOUHU (TUNIB 6, abo 6 nonepeaHbO SIKOCTi Ta cdopmoBaHoro po3mipy cepii Ans NiHii HANOBHEHHS
11, 16, 18) HamnoBHEHUX LINpuLiB nepBuHHe wnpwuis Syringe Filling Line (SFL) - 314,7 n
KBAOPUBANEHTHA | (no 0,5 mn (1 go3a))y nakyBaHHs:
PEKOMBIHAHTHA KOMMMeKTi 3 1 ronkoto y Mepk Wapn i
KOHTYPHIli KOMipKOBIlA Hoym Kopn.,
yrnakoBLi B KAPTOHHIN CLA;
KopobLi BTOPWHHE
nakyBaHHs1,
[03Bin Ha
BUNYCK cepii:
Mepk Wapn i
Ooym B.B.,
Higepnanau
69. | FTEMUUTABIH-BICTA | nopotuok Mictpan Kenitan Benwka AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14136/01/01
niocpinizoBaHun ans MeHemXMeHT BpuTaHis C.n.A. 3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI peuenmom
pPO34MHy Ans iHdYy3in no Timiteq Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
200 wr, 1 donakoH 3 y3aranbHeHVX AaHuX Npo cucTemy
NMOPOLLKOM B KapTOHHIN dapmakoHarnagy (BBeAeHHs y3aranbHEHNX AaHnx
kopoobui npo cuctemy apmMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHa
Bij ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
penakuisi: YnoBHoBaxeHa ocoba BianosiganbHa 3a
dapmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
OnekcaHgpoBwuy. NponoHoBaHa peaakuis:
YnoBHoBaxeHa ocoba BignosiaansbHa 3a
apmakoHarnsg - ybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLEe3HaxX0aKEeHHS
MancTep-danny
70. | FTEMUUTABIH-BICTA | nopotuok Mictpan Kenitan Benwka AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14136/01/02
niocpinizoBaHun ans MeHemKMeHT BpuTaHis C.n.A. 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
PO34MHy Ans iHdYy3in no Timiteqn Ta chapmakoHarnsiay. BeegeHHst abo 3MiHu oo

1000 wmr, 1 conakoH 3
NOPOLLKOM B KAPTOHHIN

y3aranbHeHUX JaHuX Npo cUcTemy
hapmakoHarnsay (BBEAEHHS y3arafibHEHUX JaHUX
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

Kopobui

npo cuctemy chapmakoHarnsay, aMmiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Bifj ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHS hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pedakuis: YnoBHoBaxeHa ocoba BignoBiganbsHa 3a
apmakoHarnsag - Dr. Ascanio Maia/[OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianosiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBwuy. NponoHoBaHa peaakuis:
YnoBHoBa)eHa ocoba BignosiaansHa 3a
dapmakoHarnsg - lybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AiANbHOCTI. 3MiHa MicLE3HaX0oKEeHHS
MavicTep-danny

71.

FEMUUTABIH-BICTA

MOPOLLIOK
niocpinizoBaHun ans
pO34uHy Ans iHdy3i no
2000 wmr, 1 cdonakoH 3
NMOPOLLKOM B KapTOHHIN
Kopobui

Mictpan Kenitan
MeHemXMeHT
NimiTen

Benwka
BpuTaHis

AkTasgic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBaXeHOI ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKoYvanym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pedakuis: YnoBHoBaxeHa ocoba BignoBiganbHa 3a
apmakoHarnag - Dr. Ascanio Maia/[OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBuy. [MponoHoBaHa pepakuis:
YnoBHoBa)eHa ocoba BignosiganbHa 3a
dapmakoHarnsg - lybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MicLiE3HaX0aKeHHS
MavicTep-danny

3a
peuenmom

UA/14136/01/03

72.

rMiBO®OP®

TabneTku, BKPUTI
NNiBKOBOK 0BOMOHKO0,
500 mr/5 mr Ne 30
(10x3), Ne 60 (10x6), Ne

MNAT "®apmak”

YkpaiHa

NAT
"®apmak”,
YkpaiHa
(makyBaHHs i3

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUNy - nogaHHsa oHoBneHoro CEP Ha AdI
MeTdOpPMiHy riapoXIopuyA Bi 3aTBEPAPKEHOTO
BMPOGHMWKA, sIK HAcMifgoK, 3MiHW y cneumdikaLii Ta

3a
peuenmom

UA/12062/01/01
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

100 (10x10) B GnicTepax

dopmum in bulk
dpipmun-
BUPOGHMKa
"USV Private
Limited",
IHAais)

MeToAax BxigHoro koHTponto A®I srigHo BuMor
MoHorpadin EP; aminu | Tuny - nogaHHs
oHoBneHoro CEP Ha A®I rnibexknamia Bia
3aTBEPOXEHOro BUPOBHUKa, SIK Hacnigok, 3mMiHW y
cneundikauii Ta metTogax BxigHoro KoHTponio AdI
3riAHO BUMOr MoHorpadin EP; amiHu | Tuny - 3miHa
napameTpiB cneuudikauin Ta/abo 4oNyCTUMNX MeX
roTOBOrO MiKapCbKoro 3acoby; 3miHu | Tuny - 3amiHa y
MeToAax BUNPOOyBaHHS rOTOBOIO fikapCbKoro
3acoby

73.

FMIHOBA

Tabnetkn no 1 mr, no 10
TabneTok y 6nictepi, no
1 abo no 3 Grnictepn B
nadui 3 KapToHy

M.BIOTEK ITA

Benwka
BpuTaHis

IHOoKo
Pewmepi3
Nimiteq

IHAis

BHECEHHS 3MiH 10 peecTpaLinHmMX maTepianis:
3MmiHn | Trny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicusA NpoBagXeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUMNYCKY
cepii abo MicLe NpoBefeHHS KOHTPOSIKO SKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUPoBHUK/iMNopTep,
BKI10MAK4M BUMYCK Cepilt) (3MiHa Ha3Bu Ta aapecu
BMPOGHWKa, 6e3 3MiHM Micus BUpobHULITBA)

3a
peuenmom

UA/12719/01/01

74.

FMIHOBA

TabneTtkn no 2 mr, no 10
TabneTok y 6nictepi, no
1 abo no 3 Grnictepn B
nadui 3 KapToHy

M.BIOTEK ITA

Benwka
BpuTaHis

IHOoKo
Pewmepi3
Nimiteq

IHAis

BHECEHHS 3MiH 10 peecTpaLinHmMX maTepianis:
3MmiHn | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicusA NpoBagXeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
nikapcbkoro 3acofy, BKMHOYaym AirbHUL BUMNYCKy
cepii abo MicLe NpoBefeHHS1 KOHTPOSIKO SAKOCTI.
(misnbHicTb, 3a sky Bignosiaae BUpoBHUK/iMnopTep,
BKI1OMAK4M BUMYCK Cepilt) (3MiHa Ha3Bu Ta agpecu
BMPOGHWKa, 6e3 3MiHM Micus BUpobHULITBA)

3a
peuenmom

UA/12719/01/02

75.

FMIHOBA

Tabnetkn no 3 mr, no 10
TabneTok y 6nictepi, no
1 abo no 3 Grnictepn B
nadui 3 KApTOHy

M.BIOTEK ITA

Benwka
BpuTaHis

IHOoKo
Pemegis
Nimiteq

IHAis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu MicLsA NpoBagXeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoOro
nikapcbkoro 3acofy, BKMOYa4m AirbHULL BUMNYCKY
cepii abo MicLie NpoBeEeHHS1 KOHTPOSKO SAKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUPoBHUK/iMNopTep,
BKI1H0MAK4M BUMYCK Cepilt) (3MiHa Ha3Bu Ta agpecu
BMPOGHWKa, 6e3 3MiHM Micus BUpobHULITBA)

3a
peuerimom

UA/12719/01/03

76.

FMIHOBA

Tabnetkn no 4 mr, no 10
TabneTok y 6nictepi, no
1 abo no 3 Grnictepn B
nadui 3 KApToOHy

M.BIOTEK ITA

Benwka
BpuTaHis

IHOoKo
Pemegis
Nimiteq

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHs Ta/abo agpecu MicLsA NpoBagXeHHS
LisinbHOCTi BUPOGHWMKa/iMnopTepa roToBoOro
nikapcbkoro 3acofy, BKMHoYak4m AinbHULL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPOTKO SKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUPoBHUK/iMNopTep,
BKITHO4AKO4M BUMNYCK Cepilt) (3MiHa Ha3BW Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micus BUpobHULITBA)

3a
peuerimom

UA/12719/01/04

77.

MIUMH-300POB'A

TabneTkn cybniHreanbHi

ToBapucTBO 3

YkpaiHa

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMX MaTepianis:

be3

UA/15153/01/01
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
no 100 mr no 10 oBMexXeHo obmexeHot 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaum peuenma
TabneTok y 6nictepi; no BignoBiganbHicTo BignosiganbHi Aiana3oH po3Mipy cepii) roTOBOro fikapcbKoro
5 BnictepiB y kopobui 3 "®apmaueBTnyHa cTio 3acoby - BBEEHHS 00aTKOBOrO po3Mipy cepii
kapToHy; no 30 KOMNaHisi "dapmaneBtn BMPOGHMLTBA B LiEXY rOTOBOIO fikapCbKoro 3acoby,
TabneTok y 6nictepi; no "3gopos's" YHa KOMMaHis 3anponoHoBaHo: 3,800 Tuc. yn. (20,140 kr) - Ne 50
1 6nictepy y kopobui 3 "3popos'a" (10x5); 6,333 Tuc. yn. (20,140 kr) - Ne 30 (10x3) Ta
KapToHy popatkoBo 11,280 tuc. yn. (59,784 kr) Ne 50
(10x5); 18,800 Tuc. yn. (59,784 kr) Ne 30 (10x3);
26,400 Tumc. yn. (139,920 kr) - Ne 50 (10x5); 44,000
Tic. yn. (139,920 kr) Ne 30 (10x3)
78. | AUTUNIH-BIONIK pO34uH Ans iH'ekuin, 20 MNAT YkpaiHa NAT YkpaiHa BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/4076/01/01
Mr/mn no 5 mn B amnyni; "®APMCTAHOAP "®APMCTAH 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoun peuenmom
no 5 abo no 10 amnyn y T-BIONIK" OAPT-BIOSIK" fjanasoH po3mipy cepii) roToBOro nikapcbKoro
navui 3acoby - BBE[IeHHs1 [OAATKOBOrO po3mipy cepii;
3anponoHoBaHo: 350 n Ta gogaTtkoso 250 n
79. | OIATHOCTUH- NMOPOLLOK ANs ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/15448/01/01
300POB'A OparnbHOro po3yunHy, no obmexeHo obmexeHo 3MiHu | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peuenma
55,318 r nopoLuky y BignoBiganbHicTio BignosiganbHi roTOBOrO fikapcbKoro 3acoby (He3HayHa 3MiHa Y
nakerti; no 6 nakeTiB y "®apmaueBTnyHa cTio 3aTBEPAKEHUX MeToAax BUNPoOyBaHHs); CymyTHS
kopoobui KOMNaHis "PapmaneBTn 3MiHa: 3MiHa napameTpiB crieumdikauin Ta/abo
"3popos'a" YHa KOMnNaHis [0NyCTUMUX MEX FOTOBOIO fikapcbkoro 3acoby
"3gopos'a”
80. | AIA®OPMIH® Tabnetku no 850 mr Ne MNAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/2508/01/02
30 (10x3), Ne 60 (10x6) 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaum peuernmom
y briictepax fjanasoH po3mipy cepii) roToBOro nikapcbKoro
3acoby (36inblweHHst Ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MIPOM) - BBEAEHHSA AOAATKOBUX
po3mipiB cepil; 3anpornoHoBaHo: 150 kr (150 Tuc.
Tabn.) Ta gogatkoso: 300 kr (300 Tuc. Tabn.) Ta
450 kr (450 Tuc. Tabn.))
81. | AOKTOP MOM® 3l nbogsaHuku Ne 20 (4x5) y TOB "[>KOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes UA/2410/01/01
CMAKOM AHAHACA | ctpunax, Ne 16 (8x2), Ne | [xoHcoH YkpaiHa" dapmacboTuk 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuyenma:
24 (8x3) y briictepax; Ne an roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW y Ne 1, Ne 16,
1y nniBui; Ne 100 y JTabopatopis mMeToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo Ne 20, Ne
BaHkax (BiggineHHs [OOMOBHEHHS)) - YTOYHEHHS METOANKM 24; 3a
dipmu "Ox. B. NPUroTyBaHHS CTaHAAPTHOIO PO34KHY B METOAI peuenmom:
Kemikans eHg ineHTngiKkaLii conoaku ronoi, emoniku nikapcbKoi, Ne 100
dapmacbioTrK iMGUpy nikapcbKoro, MeHTony
ans llitg.")
82. | OOKTOP MOM® 3l nbogsaHuku Ne 20 (4x5) y TOB "[>KOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/2409/01/01
CMAKOM ctpunax, Ne 16 (8x2), Ne | [IoHCoH YkpaiHa" dapmacboTuk 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuyenma:
ANENbCUHA 24 (8x3) y bnictepax; Ne an roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW y Ne 1, Ne 16,
1y nniBui; Ne 100 y JTabopatopis meToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo Ne 20, Ne
BaHkax (BiggineHHs [OOMOBHEHHS)) - YTOYHEHHSI METOANKM 24; 3a
dipmu "Ox. B. NPUroTyBaHHS CTaHAAPTHOIO PO34KHY B METOAI peuenmom:
Kemikans eHg ineHTnikaLii conoakm ronoi, emoniku NikapceKoi, Ne 100

dapmacboTrK

iMGUpy nikapcbKkoro, MeHToNy
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
ans Jlitg.")
83. | AOKTOP MOM® 3l | nboasaHukm Ne 20 TOB "[1XOHCOH i YkpaiHa HOHiK IHgis BHECEHHSA 3MiH 0 peecTpaLifnHnX maTepianis: be3 UA/2412/01/01
CMAKOM (4x5) y ctpunax, Ne [>xOHCOH dapmachbioT 3MiHuM | TUNY - 3miHa y MeToaax peuenma:
JIMMOHA 16 (8x2), Ne 24 (8x3) YkpaiHa" vkan BUNPOOYBaHHSI rOTOBOTO JTiKApCbKOro 3acoby Ne 1, Ne
y bnictepax; Ne 1y JlTabopaTopis (iHWwi 3miHM y meTogax BunpobyBaHb 16, Ne 20,
nnieui; Ne 100 y (BigAineHHs (BKNHOYAOUM 3aMiHy ab0 JOMNOBHEHHS)) - Ne 24; 3a
6aHkax dipmu "[x. YTOYHEHHS METOANKM NPUrOTYBaHHS peuernmom
b. Kemikana CTaHOapTHOro PO34YnHY B MeToai :Ne 100
eHp, ineHTUdikauii conoaku ronoi, emo6niku
dapmacboT nikapcbKol, iMBupy nikapcbKoro, MeHTony
ukans Jl1a.")
84. | AOKTOP MOM® 3l nbogsHuku Ne 20 (4x5) y TOB "[I>XOHCOH i YkpaiHa FOHik IHAisn BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: bes UA/2408/01/01
CMAKOM MAITUHU ctpunax, Ne 16 (8x2), Ne | [1oHCoH YkpaiHa" dPapmacboTuk 3MiHuM | TMNY - 3MiHa y MeToaax BunpobyBaHHS peuernma:
24 (8x3) y bnictepax; Ne an roTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW y Ne 1, Ne 16,
1y nniBuj; Ne 100 y JlabopaTtopis mMeToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo Ne 20, Ne
6aHKax (BigAineHHs [OOMOBHEHHS)) - YTOYHEHHSA METOOVKM 24, 3a
dipmu "Ox. B. NPUroTyBaHHSA CTaHAAPTHOIO PO34MHY B MeTOAi peuenmom:
Kewmikana eHa ineHTudikauii conoaku ronoi, em6nikv nikapcbKofi, Ne 100
dapmachkoTrK iMBupy nikapcbKkoro, MeHTony
ans3 Jlta."),
IHAais
85. | AOKTOP MOM® 3l nbogsaHuku Ne 20 (4x5) y TOB "[>KOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/2411/01/01
CMAKOM MONYHULI | ctpunax, Ne 16 (8x2), Ne | [>xoHcoH YkpaiHa" dapmacboTuk 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuyenma:
24 (8x3) y bnictepax; Ne an roTOBOrO fikapCbKoro 3acoby (iHLwi 3MiHW y Ne 1, Ne 16,
1y nniBui; Ne 100 y JTabopatopis mMeToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo Ne 20, Ne
BaHkax (BiggineHHs [OOMOBHEHHS)) - YTOYHEHHSI METOANKM 24; 3a
dipmu "Ox. B. NPUroTyBaHHSA CTaHAAPTHOIO PO34MHY B MeTOAi peuenmom:
Kemikans eHg ineHTngikaLii conoakn ronoi, emoniku nikapceKoi, Ne 100
dapmacbioTrK iMGUpy nikapcbKoro, MeHTony
ans Jita.")
86. | AOKTOP MOM® I3 nbogsaHuku Ne 20 (4x5) y TOB "[>KOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes UA/6076/01/01
®PYKTOBUM ctpunax, Ne 16 (8x2), Ne | [IoHCoH YkpaiHa" dapmacboTuk 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuyenma:
CMAKOM 24 (8x3) y bnictepax; Ne an roTOBOrO fikapCbkoro 3acoby (iHLwi 3MiHW y Ne 1, Ne 16,
1y nniBui; Ne 100 y JTabopatopis mMeToAax BUNpobyBaHb (BKMOYaYM 3aMiHy abo Ne 20, Ne
BaHkax (BiggineHHs [OOMOBHEHHS)) - YTOYHEHHSI METOAMKM 24; 3a
dipmu "Ox. B. NPUroTyBaHHSA CTaHAAPTHOrO PO34MHY B MeTOAi peuenmom:
Kemikans eHg iaeHTngikaLii conoakn ronoi, emoniku NikapceKoi, Ne 100
dapmacbioTrK iMBUpy nikapcbKoro, MeHTony
ans Jita.")
87. | OOKTOP MOM® I3 nbogsaHuku Ne 20 (4x5) y TOB "[>KOHCOH i YkpaiHa HOHik IHgis BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes UA/6077/01/01
ArigHMM CMAKOM ctpunax, Ne 16 (8x2), Ne | [IoHCoH YkpaiHa" dapmacboTuk 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuyenma:
24 (8x3) y brniictepax; Ne an roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW y Ne 1, Ne 16,
1y nniBui; Ne 100 y JTabopatopis mMeToAax BUNpobyBaHb (BKMOYa0YM 3aMiHy abo Ne 20, Ne
BaHkax (BiggineHHs [OOMOBHEHHS)) - YTOYHEHHSI METOANKM 24; 3a
dipmu "Ox. B. NPUroTyBaHHS CTaHAAPTHOIO PO34KHY B METOAI peuenmom:
Kemikans eHg ioeHTngikaLii conogku ronoi, eméniku NikapceKoi, Ne 100
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
dapmachkoTrk iMBupy nikapcbKoro, MeHTony
ans Jita.")

88. | OONOHIKA 10 MI" TabneTku, BKPUTI AciHo Al Himeyunna Bupo6HuuTBO, LLisenuapis BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: 3a UA/15102/01/01
NNiBKOBOK 0BMOHKOH, KOHTpPOSb B npuBeaeHHs y BiaNoBiAHICTb A0 peecTpauinHnx peuenmom
npornoHroBaHoi Aaii no 10 npoueci maTtepianiB HanMcaHHA Ha3BM BUPOOHMKa B
mr no 10 TabneTok y BMPOGHMLTBA, npoueci BHECEHHS 3MiH (3MiHM | Tuny - 3miHK
6nictepi; no 3 abo 10 KOHTPOIb oo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsay.

GnicTepiB B KAPTOHHIN roToBOro BBeneHHs abo 3miHM [0 y3aranbHEHNUX AaHUX Npo
kopoobui npoaykTy, cuctemy papmakoHarnsay (BBeaeHHs
nakyBaHHs Ta y3aranbHeHVX AaHnX Npo cucTemy
BMNYCK cepii: hapmakoHarnsigy, 3MmiHa yroBHOBaXeHOi 0cobu,
AciHo ®apma BignoBiganbHoi 3a 34iNCHEHHS hbapMakoHarnsay;
Arl’, KOHTAKTHOI 0CO0M 3 (hapMakoHarnsgy 3asiBHUKa
LLsenuapis; Ons 34iicHeHHs dhapMakoHarnagy B YKpaiHi, SKLWwWo
MakyBaHHS: BOHa BiAMiHHa BiJl YNIOBHOBaXeHOi 0cobu,
AciHo ®apma BiANoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay
Arl, (BKNHOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
LLsenuapis po3MilLeHHi MacTep-thanna cuctemu
hapmakoHarnsgy) - fitova pegakuis:
yrnoBHOBaxeHa ocoba, BianosiganbHa 3a
3aiicHeHHs dhapmakoHarnagy - Dr. Jan Petracek;
KOHTaKTHa ocoba 3 dhapMakoHarnsgy 3aBHuKa 4nis
34iACHEHHS (hapmakoHarnsigy B YkpaiHi - 3axap
AcTtpaxaH. [MponoHoBaHa pefakuis: yroBHOBaXXeHa
ocoba, BignosigansHa 3a 34iNCHEHHS
dapmakoHarnagy - Jana Hyankova; koHTakTHa
ocoba 3 hapmakoHarnagy 3aBHUKa ANs 34iINCHEHHS
hapmakoHarnsgy B Ykpaini - Onevinikoa Hatanis
BikTopiBHa. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXEHOi 0cO6W. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOi ocobu), Haka3 MO3 YkpaiHu Ne 1570
BiA 08.12.2017. Pedakuyisi 8 Hakasi- 8UpobHULUMEO,
KOHMPOJb 8 rpoueci sUpobHUUMea, KOHMpPOJib
20moeoeo nMpodyKkmy, naKyeaHHsI ma 8urlycK cepii:
AyuHo ®apma AT, Lliseliyapisi; nakyeaHHs: AUUHO
®apma Al LLeeluapis; BipHa pedakuis -
BupobHuymeo, KoHmposb 8 npoueci
8upobHuUymMea, KOHMPOsib 20Mo80o20 rPodyKmy,
rnakysaHHs1 ma suryck cepii: AciHo ®apma AT,
Lleetiyapis; MNakysaHHs: AciHo ®apma AT,
Lisetiyapis.

89. | OONOHIKA 20 MI TabneTku, BKPUTI AciHo Al HimeyunHa Bupo6HuuTBO, LLisenuapis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/15102/01/02
NNiBKOBOK OBMOHKOH, KOHTpPOSb B npuBeaeHHs y BiaNoBiAHICTb A0 peecTpauinHnx peuenmom
nporioHroBaHoi Aaii no 20 npoueci maTtepianiB HaNnMcaHHA Ha3BM BUPOOHMKa B
mr no 10 TabneTok y BMPOGHMLTBA, npoueci BHECEHHS 3MiH (3MiHW | Tuny - 3miHK
6nictepi; no 3 abo 10 KOHTPOIb oo 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsay.

GnicTepiB B KAPTOHHIN roToBOro

BBefeHHs abo 3miHM [0 y3aranbHEHNUX AaHUX Npo
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
kopooui npoaykTy, cucTeMy chapmakoHarnsgy (BBeaeHHs
nakyBaHHs Ta y3aranbHeHUX AaHuX Npo cUcTemy
BUNYCK cepii: hapmakoHarnsiay, 3MiHa yroBHOBaXXEHOI 0cobu,
AciHo ®apma BiAMOBiAanNbHOI 3a 34icHeHHst hbapmakoHarnsay;
Arl, KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asBHuUKa
LLsenuapis; Ons 34icHeHHs dhapMakoHarnagy B YKpaiHi, SKWwo
MakyBaHHS: BOHa BiAMiHHa Bifl YNIOBHOBaXeHOi ocobu,
AciHo ®apma BiAMOBiAanbHOI 3a 34iNcHeHHs hbapmakoHarnsaay
Arl, (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHK y
LLIserinapis po3MilLeHHi MacTep-channa cuctemm
hapmakoHarnsgy) - fitoya pepakuis:
yrnoBHOBaxeHa ocoba, BianosiganbHa 3a
3AiNcHeHHs dapmakoHarnagy - Dr. Jan Petracek;
KOHTaKTHa ocoba 3 hapmakoHarnsgy 3aBHUKa Ans
34iACHEHHS (hapmakoHarnsigy B YkpaiHi - 3axap
ActpaxaH. lNponoHoBaHa pefakuis: ynoBHOBaXeHa
ocoba, BignosiganbHa 3a 3A4iCHEHHSA
dapmakoHarnagy - Jana Hyankova; koHTakTHa
ocoba 3 hapmakoHarnsgy 3aBHUKa ANSA 30iIMCHEHHS
hapmakoHarnsgy B YkpaiHi - Onevinikoa Hartanis
BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOUN. 3MiHa KOHTAKTHUX JaHMX
KOHTaKTHOi ocobu), Haka3 MO3 Ykpainu Ne 1570
BiA 08.12.2017. Pedakuyisi 8 Hakasi- 8UpobHUUMEO,
KOHmMpOIb 8 npoueci supobHUYUmMea, KOHmMpPOsib
20moe8o20o npodyKkmy, naKyeaHHsI ma 8urlycK cepii:
AuuHo ®apma AT, Lseliyapisi; naKkyeaHHs: AUUHO
®apma Al Lseliyapis; BipHa pedakuis -
BupobHuymeo, KoHmposb 8 npoueci
8uUpPObHUUMEa, KOHMPO/Ib 20M0o8020 POdyKmy,
rnakyeaHHs1 ma suryck cepii: AciHo ®apma AT,
Lleetiyapis; MNakysaHHs: AciHo ®apma AT,
Lligetiyapis.

90. | OONOHIKA 40 MI' TabneTtkn, BKpUTI AciHo Al HimeuunHa Bupo6bHuLTBO, LLiseviyapis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15102/01/03
NNiBKOBOK OBMOHKOH, KOHTpPOSb B npuBeaeHHs y BiaNoBiAHICTb A0 peecTpauinHnx peuenmom
nponoHroBaHoi Aaii no 40 npoueci maTtepianiB HaNnMcaHHA Ha3BM BUPOOHMKa B
mr no 10 Tabnetok y BMPOGHMLTBA, npoueci BHeCEHHs 3MiH (3MiHM | Tuny - 3miHK
6nictepi; no 3 abo 10 KOHTPOIb oo 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay.

GnicTepiB B KAPTOHHIN roToBOro BBeneHHs abo 3miHM [0 y3aranbHEHNUX AaHUX NPo
kopobui npoaykTy, cucTeMy chapmakoHarnsgy (BBedeHHs
nakyBaHHs Ta y3aranbHeHVX AaHnX Npo cucTemy
BMNYCK cepii: hapmakoHarnsigy, 3MmiHa yroBHOBaXeHOi 0cobu,
AciHo ®apma BiAMOBiAaNbHOI 3a 34iNCHeHHst hbapmakoHarnsay;
Arl, KOHTAKTHOI 0CO0M 3 (hapMakoHarnsgy 3asiBHUKa
LLsenuapis; Ons 34icHeHHs dhapMakoHarnagy B YKpaiHi, SKLWwWo
MakyBaHHS: BOHA BiAMiHHA Bif YNOBHOBa)XeHOi 0cobu,

AciHo ®apma

BiANoBiganbHOI 3a 3aiNcHeHHs hbapmakoHarnsgy
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Ar, (BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
LLseninapis po3MilLeHHi MacTep-thanna cuctemm
dapmakoHarnagy) - ditova pegakuis:
yrnoBHOBaxeHa ocoba, BignosigansHa 3a
3AiNcHeHHs dapmakoHarnagy - Dr. Jan Petracek;
KOHTaKTHa ocoba 3 chapmakoHarnaay 3aBHvKa ansi
3picHeHHs hapmakoHarnagy B YkpaiHi - 3axap
ActpaxaH. lNponoHoBaHa pefakuis: ynoBHOBaXeHa
ocoba, BianosiganbHa 3a 30iNCHEeHHS
hapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 dhapmakoHarnagy 3aBHVKa ANs 34iNCHEHHSA
hapmakoHarnsigy B YkpaiHi - OneiiHikoBa Hatanis
BikTopiBHa. 3MiHa KOHTaKTHVX AaHNX
YNOBHOBaXXEHOT 0COOUN. 3MiHa KOHTAKTHUX JAHMX
KOHTaKTHOi ocobu), Haka3 MO3 Ykpainu Ne 1570
Big 08.12.2017. Pedakuyisi 8 Hakasi- 8upobHUUMEO,
KOHMpOIb 8 npoueci sUpobHUYMea, KOHMPOJib
20mo8020 npodyKkmy, nakysaHHsi ma eurycK cepii:
AyuHo ®apma AT, LLiseliyapisi; nakyeaHHs: AUUHO
®apma Al Lseliyapis; BipHa pedakuis -
BupobHuymeo, KOHmMpPOrb 8 NPoyeci
8UPOBHUUMEa, KOHMPOITb 20M08020 IPOOYKMY,
rnakyeaHHs1 ma suryck cepii: AciHo ®apma Arl,
Leeliyapis; MNMakysaHHs: AciHo @apma AT,
Lisetiyapis.

91. | AOJIOHIKA 80 MI TabneTku, BKPUTI AciHo Al HimeyunHa Bupo6HuuTBO, LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3a UA/15102/01/04
nniBKOBOK 0BMNOHKOM, KOHTpOrb B npvBeAEHHS Y BiANOBIAHICTL [0 peecTpauiiHuX | peuyernmom
nponoHroeaHoi Aii no 80 npoueci MartepianiB HanMcaHHA Ha3BW BMPOGHUKa B
mr no 10 TabneTok y BMPOGHMLTBA, npoueci BHECEHHS 3MiH (3MiHu | Tuny - 3miHK
6nictepi; no 3 abo 10 KOHTpPOIb Loao 6esnekn/edekTUBHOCTI Ta hapmakoHarnsigy.

OnicTepiB B KAPTOHHiIW roToBOro BeegeHHs abo 3miHM J0 y3aranbHeHVX AaHnx npo
kopooui npoaykTy, cucTeMy chapmakoHarnsgy (BBedeHHs
nakyBaHHs Ta y3aranbHeHUX AaHnX Npo cUcTemy
BWMNYCK Cepil: hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
AciHo ®apma BiAMOBiAANbHOI 3a 34iCHEHHst hbapmakoHarnsay;
Arl, KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
LLsenuapis; ONs 34iViCHeHHs dhapmakoHarnsaay B YKpaiHi, SKwo
MakyBaHHS: BOHA BiAMiHHA Bif YNOBHOBa)XeHOi ocobu,
AciHo ®apma BignoBiganbHoi 3a 34iNCHEHHSA dhapMakoHarnsay
Ar, (BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
LLiserinapis po3MilLeHHi MacTep-channa cuctemm

hapmakoHarnsigy) - ditova pegakuis:
yrnoBHOBaxeHa ocoba, BignosigansHa 3a
3AiNcHeHHs dapmakoHarnagy - Dr. Jan Petracek;
KOHTaKTHa ocoba 3 hapmakoHarnsgy 3aBHUKa Ans
3[incHeHHs dhapmakoHarnagy B YkpaiHi - 3axap
ActpaxaH. lNponoHoBaHa pefakuis: ynoBHOBaXKeHa
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

ocoba, BignosiganbHa 3a 3A4iNCHEHHS
dapmakoHarnagy - Jana Hyankova; koHTakTHa
ocoba 3 hapmakoHarnay 3aBHUKa Ans 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi - Onevinikoa Hatanis
BikTopiBHa. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXEHOi 0CO6U. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT ocobu), Haka3 MO3 YkpaiHu Ne 1570
Big 08.12.2017. Pedakyisi 8 Hakasi- supobHUUMEO,
KOHMPOJIb 8 rpoueci 8UpobHUUMSa, KOHMPOJib
20moeg020 npodyKmy, naKyeaHHsi ma eurycK cepii:
AyuHo ®apma AT, LLiseliyapisi; nakyeaHHs: AUUHO
®apma Al Lliseliyapisi; BipHa pedakyisi -
BupobHuymeo, KoHmposib 8 npoueci
8UpPObHULMBa, KOHMPOJ/Ib 20M08020 MPOdyKMy,
rnakyeaHHs1 ma suryck cepii: AciHo ®apma AT,
Lisetiyapis; MNMakysaHHs1: AciHo @apma AT,
Lisetiyapis.

92.

OOPE3®

TabneTku, BKPUTI
NniBKOBOI 0BONOHKOIO,
no 2,5 mr, no 10
TabneTok y 6nictepi; no
3 bnicTepun y KapTOHHIN
kopooui

Ankanoig AL -
Ckon'e

Pecny6bnika
MakepfoHist

Ankanoig A -
Ckon'e

Pecny6nika
MakenoHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHnX Nnpo cUcTemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX faHuX
npo cuctemy apMakoHarnsagy, amiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHiI macTep-
hanna cuctemu papmakoHarnagy) - Hivoua
pefakuis: YnoBHoBaxeHa ocoba 3asiBHUKA,
BignosiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANs 30iNCHEHHSI
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakLisi: YNoBHOBaXeHa ocoba
3asBHuKa, BignoeigansHa 3a dpapmMakoHarnsg -
Onisepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANs 3OiINCHEHHSI
dapmakoHarnsay - I'pyaHuubkuii Irop
BonognmMupoBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JAHMX
KOHTAKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHH MacTep-anna

3a
peuerimom

UA/11285/01/01

93.

OOPE3®

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHis

Ankanoig A -
Ckon'e

Pecnybnika
MakenoHis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo Ge3neku/edekTUBHOCTI

3a
peuenmom

UA/11285/01/02
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IIponosxeHHs nonaTka 3

Ymoeu

Homep

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

eionycky

peecmpauyitiHo
20
noceio4yeHHs!

Ta chapmakoHarnsay. BeegeHHst abo 3miHm go

no 5 mr, no 10 Tabnetok
y 6nicTepi; no 3
GnicTepu y KapTOHHIMN
Kopobui

y3aranbHeHUX AaHuX Npo CUcTemy
papmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHUX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNnoBHOBaXeHoi ocobu, BignoBigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YkpaiHi, AKWwo BOHa BiAMiHHa
BifJ ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3pifcHeHHs hapmakoHarnsgy (BknoYvaoym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-
(hanna cuctemu papmakoHarnsgy) - Aivoua
pedakuis: YnoBHoBaxeHa ocoba 3asiBHUKA,
BignoBiganbHa 3a dapmakoHarnsg - MapiHa
Edppemona. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANs 3OiINCHEHHSI
dapmakoHarnagy - Ponano Jliogmuna MukonaiBHa.
MponoHoBaHa pepakuis: YnoBHoBaxeHa ocoba
3asBHYKa, BignoeigansHa 3a papmMakoHarnsg -
Onisepa lMaHeBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXeEHOI 0cobK 3asiBHMKA ANs 3A4iINCHEHHS
dapmakoHarnsay - I'pyaHuubkuii Irop
BonoanmumpoBuy. 3miHa KOHTAKTHUX AAHKX
YMNOBHOBaXeHOi 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTAKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHHs MacTep-canna

3a

UA/11285/01/03

94,

OOPE3®

TabneTku, BKPUTI
NNiBKOBOIO 0BOOHKOM,
no 10 mr, no 10
TabneTok y 6nictepi; no
3 bnicTepun y KapTOHHIN
Kopobui

Ankanoig AL -
Ckon'e

Pecny6bnika
MakepfoHist

Ankanoig A -
Ckon'e

Pecny6bnika
MakenoHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX faHuX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
30iMCHEHHSA (hapMaKkoHarnsay; KOHTakTHoOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3AiMCHEHHS hapmakoHarnsgy (BKoYvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
hanna cuctemn papmakoHarnagy) - Hitoua
pefakuis: YnoBHoBaXeHa ocoba 3asiBHUKA,

BignosiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANs 30iNCHEHHSI
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakuisi: YNoBHOBaxeHa ocoba

3asBHUKA, BignoBiganbHa 3a hapmakoHarnag -

peuerimom
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Onisepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXEHOI 0COOM 3asiBHMKA ANs 3A4iINCHEHHS
dapmakoHarnagy - ['pyaHuubkni Irop
BonognmMupoBuy. 3MiHa KOHTaKTHUX AaHWUX
YMOBHOBaXeHOi 0CO6W. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT ocobu. 3miHa Homepa macTep-anna.
3miHa Micue3HaxomKeHHs MacTep-canna
95. | AOUETAKCEN- KOHLIEHTpaT Ans Mictpan Kenitan Benuka AkTagic lTania ITania BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/13982/01/01
BICTA pO3uuHy anst iHdysin, 20 MeHegXMeHT Bputanis C.n.A. 3MiHu | TUny - 3MiHK Wwopo Ge3neku/edhekTUBHOCTI peuenmom
mr/mr; o 1 mn (20 wmr), Tlimiteq Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
abo no 4 mn (80 mr), y3aranbHeHUX AaHux Npo cuctemy
abo 7 mn (140 mr) y dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
dnakoHi; no 1 dnakoHy npo cuctemy chapmakoHarnsgy, aMmiHa
B KapTOHHII kopobui yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
peAakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
hapmakoHarnsg - Dr. Ascanio Maia/[dokTop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
Onekcangposuy. MNponoHoBaHa peAakLis:
ynosHoBaxkeHa ocoba BignosigansHa 3a
dapmakoHarnsa - lybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLEe3HaxX0oKEeHHS
MavicTep-danny
96. | EBKABAJII® KPAMNI kpanni, 1 mr/mn no 10 Ecnapma 'm6X HimeuunHa dapma HimeuunHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/13241/01/01
My donakoHi, no 1 BepHirepoge TexHiyHa nomunka y Cneumdikauii MeToais peuenma
hbnakoHy B KAPTOHHIN mbX KOHTPOIHO SIKOCTi 3@ MOKa3HMKOM «laeHTudikauis.
ynakoBLji BeHszankoHito xnopuma.», 6yrno gonyLeHo NoMusky
npuv 3a3HayYeHHi KpUTepiiB NPUAHATHOCTI
97. | EBKABAII® CMNPEU PO34MH HasanbHWUi, 1 Ecnapma M'm6X HimeuunHa dapma HimeuyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/13241/02/01
mr/mn no 10 mn y BepHirepoge TexHiyHa nomunka y Cneumdikauii MeToais peuenma
nakoHi, no 1 nakoHy M6X KOHTPOIIO SIKOCTi 3a MOKa3HMKOM «laeHTudikauis.
3 103aTOpOM B BeHsankoHito xnopua.», 6yno fonyLeHo NoOMUmKY
KapTOHHIN ynakoBLi npuv 3a3HayYeHHi KpUTepiiB NPUAHATHOCTI
98. | E3OMENPA30N TabneTkn, BKpUTI AxTasic rpyn AT Icnangis BankaHgapma Bonrapis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/14202/01/01
o6oroHKoto, -OynHnus AT 3Minu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. BunyyeHHs peuyenmom

KMLLKOBOPO34MHHI o 20
Mr, no 7 TabneTok y
6nictepi; no 1 abo 2
GnicTepu y KapTOHHIN

BMPOGHMWYOI AinbHULI (BKMHOYAYM AinbHULI Ans
A®I, npomixHOro NpoAyKTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeaeHHs
naKyBaHHs!, BUpOOHYKa, BiAnoBigansHOro 3a BUnycK
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs1

Kopobui

cepiii, MicLe NpoBeAeHHS KOHTpOrto cepii) abo
nocravarnbHUKa BUXiAHOrO MaTepiany, peareHty
abo [OMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbE) (BUNyYeHHS BUPOOHUYOI AinbHUL AKTaBic
AT, IcnaHgis) (TepmiH BBeAEHHS 3MiH NPOTArom 6-
TV MiCAILiB Nicnsi 3aTBEpAXKEHHS)

99.

E3OMENPA30N

TabneTtkn, BKpUTI
000MOoHKO10,
KMLLKOBOPO34MHHI rno 40
Mr, no 7 TabneTok y
6nictepi; no 1 abo 2
GnicTepu y KapTOHHIN
Kopobui

AxTasic rpyn AT

Icnangis

BankaHgapma
-OynHuusa AT

Bonrapis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TMNy - AOMiHICTpaTMBHI 3MiHW. Buny4yeHHs
BMPOGHMWYOI AinbHULI (BKMHOYAYM AinbHULI Ans
A®I, npomixxHOro NpoAyKkTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs
nakyBaHHs1, BUpOOHWKa, BiANOBiAanNbHOro 3a BUMYyCK
cepii, MicLe NpoBeAeHHS KOHTPOrto cepii) abo
noctavarnbHUKa BUXiAHOrO MaTepiany, peareHty
ab0o [OMOMIXKHOI PEeYOBMHM (SIKLLO 3a3HAYEHO Y
[OCbE) (BUNMYYEHHS BUPOOHUYOI AinbHNL AKTaBic
AT, IcnaHgis) (TepMiH BBEAEHHS 3MiH NPOTSIroM 6-
TV MiCAILiB Nicnsi 3aTBEpPAXKEHHS)

3a
peuenmom

UA/14202/01/02

100.

EK3EMECTAH -
BICTA

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 25 mr; no 10
TabneTok y 6nictepi; no
3 abo no 10 GnictepiB y
nadui 3 KapToOHy

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

CingaH
dapma C.P.J1

PymyHis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHuX Npo cucTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHUX
npo cuctemy apmMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWwo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
penakuisi: ynoBHoBaxxeHa ocoba BignoBifansHa 3a
dapmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
OnekcaHgpoBuy. [MponoHoBaHa pepakuis:
ynoBHoOBaxeHa ocoba BignosiganbHa 3a
apmakoHarnsg - ybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLE3HaX0aKEeHHS
MancTep-danny

3a
peuenmom

UA/14554/01/01

101.

EHOKCAMNAPHUH-
®APMEKC

PO34MH Ans iH'ekuin,
10000 aHTK-Xa MO/mn
no 0,2 mn (2000 aHTK-
Xa MO) a6o no 0,4 mn
(4000 aHTK-Xa MO) abo

TOB "®APMEKC
reymn"

YkpaiHa

TOB
"®APMEKC
rPymn"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
BUMNPaBIEHHSI TEXHIYHUX NOMUIIOK Y MeToaax
KOHTPOIMIO SIKOCTi Ha nikapcbkuii 3acib, ans o6'emy
0,2 mn, 6yno fomMyLeHO MOMWITKW MPY BKa3yBaHHi
3a3HayeHoro 06'emy B 3aronosky Ao Cneuundikadii

3a
peuenmom

UA/14204/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs1

no 0,6 mn (6000 aHTK-
Xa MO), a6o no 0,8 mn
(8000 aHTK-Xa MO) B
nonepeaHLo
HanoBHEHOMY LLUNPULY;
no 1 nonepegHLO
HanoBHEHOMY LUNpULy B
KOHTYPHIl YapyHKOBIN
ynakoBLji abo 6nicTepi;
no 1 KOHTYPHIN
YapyHKOBI ynakoBLi
abo Gnictepy B nayui
KapTOHHiIR, no 0,2 mn
(2000 aHTK-Xa MO) abo
no 0,4 mn (4000 aHTK-
Xa MO) abo no 0,6 mn
(6000 aHTM-Xa MO), abo
no 0,8 mn (8000 aHTK-
Xa MO) B nonepegHb0
HanoBHEHOMY LLUNPULY;
no 2 nonepegHbLo
HanoBHEHWX LUMpULA B
KOHTYPHIl YapyHKOBIl
ynakoBLji abo 6nicTepi;
no 1 KOHTYpHIW
YapYHKOBIN ynakoBLii
abo 6nictepy B nayui
KapTOHHiIn, no 0,2 mn
(2000 aHTK-Xa MO) abo
no 0,4 mn (4000 aHTK-
Xa MO) abo no 0,6 mn
(6000 aHTM-Xa MO), abo
no 0,8 mn (8000 aHTu-
Xa MO) B nonepeaHbo
HaMOBHEHOMY LUNPWULL;
no 5 nonepeaHbLo
HamnoBHEHUX LUNPULIB B
KOHTYPHIii YapyHKOBIN
ynakoBLji abo 6nicTepi;
NnO 2 KOHTYpPHi YapyHKOBI
ynakoBku abo 6nictepu
B Maylli KAPTOHHIN

Ta y HOpMyBaHHi nokasHuka «O6'em Lo
BUTSITAETBLCS», TAKOXK Y METOAMLi BUNPOGyBaHHS
nokasHuka «MexaHi4Hi BKNoYeHHsA» Ta y MeToaax
KOHTPOIIO SKOCTI, NOB'A3aHi 3 nepeknagom abo
nepeHeceHHAM iHbopmalii. [ins o6'emy 0,8 mn,
6yno gonyleHo nomunky y Cneuudikauii Ta
mMeToauui BUNpobyBaHHSA nokadHuka «MexaHidvHi
BKIMHOYEHHS», NPY 3a3HaYEHHI OAMHULb
HOPMYBaHHS «Of/KOHTEHepP»

102.

EMIPYBILUWH - BICTA

PO34MH Ans iH ekuin, 2
mr/mn, no 5, abo 10, abo
25, abo 50, abo 100 mn
y donakoHi; o 1
bnakoHy B KAPTOHHIN

Mictpan Kenitan
MeHeoXmeHT
Nimiten

Benwka
BpuTaHis

AkTasic ITanis

C.n.A,, Itanis;

CingaH ®apma
C.P.J1,
PymyHis

ITanis/ PymyHis

BHECEHHS 3MiH O peecTpaLitHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHuX Npo cucTemy
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX JaHuX

3a
peuerimom

UA/14658/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

Kopobui

npo cuctemy chapmakoHarnsay, aMmiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Bifj ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHS hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pefakLis: ynoBHOBaXeHa ocoba BignoBiganbHa 3a
dapmakoHarnsag - Dr. Ascanio Maia/[OokTtop
AckaHio Malio, KoHTakTHa ocoba BianosiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBwuy. MNponoHoBaHa peaakuis:
ynoBHOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AiANbHOCTI. 3MiHa MicLEe3HaxX0ooKeHHS
MavicTep-danny

108.

ECMNIM

NOPOLLOK Ans
NPUroTyBaHHS PO34MHY
ons in'ekuin no 1,0 r no

1 cknsHOMYy dbrnakoHy 3
NMOPOLLKOM, Y KapTOHHIN
Kopobui; no 10 cknsiHMX
bnakoHIiB 3 MOPOLLKOM, Y
KapTOHHIl kopobui

POTEK TA

Benwka
BpuTaHis

CTEPUII-

IDKEH NA®

CAMEHCU3
(M nTA

IHAis

BHECEHHS 3MiH 40 peecTpauiHux maTtepinis: 3MiHu
Il Tvny - 3miHn Wopo 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnsay. BHeceHHsa abo 3amiHa(n) oo
3060B's13aHb Ta YMOB BMAaui peecTpaLlinHoro
nocBigYeHHs, Bktovatoun NnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
BMMaratTb(€) NoAanbLIoro 06rpyHTyBaHHs HOBUMU
[00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHNUM OpraHoM, OCKINbK/A BUMaraeTbCs
CYyTTEBA OLiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
0o Nopsaky NpoBefeHHS ekcnepTusm
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpalio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuenmom

UA/12272/01/02

104.

ECMNIM

MOPOLLIOK ANsi
NPUroTYBaHHS PO3YMHY
ons iH'ekuin no 1,0 rin
bulk: no 50 a6o 100
CKITSIHMX (prakoHiB 3
MOPOLLIKOM, Y KAPTOHHI
YapyHKOBIN ynakosLi B

POTEK TA

Benwka
BpuTaHis

CTEPUII-

IDKEH NA®

CAMEHCU3
(M nNTA

IHAis

BHECEHHS 3MiH 40 peecTpauiHux maTtepinis: 3MiHu
Il Tvny - 3miHn Wopo 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnsay. BHeceHHsa abo 3miHa(u) oo
3060B's13aHb Ta YMOB BMAaui peecTpaliiHoro
nocBigYeHHs, Bktovatoun NnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
BMMaraTb(€) noganbLioro 06rpyHTyBaHHs HOBUMU

UA/12273/01/02




44 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
KapTOHHiN KopobLyi [00aTKOBMM AAHUMM, LLO MaloTb HagaBaTUCs
KOMMNETEHTHUM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHS 3060B'A3aHb BignNoBiAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
o MNopsigky NpoBeAEHHS eKCnepTuan
peecTpauinHMX MaTepiarniB Ha nikapcbki 3acobwu, LWo
noJatTbCs Ha AepXaBHY peecTpaLiiio
(nepepeecTpalilo), a Takox ekcnepTn3n Matepianis
NMpoO BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHS,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
105. | ETAM3UNAT pO34uH Ans iH'ekuin 12,5 ToBapucTBo 3 YkpaiHa KOHTPOIb YkpaiHa BHECEHHS! 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/5470/01/01
% no 2 mn B amnyni; no obmexeHo SKOCTI, BUMYCK 3Mminum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuyenmom
10 amnyn y nayui 3 BignoBiganbHicTo cepii: Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(n) oo
KapTOHy; No 2 Mn B "OocnigHuii 3aBog ToBapucTtBo 3 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
amnyni, no 10 amnyn y "rHync" obmexeHoto nocBigYeHHs1, BKItoyatoum MNnaH ynpasniHHS
6nicTepi, no 1 6nictepy BignosiganbHi pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
y nayui 3 KapToHy; no 2 CTIo BMMararTb(€) NofganbLIoro 06rpyHTyBaHHst HOBUMU
MmN B amnyni, no 5 "[ocnigHun [00aTKOBUM aHUMW, L0 MaloTb HagaBaTUCs
amnyn y 6nictepi, no 2 3aBog KOMMETEHTHUM OpraHoOM, OCKiflbKN BUMaraeTbCcsi
Gnictepu y navui 3 "THLUJIC", CyTTeBa OLjiHKa KOMMNETEHTHUM OpraHoM)
KapTOHY YkpaiHa; (BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
BCi cTagii 1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
BMPOOHMLITBA, o MNopsiaky NpoBeAEHHS eKCnepTuan
KOHTpPOIb peecTpauinHux MaTepiarnis Ha nikapcbki 3acobu, Lo
SIKOCTi, BUNYCK nofatTbCs Ha AepXKaBHy peecTpaLiiio
cepii: (nepepeecTpalio), a TaKox ekcnepTnan Matepianis
ToBapucTso 3 NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
obmexeHoto NpoTArom Aii peecTpauinHoro NocBig4eHHS,
BignosiganbHi 3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
cTio 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
"®apmaueBTu 460)
YHa KOMMaHis
"3popos'sa"”,
YkpaiHa
106. | ETIN po3unH 96 % no 100 mn ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/7684/01/01
y donakoHax oBMexeHo obmexeHot 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
BiAnoBiganbHicTIO BiAgnoBiganbHi HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
"BupobHuya CTIo peecTpauifHoro noceigveHHs) - 3miHa agpecu
dapmaueBTUYHA "BupobHnya 3asBHMKA
koMnaHis "Bio- dapmaueBTny
®dapwma nntoc” Ha KOMMaHis
"BIO-®APMA

nTg"
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
107. | EYKAPBOH® Tabnetkun Ne 10 (10x1), ®. TpeHka xemiLl- ABCTpis BUWMYCK Cepil: ABCTpis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: bes UA/9470/01/01
Ne 30 (10x3) y dapmaLeBTiLle ®. TpeHka 3MiHu | Tuny - 3MiHn Wwopao H6e3nekn/edekTMBHOCTI peuenma
Gnictepax dabpik 'M6X XeMilLL- Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
apmaueBTilw y3aranbHeHVX AaHnX Npo cUcTemy
e ®abpik dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
m6X, npo cuctemy apMakoHarnsgy, amiHa
ABCTpiIs; ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
BUPOOHMLUTBO 30iMCHEHHS (hapMaKoHarnsay; KOHTakTHoI ocobu 3
Hepo3adpacoBa dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
HOI MpoAyKuii, dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
nepBUHHE Ta Bifj ynoBHOBaXkeHOi ocobw, BiAnoBifansHoi 3a
BTOpPUHHE 30iACHEHHS (hapMakoHarnsgy (Bkrovaym
nakyBaHHS: KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
dapmaLueBTiw (parina cuctemu hapmakoHarnsagy) - Liroua
e ®abpik penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
MoHTagiT dapmakoHarnag - Mag. Johannes Stoger,
"vM6X, ABCTpist KOHTakTHa ocoba BignosiganbHa 3a
hapmakoHarnsig B YkpaiHi - [pxambosa Hatanis
BikTopiBHa. [ponoHoBaHa pefakuis:
ynoBHOBaxeHa ocoba BignosigansHa 3a
hapmakoHarnsg - Dr. Eva Reinelt-Wasilewski,
KOHTakTHa ocoba BignosiganbHa 3a
dapmakoHarnsa B YkpaiHi - lutyc leHHagin
BonoavmupoBmy. 3miHa KOHTaAKTHUX SaHWX
108. | 30KOP® TabneTtkn, BKpUTI Mepk LWapn i LLiseriapis BUPOBHMK Benuka BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/0645/01/03
NNiBKOBOK 0BOMOHKO0, Ooym lgea, IHk Hepo3adpacoBa BputaHis/ 3MiHu Il TURNY - 3MiHWM OO IHCTPYKUIT ANst MeanyHoro peuenmom
no 10 mr, no 14 HOI NpoayKuii, Higepnanawn 3acTocyBaHHA y po3ainu "TpoTunokasaHHs",
TabneTok y 6nictepi; no KOHTPOIb "B3aemogis 3 iHWUMK nikapcbkuMmn 3acobamm Ta
2 6nicTepy B KapTOHHIN sKocTi: Mepk iHWi Buam B3aemogiin”, "OcobnmBocTi
kopoobui LWapn i Joym 3acTtocyBaHHs", "3acTocyBaHHS y nepiog BariTHOCTI
Nimiten, abo rogyBaHHA rpyaar”, "Cnocib 3actocyBaHHs Ta
Benuka nosn". BBegeHHs 3MiH npoTArom 3-x micauis
BpuTaHis; nicns 3aTBepAXKEeHHSA
nakyBaHHs,
BUWMYCK Cepil:
Mepk Wapn i
Ooywm B.B.,
Higepnanamn
109. | 30KOP® TabneTku, BKPUTI Mepk Wapn i LLisenuapis BMPOGHMK Benuka BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/0645/01/02
NNiBKOBOIO 0BOOHKOM, Hoym lgea, IHk Hepo3adhacoBa BpuTaHis/ 3MiHn |l TMNY - 3MiHK A0 IHCTPYKLIT ANS MeauyHoro peuenmom
no 20 mr, no 14 HOI NpoayKuii, Higepnanawn 3acTocyBaHHA y po3ainu "TpoTunokasaHHs",
TabneTok y 6nictepi; no KOHTPOIb "B3aemogisi 3 iHWK1MKM nikapcbknuMmn 3acobamu Ta
2 6nictepu B KAPTOHHIN siKocTi: Mepk iHWi Buan B3aemopin”, "OcobnmneocTi
kopoobui LWapn i Joym 3acTtocyBaHHs", "3acTocyBaHHS y nepiog BariTHOCTI
Tlimiten, abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
Benuka nosn". BBegeHHs 3MiH npoTArom 3-x micAuis
BpuTaHis; nicns 3aTBepAXXeHHs
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IIponosxeHHs nonaTka 3

Ne

Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
nakyBaHHs,
BMNYCK cepii:
Mepk Wapn i
Hoym B.B.,
Higepnanamn
110. | 30KOP® ®OPTE TabneTku, BKPUTI Mepk Wapn i LLisenuapis BMPOGHMK Benuka BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/0645/01/01
NNiBKOBOIO 0BOOHKOM, [oym lgea IHk Hepo3adpacoBa BpuTaHis/ 3MiHn |l TMNY - 3MiHK A0 IHCTPYKLIT ANS MeanyHoro peuenmom
no 40 mr no 14 TabneTok HOI NpoayKuii, Higepnanawn 3acTocyBaHHA y po3ainu "TpoTunokasaHHs",
y 6ricTepi; no 2 KOHTPOMb "B3aemogisi 3 iHWK1MKM nikapcbknuMmn 3acobamu Ta
onictepun B KQpPTOHHIW siKocTi: Mepk iHWi Buan B3aemogin”, "OcobnmeocTi
kopoobui LWapn i Joym 3acTtocyBaHHs", "3acTocyBaHHS y nepiog BariTHOCTI
Tlimiten, abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
Benuka nosn". BBegeHHs 3MiH npoTArom 3-x micAuis
BpuTaHis; nicns 3aTBepAKEeHHSA
nakyBaHHs1,
BUWMYCK Cepil:
Mepk Wapn i
Ooym B.B.,
Higepnanamn
111. | 30NA®PEH TabneTku, BKPUTI TOB "Agamen" Monbwa BMPOGHMK "in Monblua BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: 3a UA/2604/01/02
obornoHkoto, no 10 mr no bulk", 3MiHu | TUNYy - 3MiHK 4O IHCTPYKUiT ANS MeanyYHoro peuenmom
30 Tabnetok y 6nicTepi; NEepPBUHHOIO Ta 3actocyBaHHs y po3ain "MNobivHi peakuii”
no 1 Gnictepy y BTOPUHHOIO BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
KapTOHHI kopobui nakyBaHHs: nitoyoi pevoBuHn. BBeaeHHs 3MiH npoTsAAromM 6-tu
3aknapg MicsLiB nicnsa 3aTBepaXeHHSA
dapmauesTuy
HuIA Agamen
®apma C.A,,
MonbLua;
KOHTpPO~b
AKOCTI Ta
[03Bin Ha
BUNYCK cepii:
Mab'aHiubknin
dapmaueBTny
HWIA 3aBoA
Monbga A.T.,
MonbLua
112. | 30NA®PEH TabneTku, BKPUTI TOB "Agamen" Monbwa BMPOGHMK "in Monblua BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/2604/01/01
oboroHkoto, No 5 Mr no bulk", 3MiHM | TUNY - 3MiHW A0 IHCTPYKLIT ANS MeguyHoro peuyenmom
30 TabneTok y 6nicTepi; NnepBUHHOTO Ta 3acTocyBaHHs y po3gin "MobiyHi peakuyii”
no 1 Gnictepy y BTOPUHHOIO BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
KapTOHHiN KopobLyi naKkyBaHHs: Aitoyoi pevosuHn. BBeaeHHsA 3MiH npoTArom 6-tu
3aknan MicsiLiB nicnsa 3aTBepAXeHHs
dapmauesTuy
H1 Agamen

Papma C.A,,




47 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
MonbLa;
KOHTPOMb
SAKOCTi Ta
[03BiN Ha
BUWMNYCK Cepil:
Mab'aHiubknit
dapmaneBTny
HWI 3aBOf,
Monbga A.T.,
MonbLya
113. | 30NIKNOH TabneTku no 7,5 mr no MAT YkpaiHa NAT YkpaiHa BHECEHHS! 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6301/01/01
10 TabneTok y Gnictepi; "Ny6HUpapm" "Ny6Hnchapm" 3MmiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
no 1, 2 abo 3 Gnictepn y Ta cbapmakoHarnsagy. BHeceHHs abo amiHa(n) oo
navuj 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
pv3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) NoAanbLIoro 06rpyHTyBaHHst HOBUMU
[00aTKOBMM AaHNMW, LLO MaloTb HagaBaTucs
KOMMETEHTHVUM OpraHoM, OCKIfNlbKU BUMaraeTbcs
CYTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHs1 3060B's13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
o MNopsiaky NpoBeAEHHS eKcnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
nofatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a TaKox ekcnepTnan Matepianis
Npo BHECEHHS 3MiH 0O peecTpaLiiHNX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
114. | 30TEK®-200 TabneTku, BKPUTI OpraHocwH Jlandg IHAis EBepTomxeH IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: - UA/11502/01/01
nniBkOBO 06ONOHKOIO, CaeHcus IMeT. J1A4. TNand 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoun
no 200 mr in bulk: no CaeHcuns fjianasoH po3mipy cepii) roToBOro nikapcbKoro
2500 TabneTok y Timiteq 3aco0y (3meHLweHHs fo 10 pasiB) - 3MeHLUEHHS
NoABINHMX NakeTax 3 po3mipy cepii, 3anponoHoBaHo: 350 000 TabneTok
onbr1 NonieTuneHoBoI
Y KapTOHHIl kopobuUi
115. | 3O0TEK®-200 TabneTku, BKPUTI OpraHocwH Jlandg IHAis EBepTomxeH IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: Ne 10— 6e3 | UA/11501/01/01
NNiBKOBOIO 0BOOHKOM, CaeHcus MeT. J14. Nand 3MiHM | TUNY - 3MiHa po3Mmipy cepii (Bknoyaun peuenma,
no 200 mr no 10 CaeHcus AianasoH po3mipy cepii) roToBoro fikapcbKoro Ne 10x10 —
TabneTok y 6nictepi; no Timiteq 3aco0y (3mMeHLweHHs fo 10 pasiB) - 3MeHLUEHHS 3a
1 abo 10 6nicTepiB y po3mipy cepii, 3anponoHoBaHo: 350 000 TabneTok peuenmom
KapTOHHI kopobui
116. | 30TEK®-300 TabneTkn, BKpUTI OpraHocwuH Nard IHgis EBepTomKkeH IHgis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: - UA/11502/01/02
NNiBKOBOIO 0BOOHKOM, CaeHcus MeT. J14. Nand 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaum
no 300 mr in bulk: no CaeHcuns [iana3oH po3Mipy cepii) roToBOro nikapcbKoro




48

IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
2500 TabneTtok y Nimiteq 3acoby (3meHweHHs fo 10 pasiB) - 3MeHLUEeHHS
NoABINHMX NakeTax 3 po3mipy cepii, 3anponoHoBaHo: 250 000 TabneTok
donbr NonieTuNeHoBoI
Y KapTOHHI Kopobui
117. | 3OTEK®-300 TabneTku, BKPUTI OpraHocwH Jlandg IHAis EBepTomxeH IHAisn BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: Ne 10— 6e3 | UA/11501/01/02
nniBkOBO 0BONOHKOIO, CaeHcus IMBT. TNand 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKno4aoum peuenma,
no 300 mr no 10 NTa., CaeHcuns fjanasoH po3mipy cepii) roToBOro nikapcbKoro Ne 10x10 —
TabneTok y 6nictepi; no Timiteq 3aco0y (3meHLweHHs fo 10 pasiB) - 3MeHLUEHHS 3a
1 abo 10 6nictepis y po3mipy cepii, 3anponoHoBaHo: 250 000 TabneTok peuenmom
KapTOHHI kopobui
118. | I30-MIK® 10 MI" Tabnetkun no 10 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHix maTtepianis: 3a UA/3186/01/01
50 TabneTtok y 6aHui; no "Mikpoxim" "Mikpoxim" 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
1 6aHui y nayui 3 HalMeHyBaHHS Ta/abo agpecu 3asBHMKA (BNacHuka
KapTOHYy peecTpaLiiHOro Noceig4eHHs) (3mMiHa Ha3Bu Ta
agpecu 3asBHuKa) (TepmiH BBe4EHHS 3MiH
npoTArom 3-x MicAUiB Nicnsa 3aTBepMXEHHS); 3MiHN
| Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus NpoBafKeHHs!
nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acofy, BKMYa4m AinbHULL BUNYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOSH SIKOCTi.
(misnbHicTb, 3a AKy Bignosiaae BMpobHUK/imnopTep,
BKITH0MaK4M BUMYCK Cepilt) (3MiHa Ha3BW Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micusi BUpobHuLTBa) (TepmiH
BBEAEHHS 3MiH NpoTsArom 3-x micsauiB nicns
3aTBEPOKEHHS)
119. | I30-MIK® 20 MI" Tabnetku no 20 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/3186/01/02
50 TabneTok y 6aHui; no "Mikpoxim" "Mikpoxim" 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
1 6aHui y nayui 3 HallMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHuka
KapToHy peecTpaLjinHOro NocBigYeHHs) (3mMiHa Ha3Bu Ta
appecw 3asBHuKa) (TepmiH BBEAEHHS 3MiH
nNpoTsArom 3-x MicsUiB Nicnsa 3aTBepAXeHHs); 3MiHn
| TMny - AgMiHicTpaTuBHI 3mMiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu MicusA NpoBagXeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoro
nikapcbkoro 3acofy, BKMHYa4m AinbHULL BUNYCKy
cepii abo MicLie NpoBeLEeHHS KOHTPOTKO SKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUpobHUK/iMnopTep,
BKITHOMAK4M BUMYCK Cepilt) (3MiHa Ha3BW Ta aapecu
BMPOGHWKa, 6e3 3MiHM Micusi BUpobHuuTBa) (TepmiH
BBeAEHHS 3MiH NpoTsarom 3-x MicsauiB nicns
3aTBEPOKEHHS)
120. | IMATIHIB-BICTA kancynu no 400 wmr; no Mictpan Kenitan Benwka CingaH ®apma PymyHis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15420/01/01
10 kancyn y 6nicTtepi; no MeHepXmeHT BpuTaHis C.P.N. 3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI peuenmom
3 6nicTtepu y nayui 3 Nimiten Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go

KapToOHY

y3aranbHeHUX JaHux Npo cUcTemy
hapmakoHarnsay (BBEAEHHS y3arafibHEHUX JaHUX
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

npo cuctemy chapmakoHarnsay, aMmiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YkpaiHi, AKLWO BOHa BiAMiHHA
Bifj ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pefakLis: ynoBHOBaXeHa ocoba BignoBiganbHa 3a
dapmakoHarnag - Dr. Ascanio Maia/[okTtop
AckaHio Malio, kKoHTakTHa ocoba BianosiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBwuy. MNponoHoBaHa peaakuis:
ynoBHOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AiANbHOCTI. 3MiHa MicLEe3HaxX0ooKeHHS
MavicTep-danny

121.

IMATIHIB-BICTA

kancynu no 100 mr; no
10 kancyn y 6nicTtepi; no
3 abo 12 GnicTepiB y
nadui 3 KapToOHy

Mictpan Kenitan
MeHemXMeHT
NimiTen

Benwka
BpuTaHis

CingaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBaXeHOI 0cobu, BignosiaansHoi 3a
30IACHEHHS (hbapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKWwo BoHa BiAMiHHA
Bij ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30icCHeHHs hapmakoHarnagy (BKoYyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pefakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
apmakoHarnag - Dr. Ascanio Maia/JokTtop
AckaHio Malio, KoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBwuy. MNponoHoBaHa peaakuis:
ynoBHoBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLEe3HaxX0ooKeHHS
MavicTep-danny

3a
peuenmom

UA/15420/01/02

122.

IMINEHEM/UUNACT
ATUH - BICTA

NOPOLLOK Ansi
NPUroTyBaHHs PO34MHY
ons iHdysi no 500
mr/500 wmr; 1 a6o 10

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

PAKTA
PAPMACBIOT
ICIC.NA.,
ITanig; ALC

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm oo
y3aranbHeHNX AaHWX Npo CUCTEMY

3a
peuenmom

UA/16166/01/01




50

[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
CKINSIHWX (priakoHiB 3 OOB®AP dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
MOPOLLKOM Y KapTOHHIN C.n.A., Itania npo cuctemy apMakoHarnsgy, amiHa
kopoobui (BUpOBHULTBO yNOBHOBaXeHOI 0cobu, BignosiaansHoi 3a
Ta KOHTPOIb 3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
SKOCTI dapmakoHarnsay 3asiBHUKa AnNs 30iNCHEHHS
CTepUnbHoI dapmakoHarnagy B YKpaiHi, Ko BOHa BiAMiHHA
CyMiLui) BifJ ynoBHOBaXkeHOi ocobw, BianoBigansHoi 3a
3AiMCHEHHS hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHiI macTep-
hanna cuctemu papmakoHarnagy) - Hivoua
pefakLis: ynoBHOBaXeHa ocoba BignoBiganebHa 3a
hapmakoHarnsig - Dr. Ascanio Maia/[dokTop
AckaHio Maiio, KoHTakTHa ocoba BignosiganeHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
Onekcangposwuy. MNponoHoBaHa peAakLis:
ynoBHoOBaxeHa ocoba BignosigansHa 3a
dapmakoHarnsa - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MicLe3HaxX0oKEeHHS
MavicTep-danny
123. | IMYHOIMoOBYNIH PO34UH ANs iH'eKuiR, He MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3a UA/15930/01/01
AHTMPAB[‘-IHVIVI MeHLwe 150 MO/mn, 1 "OAPMCTAHOAP "®APMCTAH 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenmom
(KIHCbKUW) amnyna 3 T-BIONIK" OAPT-BIONIK" Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
iMyHOrnoGyniHom 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
aHTUpabiyHum (3 mn) y nocBigYeHHs1, BKItoyatoum MNnaH ynpasniHHS
KoMnnekTi 3 1 amnynoto pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
3 iMyHornoGyniHom BMMararTb(€) NoAanbLLIoro 06rpyHTyBaHHst HOBUMU
aHTMpabivHMMm, [0AaTKOBMM AAHUMW, LLO MaloTb HagaBaTucs
po3segeHum 1:100 (1 KOMMNETEHTHUM OpraHOM, OCKiflbKN BUMaraeTbCcsi
M1), No 5 KOMNMekTiB y CYyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
nayui, abo 1 amnyna 3 (BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
iMyHorno6yniHom 1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
aHTpabiyHum (5 mn) y 0o MNopsiaky NpoBeAEHHS ekcnepTuan
KoMnnekTi 3 1 amnynoto peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, LWo
3 iMyHOrnobyniHom noaalTbCH Ha AepXaBHY peecTpaLito
aHTUpabivyHuM, (nepepeecTpalilo), a TaKoX ekcnepTuan Matepianis
po3segeHum 1:100 (1 NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
MIT), MO 5 KOMMMEKTIB Yy NpoTAroMm Aii peecTpauinHoro NocBig4eHHS,
nayui 3aTBepakeHoro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
124. | IMYHO®NA3IA® cupon no 30 mn abo no TOB "HBK YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/5510/01/01
50 mn, abo no 60 mn'y "Exkochapm" "TepHodapm", 3MiHu |l Tuny - 3miHa BUpobHuKa peuenma
hrnakoHax 3 ckna abo Ykpaina; MNAT BUXiAHOrO/NPOMIXXHOIO NPOAYKTY/peareHTy, Lo
nnacTtuky; no 1 dpnakoHy "®apmak”, BMKOPUCTOBYOTLCS Y BUpOBHUYOMY npoLieci ADI,
pa3oM 3 [JO3YyH4OI0 YkpaiHa abo 3miHa BUpobHuka (BKnoyatoun, e HeobxigHo,

E€MHICTIO B nayuj 3

Micue npoBefeHHs KoHTpornto sikocTi) APl (3a
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
KapTOHHY BiJCyTHOCTI cepTudikaTta BignoBigHOCTI
€Bponewncbkin dapmakonei y 3aTBepaKeHoMy
[ocbe)(BBEAEHHS HOBOTO BUPOGHMKa ADI 3
HapaHHsaM macTep-danna Ha APl) - BBeAeHHs!
[00aTKOBOro BUPOGHMKA PiAKOro eKCTpakTy
MpoTednasia, cyoeTanuii, TOB «HBK «Ekodapmy,
YkpaiHa. BBegeHHs 3MiH npoTarom 6-tm micsuis
nicna 3aTBepAXXeHHs
125. | IHOKAIH kpanni o4Hi 0,4 % no 5 CEHTICC ®APMA IHAia CEHTICC IHgis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/2909/01/01
My donakoHi- MBT. NTA. PAPMA TBT. 3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs peuenmom
KpanensHuui, no 1 NnTa. roTOBOrO fikapcbKoro 3acoby - 3MiHVM B MeToAuL
dnakoHy-KpanenbHuLi B KifbKiICHOrO BU3HAYEHHS1 HATpIto xrnopuay (3amiHa
KapTOHHIN navui TUTPYBaHHS XOMNOCTOrO PO34MNHY Ha BUKOPUCTaHHS
pikcoBaHoro 06’ emy 1,8 mn, sikuiA e Ha
TUTPYBaHHS XONOCTOr0 PO34MHY B PO3paxyHKOBIN
dopmyni
126. | IHTENEHC® Tabnetku no 100 Mr no TOB "[OHCOH & Pocilicbka AHccen-Cinar ITanis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/9963/01/01
120 TabneTok y dnakoHi [KoHCOoH" depepauis C.n.A 3MiHM | TUNY - 3MiHK Woao 6e3nekun/edpekTUBHOCTI peuenmom
3 nonieTunexy; no 1 Ta bapmakoHarnsagy (iHwi 3mMiHW) - NpuBeaeHHS
bnakoHy B KApPTOHHIW TEeKCTY MapKyBaHHS Yy BignoBigHICTb 4O Haka3y
nauui MiHicTepcTBa 0xpoHu 30poB'a Ykpainu Ne 460 Big
23.07.2015
127. | IHGAHPUKC cycneHsist (DTPa-HBV- makcoCmiTKnsanH Benuka akcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ons iv’exuin y Ekcnopt Jimiteq Bputanis ANH 3MiHuM | TMNY - 3miHa y meToaax sunpobysaHHs Ad| peuernmom
HEXA™ nonepeaHLo Bionogxikans abo BuxigHOro marepiany/npomixxHOro
KOMBIHOBAHA HarnoBHEHOMY C.A. npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
BAKUWHA OnAd 0OHOPAa30BOMY LLUMPUL Y npoteci BupobHuutea APl - 3miHa ajtoyoro
MPO®INTAKTUKU KOMMNIEKTi 3 ABOMA oumnweHoro pedepeHTHoro ctaHgapty FHA bulk
OUGTEPIT, NPABLUS, | ronkamu Ta niodiniaat (chinaMeHTO3HOrO reMarmioTUHIHY), cepist
KALLJTIOKY (Hib) y donakoHi, wo AFHABAAG12 (SWNO590A02) Ha cepito
(ALIENIONAPHUN 3MiLLyIOTbCS nepes AFHABAA878 (SWNO590A03), obymoBneHa
KOMMOHEHT), BUKOpUCTaHHAM, Ne 1 3aKiHYeHHsIM TepMiHy 36epiraHHsi nonepeaHLOro
FENATUTY B, abo Ne 10 cTaHgapTy; 3MiHu | Tvny - 3mMiHa nepiogy NOBTOPHUX
noniomieniTy TA BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
3AXBOPIOBAHD, 36epiraHHst ADI - 3miHa ymoB 36epiraHHst onsi
36YAHUKOM AKUX 3anponoHoBaHoro pedepeHTHoro ctaHaapty FHA
€ HAEMOPHILUS
INFLUENZAE TUNY
B
128. | IHOAHPUKC™ INB cycneHsia ans iH'ekuin MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepeaHbo EkcnopT Jimiteq Bputanis ANH 3MiHu | TUNY - 3MiHa y MeTogax BunpobyBaHHst ADI peuenmom
BAKUWHA OnA 3anoBHEHUX Bionogxikans abo BuxigHOro marepiany/npomixxHOro
MPO®INAKTUKHN 0HOPAa30BUX LUMpULIAX C.A. NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
OUOTEPIT, NPABLUS, | y koMnnekTi 3 ronkamu, npoueci BupobHuuTea AdI (iHWwi 3MiHK y MeTodax
KALLJTHOKA . Ne 1 abo Ne 10y BMNpOOYBaHHSA (BKMoYa4umn 3amiHy abo
(ALUENIONAPHUN nnacTyKoBOMY nonoBHeHHs1) A®| abo BMXiAHOro/MPOMiIXKHOTO
KOMIMOHEHT) TA KOHTEWHEPpI Y KApTOHHIW NpoaykKTy) - 3MiHa Ail040ro O4YMLLEHOrO
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
noniomienity Kopobui pedepeHTHOro ctaHaapTy FHA bulk
(cpinameHTO3HOro remarnTUHIHY), cepis
AFHABAAG12 (SWNO590A02) Ha cepito
AFHABAA878 (SWNO590A03), obymoBneHa
3aKiHYeHHAM TepMiHy 36epiraHHs nonepeaHbLOro
cTaHgapTy; 3MiHu | TMny - 3MiHa nepiogy NOBTOPHUX
BMNpoOyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs APl (3a BiACYTHOCTI y 3aTBEPKEHOMY
nocbke cepTudikaTa BignoBigHOCTI €BponenchbKin
bapMakonei, Lo BKIIOYa€e nepio NOBTOPHOMO
BUNPOBYBaHHS) - 3MiHa yMoB 36epiraHHs Ans
3anponoHoBaHoro pedgepeHTHoro ctaHgapTy FHA
129. | IHGAHPUKC™ cycneHsia ans iH'ekuin MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15120/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn)y EkcnopT Jimiteq Bputanis ANH 3MiHu | TUNY - 3MiHa y MeTogax BunpobyBaHHst ADI peuenmom
BAKLUUHA Ond ronepeaHLo Bionomxikana abo BuxigHOro matepiany/npomixxHOro
MPO®INAKTUKHN 3anoBHeHoMy Lwnpuui Ne C.A. npoaykTy/peareHTy, L0 BUKOPUCTOBYETBCH Y
OUOTEPIT, NPABLUS, | 1y komnnekTi 3 oaHieto npoueci BupoBHuLTBa AdI - 3MiHa Ailo4oro
KALLITHOKY abo gBoma ronkamu: no oumweHoro pedepeHTHoro ctangapty FHA bulk
ALENIONAPHA 1 nonepeaHLO (dhinameHTO3HOrO remMarnioTUHIHY), cepis
OYULLEHA HamnoBHEHOMY LUNpULY Y AFHABAAG612 (SWNO590A02) Ha cepito
IHAKTUBOBAHA KOMMMEKTi 3 ogHieto abo AFHABAA878 (SWNO590A03), obymoBneHa
PIOKA [iBOMa ronkamuv y 3aKiHYEHHsIM TepMiHy 36epiraHHsi monepeaHLOro
nnacTMKoOBOMY cTaHgapTy; 3MiHu | TMny - 3mMiHa nepiogy NOBTOPHUX
KOHTeWHepi; no 1 BMNpobyBaHb/nepioay 36epiraHHst abo ymoB
nnacTMKoBOMY 36epiraHHa A®I - 3miHa ymoB 36epiraHHs ans
KOHTEeNHepy B KApTOHHI 3anponoHoBaHoro pedepeHTHoro ctaHaapty FHA
kopobui
130. | IPUHOCUHOAH KOHUEHTpaT ans AxTasic rpyn AT Icnangis CivpaH ®apma | PymyHis/ ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/6528/01/01
NPUroTYBaHHSA PO3YNHY CPIJ1, PymyHis; 3MiHu Il TUNy - oHOBNEHHs1 MmacTep-danna Ha ADI peuenmom
ans iHgysin, 20 mr/mn AkTasic ITanis ipuHOTEKaHy rigpoxnopug Tpurigparty Big
no 2 mn, aéo no 5 mn, C.n.A., ltania BMpobHuKka ScinoPharma® Taiwan Ltd., Taiwan
abo no 15 mn, abo no 25
My dornakoHi; no 1
hnakoHy B mayui
KapTOHHIN
131. | IPUHOCUHOAH KOHLIeHTpaT Ans AxTasic rpyn AT Icnangis CiHgaH ®apma | PymyHis/ Itanis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: - UA/10219/01/01
NPUroTYBaHHS PO3YMHY CPI, PymyHis; 3MiHu |l TUNY - oHOBREHHsI MacTep-cdanna Ha API
ans iHgysin, 20 mr/mn in AkTasic ITanis ipuHOTEKaHy rigpoxnopug Tpurigparty Big
bulk: no 2 mn a6o no 5 C.n.A., lTania BMpoGHUKa ScinoPharma® Taiwan Ltd., Taiwan
mn 'y donakoHi; no 100
(PNakoHIiB y KAPTOHHIN
kopo6ui; in bulk: no 15
mn abo no 25 mn'y
dnakoHi; no 20
PNakoHIiB Y KapTOHHIN
Kopobui
132. | IPUHOTEKAH-BICTA | koHueHTpat ans Mictpan Kenitan Benuka AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpaliiH1x MaTepianis: 3a UA/14240/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NPUroTYBaHHS PO3YMHY MeHnepxmeHT J1T4. BpuTaHis C.n.A 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
ans iHgysin, 20 mr/mn Ta chbapmakoHarnsay. BeegeHHst abo 3miHu oo
no 5 mn (100 mr) abo no y3aranbHeHUX AaHux Npo cuctemy
15 mn (300 wmr), abo 25 dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
mn (500 mr) y dpriakoHi; npo cuctemy chapmakoHarnsgy, aMmiHa
no 1 cpnakoHy B yNOBHOBaXeHOI 0cobw, BignosigansHoi 3a
KapTOHHiI kopooLi 3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 340iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBa)XeHOi 0cobu, BignoBiganbHoi 3a
3pifcHeHHs hapmakoHarnsagy (BkoYvaoym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
hanna cuctemu papmakoHarnagy) - ivoua
peAakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
hapmakoHarnsig - Dr. Ascanio Maia/[dokTop
AckaHio Maiio, KoHTakTHa ocoba BignosiganeHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
Onekcangposuy. MNponoHoBaHa peAakLis:
ynoBHOBaxeHa ocoba BignosigansHa 3a
dapmakoHarnsg - flybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNcCHEHHs
OCHOBHOI AisiNbHOCTi. 3MiHa MicLLEe3HaxX0oKeHHS
MavicTep-danny
133. | KAnbUIO Tabnetku no 500 mr; no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/4726/02/01
FMIOKOHAT- 10 TabneTtok y obmexeHo obmexeHoto 3MiHuM | TMNY - 3MiHa po3mipy cepii (BkNoYao4n peuenma
300POB'A 6nictepax; no 10 BiAnoBiganbHICTIO BignosiganbHi nianasoH po3mipy cepii) roToBoro nikapcbkoro
TabneTok y 6nictepi, no "®apmaueBTnyHa cTo 3acoby - BBeAEeHHs1 JOAATKOBMX PO3MIpIB cepiit
1 6nicTepy y KapTOHHIN KOMNaHis "dapmaneBTn
kopoobui "3gopos's" YHa KoMMaHis
"3gopos'a”
134. | KANbUIKO ®ONIHAT pO34MH ans iH ekuin, 10 Mictpan Kenitan Benwka XaynT ®apma HimeuyunHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/15243/01/01
- BICTA mr/mn; no 5 mn abo no MeHegXMeHT Bputanis Bonbdpatcxa 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI peuenmom
10 mn, a6o no 20 mn, NimiTen y3eH M'm6X Ta chapmakoHarnsiay. BeegeHHst abo 3MiHu oo

abo no 35 mn, abo no 50
mn, abo no 100 mn
PO34MHY Yy prakoHi; no 1
hbnakoHy y kopobuii 3
KapToHYy

y3aranbHeHVX AaHuX Npo cucTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy apMakoHarnsgy, amiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a
30iACHEHHS (hapmakoHarnsigy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
apmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Maiio, KoHTakTHa ocoba BianoBiganbHa 3a
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
bapmakoHarnag B Ykpaini - Mirniy OnekcaHgp
OnekcaHgposwuy. NponoHoBaHa peaakuis:
ynoBHOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3[iNCHEHHS
OCHOBHOI AifiNbHOCTI. 3MiHa MicLEe3HaXOoXEHHS
MavicTep-danny
135. | KAHOEKOP® H 16 Tabnetku, 16 mr/12,5 mr KPKA, a.a., HoBo CrnioBeHia KPKA, o.4., CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/13917/01/02
Ne 30 (10x3), Ne 60 MecTo HoBo mecTo 3MiHK | TUNY - 3MiHa po3Mmipy cepii (BknoYaoun peuernmom
(10x6), Ne 90 (10x9), Ne fjianasoH po3mipy cepii) roToBOro nikapcbKoro
14 (14x1), Ne 28 (14x2), 3acoby - 36inbLIeHHs po3mipy cepii: 120.000 Tabn.,
Ne 56 (14x4), Ne 84 2.400.000 Tabn.
(14x6), Ne 98 (14x7) y
Gnictepax
136. | KAHECNOP® HABIP | ma3b ansi 30BHilLHbLOIO Baiep KoHcblomep | LUBenuapisi Bupo6Huk HimeuumHa/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: be3 UA/6241/01/01
3acTtocyBaHHA Mo 10y Kep Al NPOMiXKHOT IcnaHis 3miHu | Trny - 3miHmM 3 AkocTi. MeanyHi NpucTpoi. peuenma
Ty6i, 3i CMyxKamu CyMilLLi: 3miHa NpuCcTpOiB Ans BUMIptOBaHHS [03u abo
BOAOCTINKOro nnacTupy Baviep ®apma BBEEHHS NiKapCbKoro 3acoby (BUNy4eHHsi
Ne15, ckpebkom ans Al npucTpoto) (BunyyeHHs gosatopy (cksisepy) 3
HirTiB Ne1 y kopobui HimevumnHa; KOMMMeKTy ynakosku) (TepMiH BBEAEHHS 3MiH
BupobHuk in- NpoOTArom 6-Tv MicAILiB Micnsi 3aTBEPOXKEHHS)
bulk;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS;
KOHTpOMNb
SAKOCTI;
BMPOGHMUK,
BignoBiganbHU
1 3a BUNYyCK
cepii:
KepH ®apma
C.N., IcnaHis;
Hopatkosi
BUPOGHMKM
ona cragii
BTOPWHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
Ciceam, C.A,,
IcnaHis;
Hoadhapm
JIAB, C.1.,
IcnaHis;
JlabopaTopi

dyHaauio
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
LAY, IcnaHis
137. | KAPBEOWUINON-KB Tabnetku no 25 mr; no MAT "KuniBcbkuit YkpaiHa NAT YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiiHix maTepianis: 3a UA/8685/01/02
10 TabneTok y Gnictepi; BiTamMiHHMI 3aBoA" "KuniBcbkun 3MiHM | TUNY - 3MiHK y Npoueci BUpoOHUUTBa peuenmom
no 3 Gnictepu B nayui BiTaMiHHWUIA roTOBOrO MikapCbKOro 3acoby, BKI4aoum
3aBoa” NPOMIXXHUI NPOAYKT, LLO 3aCTOCOBYETLCH Npu
BMPOGHMLTBI FOTOBOTO Nikapcbkoro 3acoby;
CynyTHS 3MiHa: 3MiHa y cknagi (GONOMiXXHMX
peyoBMHAX) rOTOBOIO fikapcbKoro 3acoby (iHLui
[OOMOMiXHI peqoBUHN) - Byab-sika He3Ha4YHa 3MiHa
KiNbKICHOrO CKMnagy AONOMIKHUX PEYOBUH Y
roTOBOMY fikapCbkoMy 3acobi - 3MiHM B NPOLECI
BMPOGHMLTBA Ta KiNlbKiCHOMY cKknagi AOMOMiXKHUX
peYoBWH
138. | KAPI3OH kpem, 0,5mr/1rno 15, Oepmadpapm Al HimeuunHa Mi6e MM6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/10950/02/01
abono30r, abono50r ApuHanmitTen 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
y Ty6i; mo 1 1y6i B b HalMeHyBaHHs Ta/abo agpecu Micusa NpoBagXeHHS
KapTOHHI kopobui LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoOro
nikapcbkoro 3acofy, BKMOYaym AirbHULL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOSTO SAKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUpoBHUK/iMnopTep,
BKIO4AK04M BUMYCK Cepiit) (3MiHa agpecu
BUpobHMKa Mibe MmBX ApuHanmviTtens, HimeuuunHa,
6e3 3MiHM Micusi BUpoBHULITBA)
139. | KA®DETIH® Tabnetku no 10 Ankanoig AL - Pecnybnika | Ankanoig ALl - Pecnybnika BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/0742/01/01
TabneTok y cTpuni; no 1 Ckon'e MakepfoHist Ckon'e MakenoHis 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuenmom

CTpUMY Y KapTOHHIN
Kopobui; no 6 TabneTok
y cTpwni; no 1 abo no 2
CTPUMKM Y KaPTOHHIW
Kopobui

Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHNX AaHWX Mpo cucTemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy apmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iCHeHHs hapmakoHarnagy; KOHTakTHOi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLWwo BoHa BiAMiHHA
BiJl yNOBHOBaXXeHOi 0cobu, BignoBiganbLHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
hanna cuctemu papmakoHarnagy) - Hivoua
penakuis: YnoBHoBaxeHa ocoba 3asBHUKA,
BignosiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXeEHOI 0co6K 3asiBHMKa ANs 34iIACHEHHS
dapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
[MponoHoBaHa pefakuisi: YNoBHOBaxeHa ocoba
3asiBHUKA, BignosiganbHa 3a hapMmakoHarnag -
Onisepa MaHeBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOM 3asBHUKA ANst 30iINCHEHHSI
dapmakoHarnagy - 'pyaHuubkni Irop
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BonogumupoBuny. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOI 0COOU. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT ocobu. 3miHa Homepa macTep-anna.
3miHa Micue3HaxomKeHHs MacTep-canna
140. | KETOTU®EH Tabnetku no 1 mr, no 10 MAT "BitamiHun" YkpaiHa BupobHuuteo Bonrapis/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/5512/01/01
CO®APMA TabneTok y 6nictepi, no Hepo3dacosa YkpaiHa 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edeKTUBHOCTI peuenmom
3 Bnictepun B KAPTOHHIN HOT MpoAyKuii, Ta cbapmakoHarnsagy. BHeceHHs abo amiHa(n) oo
nauui nepBrHHA 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
ynakoBka abo nocBiaYeHHs, Bktovatoun MNnaH ynpaeniHHA
BMPOGHMLTBO pv3nKaMm (3aCTOCyBaHHs 3MiH(K), ski(a)
3a NOBHUM BMMararTb(€) NoganbLIoro 06rpyHTyBaHHs HOBUMU
LIMKIOM: [00aTKOBMM A@HNMW, LLO MaloTb HagaBaTucs
AT KOMMETEHTHUM OPraHOM, OCKiflbKM BUMaraeTbCcsi
"Cocpapma", CYTTEBa OLiHKa KOMMNETEHTHUM OpraHoM)
Bonrapis; (BukoHaHHs1 3060B'A13aHb BiANOBIAHO A0 MiANYHKTY
BTopuHHa 1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
ynakoBka, o MNopsigky NpoBeAEHHS eKcnepTuan
[003Bin Ha peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
BUMYCK cepii: NnoAalTbCsA Ha AepXKaBHY peecTpaLlito
MAT (nepepeecTpalilo), a Takox ekcnepTnan Matepianis
"BitamiHn", Npo BHECEHHS 3MiH 0O peecTpaLiiHNX MaTepianis
YkpaiHa NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
141. | KETOTU®EH Tabnetku no 1 mr, bulk MAT "BitamiHun" YkpaiHa AT Bonrapis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: - UA/12632/01/01
CO®APMA Ne 4240: no 10 "Cocpapma" 3Minm Il Tuny - 3miHn Wwopno 6e3nekun/edeKkTUBHOCTI
TabneTok y 6nictepi; no Ta cbapmakoHarnsagy. BHecenHs abo amiHa(n) oo
424 Gnictepn y 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
noninponieneHoBin nocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
kopobui; in bulk Ne 4000: pv3nKaMm (3aCTOCyBaHHs 3MiH(K), ski(a)
no 10 Tabnetok y BMMararTb(€) NoganbLIoro 06rpyHTyBaHHSt HOBUMU
6nictepi; no 400 [04aTKOBMM JaHUMU, LLIO MaloTb HagaBaTucs
GnictepiB y KOMMETEHTHNUM OpraHoM, OCKINbK/ BUMaraeTbes
noninponieneHoBin CyTTeBa OLiHKa KOMMNETEHTHUM OpraHoM)
kopobui aAns (BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
BUrOTOBSIEHHS TOTOBUX 1.13 nyHkTy 1, mignyHKTYy 2.3 NyHKTY 2 gopatky 15
nikapcbkux 3acobis o MNopsigky NpoBeAEeHHS ekcnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
nofatTbCs Ha AiepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTnan Matepianis
Npo BHECEHHS 3MiH 0O peecTpaLiiHX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
142. | KnonigAn® TabneTkn, BKpUTI ANKANOIO AQ Pecny6nika | ANKANOIO Al Pecny6nika BHECEHHA 3MiH [0 PeecTpaLiiiH1X MaTepianis: 3a UA/13334/01/01
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

NNiBKOBOIO 0BGOOHKOM0,
no 75 mr no 10 TabneTtok
y 6nicTepi; no 3
GnicTepun y KapTOHHIn
Kopobui

Ckon'e

MakepfoHist

Ckon'e

MakenoHis

3MiHn | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta chbapmakoHarnsay. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHnX Nnpo cucTtemy
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHuX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI 0cobw, BignosigansHoi 3a
3AiNCHEHHSA (hapMaKoHarnsay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 340iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBa)XeHOi 0cobu, BignoBiganbHoi 3a
3pifcHeHHs hapmakoHarnsagy (BkoYvaoym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHiI macTep-
hanna cuctemu papmakoHarnagy) - ivoua
pedakuis: YnoBHoBaxeHa ocoba 3asiBHUKa,
BignosiganbHa 3a hapmakoHarnsag - MapiHa
E€dpemoBa. KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXXEHOI 0COOU 3asBHUKA ANs 30iINCHEHHSI
dapmakoHarnsgy - Ponano Jliogmuna
MwkonaisHa.llponoHoBaHa peaakuis:
YnoBHoBaxeHa ocoba 3asiBHMKa, BignoBiganbsHa 3a
hapmakoHarnsg - OniBepa NaHesa. KoHTakTHa
ocoba B YkpaiHi yNOBHOBaXXeHOI 0COOM 3asiBHUKA
ONs 34iiCHeHHs dapmakoHarnsaay - I'pyaHUUbKUiA
Irop BonognmmpoBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOU. 3MiHa KOHTAKTHUX JaHMX
KOHTaKTHOI 0cobu. 3miHa Homepa macTtep-danna.
3miHa Micue3HaxomKeHH MacTep-anna

peuerimom

143.

KOOECAH® IC

Tabnetkn Ne 10 (10x1) y
Gnictepax

ToBapucTBO 3
[00aTKOBO
BiANoBiganbHiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0 aTKOBOO
BiAgnoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu | TUNYy - 3MiHM 4O IHCTPYKUiT ANS MeanyYHOro
3acTocyBaHHs o posainis: "lMpoTtunokasaHHA",
"B3aemogis 3 iHWUMK nikapcbkuMmn 3acobamm Ta
iHWi Buam B3aemopin”, "MNepenosyBaHHs",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHSs Y
nepio BariTHOCTi Ta rofyBaHHSA rpyaar”,
"3paTHICTb BNAMBATK Ha LIBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo poboTi 3 iHWKMK
MexaHiamamu", "Oitn", "MobivHi peakuii”,
"®apmakonorivyHi BNacTMBOCTI" BiANOBIAHO A0
OHOBMeHoT iHdopMaLii woao 6eaneku aitoyoi
peyoBuHY KoaeiH. BBegeHHs 3miH npoTarom 3-x
MicsauUiB nicnsa 3aTBepAXXeHHSs

3a
peuenmom

UA/8687/01/01

144,

KCU3AN®

Kpanni opanbHi, pO34uH,
5 wmr/mnno 10 mny
dnakoHi 3
KpanensHuueto; no 1
hbnakoHy y KapTOHHIl
kopobui

HOCB ®Papuiim
C.A.

LLseninapis

Encika
dapmachkoTrk
an3 C.P.J1

ITanis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
npuBeaeHHs y BiaNoBiAHICTb A0 peecTpauinHnx
MaTepianis HanncaHHA Ha3BK 3asiBHUKa B
npoueci BHECEHHS 3MiH (3miHu || Tuny - 3miHK o
IHCTPYKUIii AN MeAUYHOro 3aCTOCYBaHHSA y po3ainu:
"®apmakonoriyHi BnactmeocTi", "B3aemogis 3

bes
peuenma

UA/9127/02/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

iHLMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemopin", "OcobnmeocTi 3acTtocyBaHHs", "Cnocio

3acTocyBaHHs Ta gosun", "lMepenosyBaHHs",

"MobiuHi peakuii"), Hakas MO3 Ykpainu Ne 1570
Big 08.12.2017.
Pedakuisi 8 Hakasi- OCBb ®apwum C.A.,
LLieetiyapis; BipHa pedakuis - KOCB ®apuwim C.A.,
Lllsetiyapis.

145.

JIAMIKOH®
OEPMIENb

renb 1 % no 15 abo 30
ry Tybi, no 1 Ty6i y
navui

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:
3MiHu | TUNY - 3MiHa y MeToAax BUNpobyBaHHs
roTOBOrO MikapCbKoro 3acoby - 3MiHa y
3aTBEPIKEHNX MeTOoAMKaX KOHTPOSI0 rOTOBOrO
nikapcbKoro 3acoby 3a NOKa3HMKOM
«MikpobionoriyHa unctotay; 3amiHu | Tuny - 3miHa
napameTpiB cneuudikauin Ta/abo AonyCTUMNX MEX
roTOBOro MiKapCbKOro 3acoby - 3MiHN Y
cneuudikaLii roToBoro nikapcbkoro 3acoby 3a
nokasHukom «MikpobionoriyHa yncrotTay

bes
peuenma

UA/2714/04/01

146.

JIEBO®JIOKCALIUH-
TEBA

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 250 mr, no 5
TabneTok y 6nictepi, no
2 6nictepy B KapTOHHIN
kopoobui

AxTasic rpyn AT

Icnangis

Axtasic 1T

ManbTta

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
npuBeAEHHSA Y BiANOBIAHICTbL A0 peecTpauiiHUX
maTepianiB HanucaHHA 3asiBHWKa B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby - BHECEHHS 3MiH 4O
crneundgikaii B MeTogax KOHTPOIO SKOCTI
nikapcbkoro 3acofy, 30KpeMa: BHECEHHS
peAakuinHMX NpaBOK Ta NPUBEOEHHS Y
BiAMNOBIOHICTb JO OpuriHanbHOI cneumadikaLii B
peecTpauinHOMy A0CbE; KpUTEepil NPUNHATHOCTI 3a
nokasHukomM "MikpobionoriyHa ynctoTa" npuBeaeHo
y BiANOBIAHICTb A0 BUMOr €®. BBegeHHs 3MiH
nNpoTArom 3-X MicAUiB Nicns 3aTBEPAXKEHHSI; 3MiHW |
TMNYy - 3MiHa y MeToaax BUNpobyBaHHsA rOTOBOrO
nikapcbkoro 3acoby - BHeECEHHS 3MiH o MeToais
KOHTPOII SIKOCTi FOTOBOrO NikapcbKkoro 3acoby 3a
napameTtpamu "Onuc", "laeHTudikauis",
"MikpobionoriyHa uncrora" obymoBneHo
npvBEeAEHHAM Y BiANOBIAHICTb A0 OpUriHaNbHUX
MeTogiB BUNpobyBaHHS B peecTpaLiiHOMYy AOCbE
Ta BHECEHHS 3MiH O PeecTpaLiiHnx maTtepianis:
3miHu | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby (byno - JleBokca). BBeaeHHs
3MiH NpOTArom 6-Tu MiCSILB MiCNsi 3aTBEPOXKEHHS. ),
Haka3 MO3 YkpaiHu Ne 1049 Big 04.09.2017 Tta Ne
1495 Bia 29.11.2017.

Pedakuisi 8 Hakasi- AT Akmasic pyn, IcnaHdis;
BipHa pedakuisi Akmasic epyn AT, IcnaHdisi.

3a
peuenmom

UA/11952/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

147.

JIEBO®JIOKCALIUH-
TEBA

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 500 mr, no 5
TabneTok y 6nictepi, no
2 6nictepun B KAPTOHHIN
kopoobui

AxTasic rpyn AT

Icnangis

Axtagic 1T

ManbTta

BHECEHHS 3MiH O peecTpaLinHMX maTepianis:
npuBeAEHHSA Y BiANOBIAHICTbL A0 peecTpauiiHUX
maTepianiB HanucaHHA 3asiBHWKa B npoueci
BHECEHHS 3MiH (3MiHn | Tuny - 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby - BHECEHHS 3MiH 4O
crneundgikaii B MeTogax KOHTPOIO AKOCTI
nikapcbkoro 3acofby, 30KpeMa: BHECEHHS
peAakuiHMX NpaBOK Ta NPUBEOEHHS Y
BiANOBIOHICTb JO OpuriHanbHOI cneumdikaLii B
peecTpaLinHOMy [OChE; KpUTEPIT MPURHATHOCTI 3a
nokasHukomM "MikpobionoriyHa ynctoTa" npuBeaeHo
y BiANOBIAHICTb A0 BMMOr €®. BBegeHHs 3MiH
NPOTArom 3-X MicAUIB Micnsi 3aTBEPAXKEHHST; 3MiHW |
TMNYy - 3MiHa y MeToaax BUNpobyBaHHsA rOTOBOrO
nikapcbkoro 3acoby - BHECEHHS 3MiH o MeToais
KOHTPOIO SAKOCTi FOTOBOrO NiKapcbKoro 3acoby 3a
napameTtpamu "Onuc", "laeHTudikauis",
"MikpobionoriyHa uncrora"” obymoBneHo
NPVBEAEHHAM Y BiAMOBIAHICTb 40 OpUriHanNbHMX
MeTogiB BUNpobyBaHHS B peecTpaLiiHOMy AOCbE
Ta BHECEHHS 3MiH [0 PeecTpaLiiHnx maTtepianis:
3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby (byno - IleBokca). BBeaeHHs
3MiH NPOTSArom 6-TW MICSILB MiCNsi 3aTBEPOXKEHHS. ),
Haka3 MO3 Ykpainu Ne 1049 Big 04.09.2017 Ta Ne
1495 Bia 29.11.2017.

Pedakuisi 8 Hakasi- AT Akmasic pyn, IcnaHdis;
BipHa pedakuyisi Akmasic epyn AT, IcnaHOisi.

3a
peuenmom

UA/11952/01/02

148.

JNIIAA3A-BIONIK

niodpinizaTt 4N posynHy
no 64 Of, no 10 amnyn
y nayui

NAT
"®APMCTAHOAP
T-BIONIK"

YkpaiHa

NAT
"®APMCTAH
OAPT-BIONIK"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3Minum |l TUny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
3060B's13aHb Ta YMOB BuAaui peecTpaLiinHoro
MoCBiAYEHHS, BKMOYato4um [naH ynpasniHHA
pv3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) NoAanbLIoro 06rpyHTyBaHHst HOBUMU
[0AaTKOBMM AAHUMW, LLO MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKIflbKU BUMaraeTbCcs
CYTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
o MNopsiaky NpoBeAEHHS eKcnepTuan
peecTpauiinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
noatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTnan Matepianis
NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis
NpOTArom Aii peecTpauiiHoro NoCBigYeHHs,

3a
peuerimom

UA/5309/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakasy MOS Big 23.07.2015 Ne
460)
149. | NISBUHONPUN 10 HN | TabneTtkn, 10 mr/12,5 wmr, KPKA-®APMA Xopgarisi BUPOBHMK, Xopsarisi/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/12685/01/01
KPKA no 14 tabnetok y 0.0.0. BignoBiganbHU CnoBeHis 3MiHU | TUNY - BUNYyYeHHs1 cepTudikaty peuenmom
6nictepi; no 1, 2 abo 4 " 3a BignosigHocTi €Bponeickkint hapmakonei NeRO-
GnicTepun y KapTOHHIn BUPOBHMUTBO CEP 2005-249-Rev01 ans A®I Lisinopril dihydrate
kopobui; no 10 TabneTok «in bulk», BUpOGHMKa Farmhispania SA, Spain; 3miHu | Tuny -
y 6ricTepi; no 2, 3 abo 6 NepBUHHY Ta nopaHHsi oHoeneHoro CEP Ne R1-CEP 2001-311-
6nicTepiB y KapTOHHIN BTOPUHHY Rev 03 ans gitovoi peyoBuHy Lisinopril dihydrate
kopoobui ynakoBKy, Big 3aTBepaxeHoro BupobHuka LUPIN LIMITED,
KOHTpOrb Ta IHais. JaHa 3miHa Bkntovae 3miHy agpecw holder ta
BUWMYCK Cepil: BMPOGHWYOT AiNsHKK; 3MiHu | TUNY - nogaHHA
KPKA-®APMA oHoBneHux CEP ans gito4oi pe4oBuHm
n.o.o., rigpoxnopTia3uay Bif BXe 3aTBepaKeHUX
XopsBarisi; BUpo6HukiB: Ne R1-CEP 2000-091-Rev 03; Ne R1-
BMPOGHMUK, CEP 2004-307-Rev 04
BignoBiganbHU
1 3a BUMNyCK
cepii: KPKA,
a.a., Hoeo
MecTo,
CnoBeHis
150. | MI3NHONPUN 20 HN | Tabnetkn, 20 mMr/12,5 mr KPKA-®dAPMA XopBgaris BMPOGHMUK, Xopsaris/ BHECEHHS 3MiH 10 peecTpaLuiiHix MaTepianis: 3a UA/12685/01/02
KPKA no 14 tabnetoky 0.0.0. BiANoOBiganbHU CnoBeHis 3MiHuM | TMNY - BUNYyYeHHs cepTudikaTty peuernmom
6nictepi; no 1, 2 abo 4 " 3a BignosigHocTi €Bponeickkint hapmakonei Ne RO-
GnicTepu y KapTOHHIN BUPOGHULTBO CEP 2005-249-Rev01 ans A®I; amiHu | Tuny -
kopobui; no 10 Tabnetok «in bulk», noaaHHsi oHoeneHnx CEP Ne R1-CEP 2001-311-
y 6nicTepi; no 2, 3 abo 6 NepBUHHY Ta Rev 03 ans gitovoi peyoBuHu Lisinopril dihydrate
GnicTepiB y KapTOHHIN BTOPUHHY Bif 3aTBEpAxXeHOro BUpobHuka. [aHa 3miHa
kopooui yNaKkoBKy, BKItoYae 3miHy agpecu holder Ta BUpo6HMYoi
KOHTpOrb Ta insHkK; 3mMiHv | Tuny - nogaHHsA oHoBneHux CEP
BUNYCK cepii: Ons Aito4oi pevyoBUHM rigpoxnopTia3vuay Big Bxe
KPKA-®APMA 3aTBepakeHux BupobHukis: Ne R1-CEP 2000-091-
n.o.o., Rev 03; Ne R1-CEP 2004-307-Rev 04
XopsBarisi;
BMPOGHMUK,
BignoBiganbHU
1 3a BUNYyCK
cepii: KPKA,
o.a., Hoeo
MecTo,
CnoBeHist
151. | ni3nHonPuny MOPOLLIOK (CyBcTaHUist) y TOB YkpaiHa XKesiiHr Xyaxai Kutai BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: - UA/16229/01/01
OUTrIaPAT noaBiNHNX "30PABOGAPM" dapmacbloTike 3MiHu | TUNY - 3miHa y 6e3nocepefHit ynakosLi AD|

nonieTUNeHoBmX
nakeTax, BKNageHux B

n Ko., Nto

(iHWi 3MiHN) - BHECEHHS 3MiH [0 p. «YNaKkoBKa»




61

IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
antoMiHieBUI NakeT Ta
KapTOHHWI BapabaH ans
dapmaueBTUYHOro
3aCTOCYBaHHS
152. | NIHEKC ®OPTE® Kancynu TBepgi no 7 CaHpo3s CroBeHisi BUPOGHULITBO CnoBeHis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/14763/01/01
kancyn y 6nictepi, no 1 dapmacbloTikana in bulk, 3MiHu | TUNYy - 3MiHM 4O IHCTPYKUiT ANS MeanyYHOro peuenma
abo 2, abo 4 6nictepn y Aa.a. nakyBaHHs, 3acTocyBaHHSA Ao po3ginis "Cnocib 3actocyBaHHA
KapTOHHI kopobui BMNYCK cepii: Ta gosun", "Oitn" (yTo4HEeHHS (hOpMYOBaHHS).
TNek BBeAaeHHs 3miH npoTsrom 6-Tn micAuiB nicns
PapmaveBTy 3aTBepPAKEHHS
Ha KoMnaHisa a.
a.
153. | NNIOTPOMB 1000- renb, 1000 MO/rno 15, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: bes UA/11418/01/01
300POB'A 251,50 rabono 100 ry obmexeHo obmexeHo 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bkntovaroum peuenma
Ty6i; no 1 Ty6i y kKopobui BignoBiganbHicTo BignosiganbHi Jiana3oH po3Mipy cepii) roTOBOro fikapcbKoro
3 KapTOHY "PapmaveBTUyHa CTHO 3aco0y - BBe[leHHS [OAaTKOBOro po3mipy cepii.
KOMnNaHis "PapmaueBTn BanponoHoBaHo: Liex ®XL (ginbHuusg MPJI®C i A)
"3popos'a" YHa KoMnaHisa
"3gopos's”
154. | MABTEPA® PO34UH ANs iH'eKuiin, . XodppmaHH-J1s LLisenuapis BUPOGHULITBO LLIsenuapis BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/14231/01/01
1400 mr/11,7 mn no 11,7 Pow Jltg Hepo3adhacoBa 3MiHM | TUNY - 3MiHW BUNpobyBaHb abo JonycTUMMX peuenmom
MmNy donakoHi, no 1 HOT MpoAyKLii, MeX, BCTAHOBINEHNX Y cneumdikauisx, nig vyac
pNakoHy y KapTOHHIN nepBuHHe Ta BMPOGHMLITBA rOTOBOIO fikapcbkoro 3acoby —
Kopobui BTOPUHHE BBEAEHO HOBUI CNeLmniYHNIA NPUAHATHUIA piBEHb
naKkyBaHHs, akocTi (AQL) ans TBepAnX YacToK AOAATKOBO A0
BUNpPoByBaHHs icHyrounx mexk AQL.; 3MiHM | Tuny - 3mMiHM y npoueci
KOHTPOTIO BMPOOHMLITBA FOTOBOTO MiKapCbKOro 3acoby,
AKOCTI: BKITHO4A0UM NPOMIDKHUIA NMPOAYKT, O
. XodhdpmaHH- 3aCTOCOBYETLCS NMPU BUPOOHMLTBI FOTOBOrO
Ila Pow J1A4, nikapcbkoro 3acoby - BBEAEHHSI, Ha BUPOOHMYI
LLisenuapis; ninbHuui ®.XoddmanH-J1a Pow Jta, Bypmiceer
BUNpPoByBaHHs CH-4303 KaiicepayrcT, LWBseriuapis,
KOHTPOTIO anbTepHaTMBHOIO MOBHICTIO aBTOMaTW30BaHOIO
AIKOCTI, BUMYCK 100% KOHTPOIHO 30BHILLHLOIO BUrMAQY
cepii: HanoBHEHWX, 3aKPUTUX KOBNAaYKaMmn Ta repMeTU4HHO
. XodhdpmaHH- YKYNopeHux onakoHiB; 3miHu | Tuny - 3amiHa y
Ia Pouw J1TA, MeToAax BunpobyeaHHs APl abo BuxigHoro
LLseninapis marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo

BMKOPVCTOBYETbLCS y Npoueci BUpobHuutea ADI —
3MiHa MeToay KaninapHui enekTpodopes 3
iHOyKOBaHO Nnasepom ryopecLeHLieto (MeTog
CE-LIF) Ha meTop piguHHOT xpomaTorpadii
rigpodpinbHOT B3aemogii 2-amiHobeH3amiay (2-AB)-
yNbTpa-BUCOKOEMEKTUBHOI PiANHHOT
xpomaTorpadii (2-AB HILIC-UHPLC) Ta BBeaeHHS
[O[ATKOBOrO KpUTEPIiK0 MPUAHATHOCTI ANS
BM3HAYEHHSA CyMU adpyKO3UNbOBaHWX MikaHiB 4o




62 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
nokasHuka «Glycan distribution» cneumdikauii A®I.
BBeAeHHs 3miH npoTsirom 6-Tn micAuiB nicns
3aTBEepAKEHHSA
155. | MAKCBIPUH® kancynu TBepgi no 200 TOB "®APMEKC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/10004/01/01
mr Ne 30 (10x3), Ne 60 reym" "®APMEKC 3MiHu |l TUny - 3mMiHa BUpobHUKa peuernmom
(10x6) y 6nictepax reyn" BUXiAHOrO/NPOMIXXHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUpobHuYomMy npotieci AdI,
abo 3miHa BUpobHuKa (BKnoYatun, e HeobxiaHo,
Micue npoBefeHHs KOHTpornto sikocTi) APl (3a
BiJCyTHOCTI cepTudikaTta BignoBigHOCTI
€Bponewncbkin dapmakonei y 3aTBepaXeHoMy
[ocbe)(BBEAEHHS HOBOTO BUPOGHMKa ADI 3
HafaHHaM macTep-danna Ha APl) — foaaHHs
anbTepHaTMBHOIO BUpobHMKa ADI 3 HagaHHSAM
macTtep-darny Ha APl pubasipuH foaaTkoBo A0
3aTBEPKEHOro BUPOBHUKA; CynyTHS 3MiHa: 3MiHu |l
TMNy - 3MiHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMUX MEX, BU3HAYeHUX y cneundikauisx Ha
A®I, abo BMXiOHWIA/NPOMIDKHUIA NpoayKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y MpoLeci BUpobHMLTBA
ADI; 3miHM | TUNY - 3MiHa y MeToaax BUNpobyBaHHS
A®I abo BuxigHoro matepiany/npoMiKHoOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHwi 3MiHK y MeToaax
BMNpOOyBaHHS (BKMOYa4mn 3amiHy abo
ponoBHeHHs1) A®I abo BuxiaHOro/npomixxHoro
npoayKTy)
156. | MEBIKAP IC Tabnetkm no 0,5, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/8823/01/02
TabneTok y 6nictepi; no [00aTKOBO [100,aTKOBOO npuBeAEHHSA Y BiANOBIAHICTbL A0 peecTpauiiHUX peuenma
1 abo 2 Gnictepn y BiAnoBigansbHICTIO BignosiganbHi MaTepianiB ynakoBKu Ansi fo3yBaHHs «0,5 r» B
nayui 3 KapToHy "IHTEPXIM" cTio npoueci BHeCeHHsA 3MiH (3MiHu | Tuny - 3miHa
"IHTEPXIM", napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX
YkpaiHa NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKoro 3acoby -
(BUPOBHWK, BUJTyYEHHHS NnokasHuka «Po3mipu»/« eoMeTpuyHi
BignoBiganbHU po3mipu» 3i cneundikauii Ha NepBUHHUIA
1 3a BUNYyCK nakyBanbHUi maTepian: «niska
cepii; nonisiHinxnopuaHa» Ta «dornbra anoMiHiea),
BUNPODOYBaHHS Haka3 MO3 YkpaiHu
KOHTPOro Ne 1214 Bip 04.10.2017. Pedakuisi 8 Hakasi-
SKOCTI mabnemku no 0,5 2 no 10 mabnemok y bricmepi;
(pizmyHi/ximiy ro 2 6ricmepu y nayui 3 kKapmoHy; BipHa pedakuis
Hi, - mabnemku o 0,5 e, no 10 mabnemok y 6nicmepi;
MikpobionoriyH no 1 abo 2 6ricmepu y nayui 3 KapmoHy.
a uyucrota),
36epiraHHs
roToBoI

npoayKuii;




63 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
BUPOBHMLTBO,
36epiraHHs
(roToBoi
npoaykuii,
CVPOBWHN Ta
maTepianis);
BMNpPobyBaHHs
KOHTpOMo
SAKOCTI
(dbiznyHi/ximiv
Hi))
157. | MEMI®OPT 1000 TabneTku, BKPUTI M. BIOTEK NTL Benuka IHOOKO IHAis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/12645/01/03
NNiBKOBOIO 0BOOHKOM, BpuTaHis Pemegis 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
no 1000 wmr, no 10 Nimiten HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS
TabneTok y 6nictepi; no LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
1 abo 3 6nictepn y nikapcbkoro 3aco0y, BKMHOYa4m AinbHULL BUMYCKY
nadui 3 KapToOHy cepii abo micLue NpoBeAEHHS KOHTPOH SIKOCTi.
(misnbHicTb, 3a siky Bignosiaae BUPoBHUK/iMNopTep,
BKITHOMAK04M BUMNYCK Cepilt) (3MiHa Ha3BW Ta agpecu
BMPOGHMWKa, 6e3 3MiHM Micusi BUpOBHULITBA)
158. | MEMI®OPT 500 TabneTku, BKPUTI M. BIOTEK NTL Benuka IHoOKO IHAin BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/12645/01/01
NNiBKOBOIO 0BOOHKOM, BpuTaHis Pemepgis 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
no 500 mr, no 10 Nimiten HallMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHs!
TabneTok y 6nictepi; no LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoOro
1 abo 3 6nictepn y nikapcbkoro 3aco0y, BKMHOYa4m AinbHULL BUMYCKY
nadui 3 KapToOHy cepii abo micue NpoBeAEeHHS KOHTPOH SIKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUPoBHUK/iMNopTep,
BKITHOMAK04M BUMNYCK Cepilt) (3MiHa Ha3BW Ta agpecu
BMPOGHMWKa, 6e3 3MiHM Micust BUpOBHULITBA)
159. | MErMI®OPT 850 TabneTkn, BKpUTI M. BIOTEK NTA Benwka IHOoKO IHais BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/12645/01/02
NNiBKOBOIO 0BOOHKOM, BpuTaHis Pemegis 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom
no 850 mr, no 10 Nimiten HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaaKeHHS
TabneTok y 6nictepi; no LisinbHOCTi BUPOGHWKa/iMnopTepa roToBOro
1 abo 3 6nictepn y nikapcbkoro 3acofy, BKMHOYa4m AinbHULL BUMYCKY
nadui 3 KapToHy cepii abo micue NpoBeAEeHHS KOHTPOH SIKOCTi.
(misnbHicTb, 3a siky Bignosiaae BUPOBHUK/iMNopTep,
BKITHOMAK04M BUMNYCK Cepilt) (3MiHa Ha3BW Ta agpecu
BMPOGHMWKa, 6e3 3MiHM Micust BUpOBHULITBA)
160. | MEOQOMEHEM MOPOLLIOK A5 PO34UHY Mepgokemi ITOQ Kinp Mepokemi Kinp BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/11738/01/02
Ons iH'ekuin abo iHdysin NTA (3aBoa 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaun peuyenmom
no 1r, 1 pnakoH 3 B) [iana3oH po3Mmipy cepii) roTOBOro fikapcbKoro
MOPOLLIKOM Y KapTOHHIW 3acoby (36inbweHHs o 10 pasiB MOPIBHSAHO i3
Kopobui 3aTBEPAKEHVUM PO3MipOM) - 36inbLUEHHSA PO3Mipy
cepii, 3anponoHOBaHO: MiHIManbHWI Po3Mmip cepii —
10 Kr, MakcumanbHui po3Mip cepii — 60 kr
161. | MEPONEHEM - NMOPOLLOK ANs Mictpan Kenitan Benwka dakta ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/16112/01/01
BICTA NPUroTYBaHHS PO3YMHY MeHegXMeHT BputaHis dapmacsbtoTici 3MiHu | Tuny - 3MiHK Wopao 6e3neku/edhekTUBHOCTI peuyenmom
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ons i exuin no 500 wmr;
1 abo 10 cnakoHis 3
MOPOLLKOM Y KapTOHHIN
Kopobui

TimiTeq

C.NA.

Ta chapmakoHarnsay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHUX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHSA
dapmakoHarnsay B YkpaiHi, AKWo BOHa BiAMiHHa
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
3pifcHeHHs hbapmakoHarnsgy (BkoYvaoymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHI macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
peAakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
dapmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianosiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgpoBwuy. NponoHoBaHa peaakuist:
ynoBHoOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLE3HaxX0oKEeHHS
MavicTep-danny

162.

MEPOMNEHEM -
BICTA

MOPOLLIOK ANsi
NPUroTYBaHHS PO3YMHY
ans i exuin no 1000 wmr;
1 abo 10 cnakoHis 3
MOPOLLKOM Y KapTOHHIN
Kopobui

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

dakTa
dapmacbHoTicCi
C.I.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wopo 6e3neku/edhekTUBHOCTI
Ta cdhapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsiay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnsay 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3AiMCHEHHSA hapmakoHarnsgy (BKovanym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
(hanna cuctemu papmakoHarnsgy) - ditoua
peAakuis: ynoBHOBaXeHa ocoba BignoBifansHa 3a
dapmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy Onekcangp
OnekcaHgpoBwuy. NponoHoBaHa pedakuist:
ynoBHoOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsa - flybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLEe3HaxX0ooKeHHS
MavicTep-danny

3a
peuenmom

UA/16112/01/02

163.

MET®OPMIH

TabneTku, BKPUTI

M. BIOTEKTAO

Benuka

IHOoKO

IHAois

BHECEHHS 3MiH 0 peecTpaLinHMX MaTepianis:

UA/12646/01/02




65 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
NMiBKOBOK 0BGOMOHKOIO, BputaHis Pewmegis npuBeAeHHs y BiANOBIAHICTL A0 peecTpauinHUX
no 850 mr, in bulk Ne NimiTen MaTepianiB HaNnUCaHHA [O03yBaHHSA Ta
1000 (no 1000 Tabnetok peecTpauiiHoro Homepa B npoueci
y KOHTenHepi); in bulk Ne nepepeecTpaLii. [loMnnkoBo B Haka3 byno
1000 (no 10 TabneTok y BKIOMEHO ABidi Ao3yBaHHsA no 1000 mr. Haka3 MO3
6nictepi; no 100 Ykpainun Ne 1570 Big 08.12.2017.
6nicTepiB y nayui) Pedakuis 8 Haka3si- mabremku, eKpumi rsieKkogoto
obornoHkor, no 1000 me in bulk Ne 1000 (no 1000
mabnemok y koHmeUlHepi); in bulk Ne 1000 (rmo 10
mabniemok y 6nicmepi; no 100 6ricmepis y naqyj),
peecmpaujitHull Homep - UA/12646/01/03; BipHa
pedakuisi - mabrnemku, 8Kpumi frieko8oto
obonoHkoro, no 850 me, in bulk Ne 1000 (no 1000
mabnemok y koHmeuHepi); in bulk Ne 1000 (no 10
mabnemok y 6nicmepi; no 100 6nicmepis y nayyj),
peecmpauyitHul Homep - UA/12646/01/02.
164. | MIKCTYPA OUTAYA MOPOLLIOK A5 oparibHOT TOB "YkpaiHcbka YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: be3 UA/16239/01/01
Bl KALLJTHO cycneHsii no 19,55y hapmaLeBTUYHA BUMpPaBIEHHS TEXHIYHUX MOMUIIOK Y NYHKTi 8 peuenma
dhnakoHi; no 1 dnakoHy KoMnaHis" «Mepenik JONOMIXXHUX PEYOBUHY», TEKCTY
3 NOPOLLKOM Y nauui 3 MapKyBaHHS1 NEPBMHHOI YNaKOBKM NiKapCbKOro
KapTOHY 3acoby
165. | MIP3ATEH Q-TAB® TabneTtku, Wo KPKA, o.a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/3009/02/01
aucnepryoTbes y MecTo HoBo mecto 3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO peuenmom
POTOBI NOPOXHWHI, NO nNpyBEeAEHHSs Y BiANOBIAHICTb A0 MOHorpadii AdY
15 mr Ne 30 (10x3), Ne abo €Bponencbkoi hapmakonei, abo iHLWoi
60 (10x6), Ne 90 (10x9) HauioHanbHoi hapmakonei aepxasu €C -
y brnictepax npueeaeHHs cneuudikauii APl mipTasaniH y
BiANOBIAHICTE 4O BUMOTr MoHorpadii «Mirtazapine»
EP 3a nokasHukamu: «Boga» - 3atBepaxeHo: 2,4-
3,4%; 3anponoHoBaHo Makcumym 3,5%,
«lpeHTudikauia»- BunyyeHHs Y® cnektp; « Touka
NnaBneHHs» - BUNy4YeHO NoKa3HUK; «BusHaueHHs
Npo30pOoCTi Ta CTYMNeHs KanamyTHOCTI
onanecLitoyoro Po3ynHy» - BUNyYEHO NMOKa3HWK;
«Bun3HaueHHs1 cTyneHsi 3abapBneHHst PO3UYnNHY» -
BMITyYEHO MOKa3HWK; «Baxki meTanuy - BUny4eHo
nokasHuk; «CynpoBigHi JOMILLKMY - 3aTBEPOKEHO:
oauHUYHI He Ginble 0,1; Cyma 0,3%
3anponoHoBaHo: Aomiwka A He 6inbLe 0,1%
Dowmiwka B He Ginble 0,1% Lomiwka E He Ginblie
0,1% Homiwka C He 6inbwe 0,1% Oomiwka D He
Ginbwe 0,1% Lomiwka F He Ginbwe 0,1% IHwWa
oAuHMYHa He Ginblwe 0,10% Cyma 0,2% BeepeHo
nokasHuk «OnTuuHe obepTaHHsa» Bia -0,10 oo
+0,10 (6e3BogHa peyoBuWHa)
166. | MIP3ATEH Q-TAB® TabneTtku, Wo KPKA, o.a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/3009/02/02
OucnepryTbes y MecTo HoBo mecto 3MiHM | TMNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO peuyenmom
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167.

POTOBI NOPOXHWMHI, NO
30 mr Ne 30 (10x3), Ne

60 (10x6), Ne 90 (10x9)
y briictepax

npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLwol
HauioHanbHoi hapmakonei gepxasu €C -
npuseneHHs cneundikauii A®I miptasaniH y
BigNOBIAHICTE 4O BUMOTr MoHorpadii «Mirtazapine»
EP 3a nokasHukamu: «Boga» - 3atBepgxeHo: 2,4-
3,4%; 3anponoHoBaHo Makcumym 3,5%,
«lpeHTudikauia»- BunyyeHHs Y® cnektp; « Touka
NnaBneHHs» - BUNy4YeHO NoKa3HUK; «BusHaueHHs
NpPO30pOCTi Ta CTYNeHs KanaMyTHOCTi
onanecLitoyoro Ppo3ynHy» - BUNyYEHO NMOKa3HWK;
«Bun3HaueHHs1 cTyneHsi 3abapBneHHst PO3UYnNHY» -
BUITyYEHO MOKa3HWK; «Baxki meTanuy - BUny4eHo
nokasHuk; «CynpoBigHi JOMILLKMY - 3aTBEPOKEHO:
oauHUYHI He Ginblue 0,1; Cyma 0,3%
3anponoHoBaHo: flomiwka A He Ginblie 0,1%
Lowmiwka B He Ginble 0,1% Lomiwka E He Ginblie
0,1% Oomiwka C He GinbLlue 0,1% Oomiwka D He
6inbwe 0,1% Oowmiwka F He Ginblwe 0,1% IHwa
OAMHMYHa He Ginbwe 0,10% Cyma 0,2% BeepeHo
nokasHuk «OnTuyHe obepTaHHsa» Big -0,10 oo
+0,10 (6e3BogHa peyoBuMHa)

MIP3ATEH Q-TAB®

TabneTku, Lo
OvcnepryoTbes y
POTOBI MNOPOXHWMHI, NO
45 mr Ne 30 (10x3), Ne
60 (10x6), Ne 90 (10x9)
y briictepax

KPKA, a.a., HoBo
MecTo

CrnoBeHis

KPKA, a.4.,
HoBso mecto

CnoBeHisi

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo iHwoTl
HauioHanbHoi hapmakonei gepxasu €C -
npusefeHHs cneundikauii A®I miptasaniH y
BigMNOBIAHICTb 40 BUMOTr MoHorpadii «Mirtazapine»
EP 3a nokasHukamu: «Boga» - 3atBepaxeHo: 2,4-
3,4%; 3anponoHoBaHo Makcumym 3,5%,
«lpeHTudikauia»- BunyyeHHs Y® cnektp; « Touka
NnaBneHHs» - BUNy4YeHO NokasHUK; «BusHaueHHs
NpPO30pOCTi Ta CTYNeHsi KanaMyTHOCTI
onarnecLito4yoro po3ynHy» - BUIYYEHO MOKA3HWK;
«Bun3HaueHHs1 cTyneHsi 3abapBneHHsI PO3UYnNHY» -
BUITyYEHO MOKa3HWK; «Baxki meTanuy - BUNy4eHo
nokasHuk; «CynpoBigHi JOMILLKMY - 3aTBEPOKEHO:
oauHUYHI He Ginble 0,1; Cyma 0,3%
3anponoHoBaHo: flomiwka A He Ginblie 0,1%
Lowmiwka B He Ginble 0,1% Lomiwka E He Ginblie
0,1% Homiwka C He 6inblwe 0,1% Oomiwka D He
6inbwe 0,1% Oowmiwka F He Ginblwe 0,1% IHwa
oAVHMYHa He Ginbwe 0,10% Cyma 0,2% BeeneHo
nokasHuk «OnTuuHe obepTaHHsa» Bia -0,10 oo
+0,10 (6e3BogHa peyoBuMHa)

3a
peuenmom

UA/3009/02/03

168.

MYKOCAT NEO

po34mH ans iH'ekuin, 200

PYI

Pecnybnika

PYI

Pecnybnika

BHECEHHS 3MiH 0 peecTpaLinHMX MaTepianis:

3a

UA/1631/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
Mr/2 Mn no 2 mn B "Benmegnpenapat Binopycb "Benmegnpen Binopycb 3MiHu | TUNY - 3MiHa y MeToaax BUNpobyBaHHs peuenmom
amnyni; no 5 amnyn y n" apatu” roTOBOrO fikapcbkoro 3acoby - 3aMmiHa meToay
6nicTepi; no 2 6nictepu BUNpPoBYyBaHHS rOTOBOrO NikapCcbkoro 3acoby
B Nayui 3 KapTOHYy «[MiporeHHicTb» Ha «bakTepianbHi eHLOTOKCUHWY
BiAMOBiAHO A0 Aitoyoro BuaaHHs EP
169. | MYJNIbTAK® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa CaHodi DdpaHuis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/10412/01/01
o6onoHkoto, no 400 mr ABeHTiC YKpaiHa" BiHTpon 3miHu | Trny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKnii peuenmom
Ne60 (10x6): no 10 IHpacTpia 3acib. Cuctema KoHTeiHep/3aKyrnoproBanbHWi
TabneTok B 6ricTepi; no 3aci6. 3MiHa po3mipy ynakoBKU FrOTOBOrO
6 6nicTepiB y KapTOHHIN nikapcbkoro 3acoby (BUINyYeHHs yNakoBKN NEBHOMO
kopoobui po3mipy) (Buny4yeHHs ynakosok Ne 20 (10x2), Ne 50
(10x5), Ne 100 (10x10): no 10 TabneTok B GnicTepi;
no 2, abo 5, abo 10 GricTepiB y KapTOHHIN KOpobLyi)
(TepmiH BBeeHHS1 3MiH NpoTsrom 6 micsuis nicns
3aTBEPOKEHHS)
170. | HANFE3IH® TabneTtkn, BKpUTI KPKA, o.a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/8938/01/01
nniBkoBO 06ONOHKOIO, MecTo HoBo mecto 3MiHM | TUNY - 3MiHK y Npoueci BUpoOHMUTBa peuenma
no 275 mrno 10 roTOBOrO fikapcbKoro 3acoby, BkIo4aoum
TabneTok y 6nictepi; no NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MPU
1 abo no 2 Gnictepu B BMPOGHMLITBI FOTOBOrO Nikapcbkoro 3acoby - 3MiHa
KapTOHHI kopobui Yacy 36epiraHHs1 NPOMiXKHOro NPOAYKTY
171. | HAINFE3IH® ®OPTE TabneTtkn, BKpUTI KPKA, o.a., Hoso CnoBeHis KPKA, a.4., CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/8938/01/02
nniBkoBO 06OMOHKOIO, MecTo HoBo mecto 3MiHM | TUNY - 3MiHK y Npoueci BUpoOHMUTBa peuenmom
no 550 mr no 10 roTOBOrO MikapCbKOro 3acoby, BKI4aoum
TabneTok y 6nictepi, no NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MPU
1 abo no 2 Gnictepu y BMPOGHMLITBI FOTOBOrO Nikapcbkoro 3acoby - 3MiHa
KapTOHHI kopobui Yacy 36epiraHHs NPOMiXKHOro MPOAYKTY
172. | HOBO-NACUT TabneTkn, BKpUTI TOB "TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/1830/02/01
oboroHkoto, no 10 YkpaiHa" IHpacTpi3 Pecny6bnika 3MiHuM | TUNY - NOAaHHSA OHOBIIEHOrO cepTudikaTy peuenma
TabneTok y 6nictepi; no c.p.o. BignoBigHocTi €Bponeiickkin hapmakonei R1-CEP
1 abo no 3 Grictepn B 1999-088-Rev 04 Big 3aTBEPAKEHOTO BUPOOHMKA
kopoobui LitoY0i pevoBrHU rBaideHes3nH, 3MiHa agpecu
BUpobHMKa A®PI, BBEAEHHS 4OOATKOBOI AinbHUL
AN BUPOOHMLTBA NPOMIDKHOI PEYOBUHM; 3MiHM |
TUNy - 3MiHa y metogax BunpobysaHHs APl abo
BVXiAHOro Martepiarny/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHmuTea AdI - amiHa meToay
BMNpobyBaHHA A®I 3a nokasHmkom «Po3mip
YacToK» 3 ONTUYHOI MIKPOCKOMiT Ha MeToAWKY 3
BWKOPUCTAHHAM na3epHoi avdpakuii
173. | HOPMAKOI KNI3BMA | po3uuH pekTanbHui no HopxwuH ®apma PpaHuis HopxwuH DdpaHuis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/3635/01/01
60 mn abo 130 mny dapma 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma

donakoHi; no 1 conakoHy
Y KapTOHHilA Kopoobui

Ta chapmakoHarnsigy. BeegeHHst abo 3MiHu oo
y3aranbHeHVX AaHnX Npo cucTtemy
dapmakoHarnsay (BBeAeHHS y3aranbHEeHUX faHuX
npo cuctemy papMakoHarnsgy, amiHa
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ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA
BiJj ynoBHOBaXkeHOi ocobw, BianoBifansHoi 3a
3aincHeHHA bapmakoHarnsagy (Bkrovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
hanna cuctemu papmakoHarnagy) - Hitoua
pepakuis: Anbda bomoH. lNMponoHoBaHa pegakuis:
[xoH MMycTi

174.

OKCANINNATIH-
BICTA

NOPOLLOK Ans
NPUroTyBaHHS PO34MHY
Onst iHdysin (5 mr/mn)
no 50 mr; 1 cdonakoH 3
MOPOLLKOM Y KapTOHHIN
Kopobui

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

AkTasgic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHNX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy, aMiHa
yNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKWwo BoHa BiAMiHHA
Bij ynoBHOBaXeHOi ocobw, BignoBigansHoi 3a
30icCHeHHs hapmakoHarnagy (BKoYya4m
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi macTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pefakuis: ynoBHOBaXeHa ocoba BignoBifanbHa 3a
hapmakoHarnsg - Dr. Ascanio Maia/OdokTop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B Ykpaini - Mirniy Onekcangp
OnekcaHgposuy. MNponoHoBaHa peaakuis:
ynoBHoOBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - flybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisANbHOCTI. 3MiHa MicLEe3HaxXooKeHHS
MavicTep-danny

3a
peuenmom

UA/13987/01/01

175.

OKCANINNATIH-
BICTA

NOPOLLOK Ans
NPUroTyBaHHS PO34MHY
Onst iHdysin (5 mr/mn)
no 100 mr; 1 conakoH 3
MOPOLLKOM Y KapTOHHIN
Kopobui

Mictpan Kenitan
MeHemXMeHT
Nimiten

Benwka
BpuTaHis

AkTasgic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsaay. BeegeHHst abo 3miHm oo
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHUX
npo cuctemy chapmakoHarnsay, aMiHa
yNOBHOBaXeHOI ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKWwo BoHa BiAMiHHA
Bij ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3[icCHeHHs hapmakoHarnagy (BKoYyaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-

3a
peuenmom

UA/13987/01/02
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
hanna cuctemu papmakoHarnagy) - Hitoua
penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
dapmakoHarnag - Dr. Ascanio Maia/OokTtop
AckaHio Maiio, KoHTakTHa ocoba BignosiganeHa 3a
apmMakoHarnag B Ykpaini - Mirniy Onekcangp
OnekcaHgposwuy. NponoHoBaHa peaakuis:
ynoBHoOBaxeHa ocoba BignosigansHa 3a
dapmakoHarnsg - flybay TetaHa BikropiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNCHEHHsA
OCHOBHOI AisiNbHOCTI. 3MiHa MicLe3HaxX0oKeHHS
MavicTep-danny
176. | OPTO®EH- TabneTku, BKPUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/7252/01/01
300POB'A 060n0oHKoM, oBMeXxeHo obmexeHot 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaum peuernmom
KMLLKOBOPO34MHHI, N0 25 | BignoBiganbHICTIO BignosiganbHi [iana3oH po3Mipy cepii) roTOBOro nikapcbKoro
mr no 30 TabneTok y "®apmaueBTnyHa cTio 3acoby (iHLi 3MiHWn)
6nictepi; no 1 6nictepy KOMNaHis "PapmaneBTn
B KOpoOLji 3 KapTOHY; No "3popos'a" YHa KOMnNaHis
10 TabneTok y Gnictepi; "3popos's"”
no 3 Gnictepun B kKopobui
3 KapTOHY
177. | NAKNITAKCEN- KOHLIeHTpaT Ans Mictpan Kenitan Benuka AxTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/13988/01/01
BICTA pO34uHy Ans iHdysin, 6 MeHeoXmeHT BpuTaHis C.n.A 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
mr/mn no 5 mn (30 mr) Timiteq Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
abo no 16,7 mn (100 wmr), y3aranbHeHUX AaHux Npo cuctemy
abo no 25 mn (150 wmr), dapmakoHarnsay (BBeAeHHS y3aranbHeHUX faHuX
abo no 43,33 mn (260 npo cuctemy apMakoHarnsgy, amiHa
mr), abo no 50 mn (300 yNOBHOBaXeHOI ocobw, BignosiaansHoi 3a
Mr) y donakoHi; no 1 3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoOI ocobu 3
bnakoHy B KApPTOHHIW dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
kopoobui dapmakoHarnagy B YKpaiHi, AKLWo BoHa BiAMiHHA
BiJl yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
hanna cuctemu papmakoHarnagy) - Hivoua
penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
hapmakoHarnsig - Dr. Ascanio Maia/[dokTop
AckaHio Maiio, KoHTakTHa ocoba BignosiganeHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
OnekcaHgposuy. MNponoHoBaHa peaakuis:
ynoBHoOBaxeHa ocoba BignosigansHa 3a
dapmakoHarnsg - ybay TeTaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTi. 3MiHa MiCLEe3HaxX0oKeHHS
MancTep-danny
178. | MAKNITAKCEN- KOHLIeHTpaT Ans Mictpan Kenitan Benuka AxTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: - UA/13989/01/01
BICTA pO34uHy Ans iHdys3in, 6 MeHeoXmeHT BpuTaHis C.n.A 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
mr/mn in bulk: no 5 mn Nimiten Ta hapmakoHarnsiagy. BeegerHst abo 3MiHu oo
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
(30 mr) y donakoHi; no y3aranbHeHVX AaHnX Nnpo cucTemy
180 cpnakoHiB y dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
KapTOHHiIl kopobuyj; in npo cuctemy apMakoHarnsgy, amiHa
bulk: no 16,7 mn (100 ynoBHOBaxeHoi ocobu, BignosigansHoi 3a
mr) abo no 25 mn (150 3AiNCHEHHS (hapMaKoHarnsay; KOHTakTHoI ocobu 3
Mmr) y donakoHi; no 100 dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
(bnaKoHiB y KapTOHHIW dapmakoHarnsay B YkpaiHi, AKLWO BOHa BiAMiHHA
kopo6ui; in bulk: no BifJ ynoBHOBaXkeHOi ocobw, BignoBigansHoi 3a
43,33 mn (260 wmr) abo 30iACHEHHS (hapMakoHarnsiay (Bkrovaym
no 50 mn (300 mr) y KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilLieHHi MacTep-
nakoHi; no 150 hanna cuctemu papmakoHarnagy) - ivoua
bNakoHIiB Y KApTOHHIN penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
Kopobui apmakoHarnag - Dr. Ascanio Maia/[JokTtop
AckaHio Maiio, KoHTakTHa ocoba BignosiganebHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
OnekcaHgpoBwuy. NponoHoBaHa peaakuis:
ynoBHOBaxeHa ocoba BignosiganbHa 3a
apmakoHarnsg - Oybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTi. 3MiHa MicLEe3HaxX0oKeHHS
MancTep-danny
179. | MAHKPEA3UM TabneTtku MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: bes UA/8550/01/01
KMLLKOBOPO34MHHi, no 10 "TexHonor" 3MiHuM | TUNY - 3MiHa po3Mmipy cepii (BKnovaoun peuenma
TabneTok y 6nictepi, no [iana3oH po3Mmipy cepii) roTOBOro nikapcbKoro
2 abo no 5 bnicTtepiB y 3acoby (36inbweHHs o 10 pasiB MOPIBHSAHO i3
nadui 3 KapToHy 3aTBEPAKEHVUM PO3MIPOM) - 36iMNbLUEHHS PO3Mipy
cepii. 3anponoHoBaHo: 840 000 wTyk TabneTok
180. | MAHKPEA3UM TabneTtku MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: - UA/12620/01/01
KMLLKOBOPO34MHHiI, in "TexHonor" 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKnoYaoun
bulk: no 4000 TabneTok [iana3oH po3Mipy cepii) roTOBOro nikapcbKoro
y KOHTenHepax 3acoby (36inbweHHs o 10 pasiB MOPIBHSHO i3
nnacTMacoBux ons 3aTBEPAKEHVUM PO3MIPOM) - 36inbLUEHHS PO3Mipy
BUrOTOBIEHHS rOTOBUX cepii. 3anponoHoBaHo: 840 000 wTyk TabneTok
nikapcbkux 3acobis
181. | MAPANEH® TUM'AH | nactunku no 100 mr Ne TOB "CaHodi- YkpaiHa CaHodi- MonbLa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: bes UA/10717/01/01
20 (10x2) y bnicTtepax ABeHTiC YKpaiHa" AseHrTic Cn. 3 3MiHu | TMny: 3miHu 3 AkocTi. FTOTOBMI NikapCbKuit peuenma
0.0. 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.

3miHa y meTogax BuMnpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBepAKeHVX MeTofax BUNpobyBaHHS )(He3HauHi
3MiHW y MeToAn BUNpobyBaHHsS rOTOBOrO
nikapcbKoro 3acoby Ans NokasHuka
"KonuyecTBeHHOE cofepXaHne aKCTpaKTa XUOKOro
TUMbsiHA"); 3MiHuM | TUNYy: 3MiHK 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX roTOBOrO Nikapcbkoro 3acoby
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

(iHWi 3MiHM)(3miHK y cneuudikaLto rotoBoro
nikapcbkoro 3acoby Ans nokasHuka "
KonunyectBeHHoe cogepxanune"); 3miHu | Tuny:
3MiHn 3 gKocTi. FoToBMIA Nikapcbkuii 3acid. 3MiHW y
BUPOOHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi
roTOBOrO fikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA BUPOOHWKa, WO BiAnosigae 3a
BBE3EHHs Ta/abo BUNyck cepii) - Bkntoyaroun
KOHTpOrnb/BMNpoOyBaHHSA cepii(3amiHa BUpOBHUYOi
AinbHNLi); 3MiHn | Tuny: 3milm 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHK y BUpoOGHULUTBI. 3aMiHa
abo BBeAeHHA [OAATKOBOI AiNMbHULI BUPOOHULTBA
Ans YactuHu abo BCboro BUpOGHMYOro npoLiecy
roToBOro fiKapCbKoro 3acoby (ainbHWUA Ans
NepBUHHOrO NakyBaHHs) (3aMiHa BUPOBHMYOT
AinbHWLI); 3MiHn | Tuny: 3miHun 3 AkocTi. FoToBwMiA
nikapcbkuii 3aci6. 3miHK y BUpoOGHULUTBI. 3aMiHa
abo BBeAEeHHA [OAATKOBOI OiNbHULI BUPOOHULTBA
Ans YactuHu abo BCboro BUpOGHMYOro npoLecy
roToBOrO fiKapCbKoro 3acoby (ainbHWUA Ans
BTOPWHHOIO NakyBaHHS) ( 3aMiHa BUPOOHMYOT
ninbHUi); 3MiHy | TMny: 3miHn 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHM y BUpoOGHUUTBI. 3aMiHa
abo BBeAeHHS [OAATKOBOI AiNbHULI BUPOOHULTBA
ans YactuHu abo BCboro BUpoGHMYOro npoLecy
roTOBOrO NikapcbKoro 3acoby (AinbHUUS, Ha siKil
npoBoaaTbCsa Oyab-aki BUpoOHWUI cTagii, 3a
BVHSATKOM BWMYCKY CEPIl, KOHTPOMIO SKOCTI,
NepBUHHOTO Ta BTOPUHHOIO NaKyBaHHS, ANS
HecTepurbHUX Mikapcbknx 3acobis)(3amiHa
BMPOGHUWYOI AinbHNLL)

182.

NAPAJNIEH® TUM'AH-
NPUMYNA

piauHa oparnbHa no 100
MmNy donakoHi Ne 1

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

En.
HaTttepmaHH
eHg Cani
meX

Himevumna

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3miHu | Trny - 3miHuM 3 AkocTi. FoToBUIA NikapcbKnii
3aci6. Onwvc Ta cknag. 3miHa y cknagi (oNoMiKHMX

peyoBMHAX) rOTOBOIO fikapcbKoro 3acoby (iHLui

3MiHK) (3aMiHa CyMiLLi JOMOMIXKHUX PEYOBWH, LLO
MICTUTb CUpOM Kapameni, Ha ifeHTUYHY cymill 6e3
KapamerbHOro cupony, a kapamerbHWUin cupor
BBOAWTLCS SIK OKpeMa [ONOMKHA pevoBrHa
(3aTBepOkeHO AOAAaBaHHS CyMilli caxaposu Ta
iHBEPTHOrO CMpony, WO MiCTUNa kKapamenbHU
cvpon), 3 BiANOBigHOK 3MiHO Yy p. «Cknaa»);
3MiHn | TUny - 3MiHK 3 gKocTi. [OTOBMI NiKapCbkui
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW Y npoLeci
BMPOBHMLUTBA FOTOBOIO NikapCbKoro 3acooy,
BKITH04aK4M NPOMIXKHUIA NPOAYKT, WO

bes
peuenma

UA/10764/01/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3aCTOCOBYETbCS NPU BUPOBHMLTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) (HE3HAYHI 3MiHM y NpoLieci
BMpo6HuUTBa M3: cymiw 6e3 kapamenbHOro
cvpony Ta kapamernbHWI CMpon AoAalThCA
oKpemo)
183. | MIKOBIT® O TabneTtkn, BKpUTI KPKA, o.a., Hoso CnoBeHis BignoBigansHM CnoBeHisi BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: bes UA/8267/01/01
oboroHkoto, no 15 MecTo n 3a 3MmiHu | TMny - 3miHun 3 aKkocTi. CepTudikat peuenma
TabneTok y 6nictepi; no BUPOGHULTBO BignoBigHocTi/l'E-cepTudikat BignoBigHoCTi
2 Bnictepu B KAPTOHHIN "in bulk", €Bponencokin dapmakonei/moHorpadii. MogaHHsA
kopoobui NepBUHHY HoBOro abo OHoOBreHoro cepTudgikata
yMaKoBKY, BiANoBigHOCTI abo BUny4eHHs1 cepTudikata
BTOPUHHY BignoBigHocTi €Bponewchkin dapmakonei: ana Adl;
yMaKoBKY: Ons BUXigHOro matepiany/peareHTy/npoMiXXHOro
KPKA, a.a4., NpOAYKTY, LU0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
HoBo mecrTo, A®I; ona 4OMOMIKHOI peqoBUHM (cepTudikaT
CnoBeHis;

BignoBiganbHU
1 32 KOHTPOIb
cepii:
KPKA, a.4.,
HoBo mecTo,
CrnoBeHisi;
BignoBsiganbHU
1 32 KOHTPOIb
Ta BUMYCK
cepii:
KPKA, o.4.,
Hoso mecTo,
CnoBeHisi

BignoBigHOCTi €Bponenchkii hapmakonei) -
OHoBneHWIn cepTudikaT Bif yke 3aTBepOKEHOrO
BMPOGHMKa (nogaHHs oHoeneHoro CEP Big
3aTBepakeHoro BupobHuka Lonza Guangzhou
Nansha Ltd, Kutait Ha A®I HikoTuHamig); 3MiHu |
TMny - 3MiHu 3 gKocTi. CepTudikar
BignosigHocTi/l'E-cepTudikat BignoBigHoCTi
€Bponelicbkiii hapmakonei/MoHorpadii. MogaHHs
HoBOro abo oHoOBMNeHoro ceptudikara
BignoBigHOCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponeinchkiii hapmakonei: ans AdI;
AN BUXiQHOro MaTepiany/peareHTy/nMpoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYIOTECH Y BUPOOHULTBI
A®Il; ons oONOMIXKHOI pevoBUHM (cepTudikaT
BiANoBigHOCTI €Bponencekivi hapmakonei) - Hosui
cepTudikaT Bif BXXe 3aTBEPAPKEHOrO BUPOOHMKa
(nopaHHs oHoBneHoro CEP Big 3aTBepmxeHoro
Bupo6Hmka DSM Nutritional Products Ltd,
LLiserinapia Ha A®| xonekanbunudepony
3aTBepakeHo: R1-CEP 2003-036-Rev 01;
3anponoHoBaHo: R1-CEP 2009-050-Rev 01); 3MiHu
| Tuny - AgmiHicTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHUWYOI AinbHULI (BKIMHOYAYM AinbHULI Ans
A, npomikHOro NnpoaykTy abo rotoBoro
nikapcbKkoro 3acoby, QinbHUL ANS NPOBEeAEHHS
nakyBaHHSs!, BUPOOHWKA, BiANOBIAANbLHOMO 3a BUMYCK
cepivi, MicLe NpoBeAeHHS KOHTPOrto cepii) abo
nocTayanbHvKa BMXiQHOTO MaTtepiany, peareHTty
ab0o [OMNOMIXKHOI Pe4YOBMHM (SIKLLO 3a3HAYEHO y
[ocbe) (BUnydeHHst BupobHuka A®I ackopbiHoBoT

kucnotu); 3mitm | Tuny - 3miHu 3 AkocTi. FoToBUIA
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

nikapcbkuii 3aci6. 3miHn y BUpoOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIMHO SIKOCTi FOTOBOIO JikapCbKoro 3acoby
(3amiHa abo goaaBaHHA AinbHULI, Ha AKin
3AINCHIOETBCHA KOHTPOMb/BUNPOOYyBaHHSA cepii)
(OoAaBaHHS AiNbHWLI, Ha KA 30iINCHIOETLCS
KOHTpOnb/ BUNpoOyBaHHSA cepii); 3MiHn | Tuny -
3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
[inbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro MNpoLecy roToBOro Nikapcbkoro
3acoby (AinbHULSA, Ha Sk NpoBOAATbLCS Oy ab-siKi
BMPOGHWYI CTafii, 32 BUHATKOM BUIMYCKY Cepil,
KOHTPOIO AIKOCTi, NEPBUHHOIO Ta BTOPUHHOMO
nakyBaHHs, iNsi HECTEPUINbHUX MikapCbkux 3acobiB)
(OoAaBaHHs AinbHULI, Ha SKiA 30iINCHIOETLCS
KOHTporb/ BUNpobyBaHHSA cepii ) CynyTHS 3miHa -
3MiHK 3 skocTi. [oTOBMIA Nikapcbkuii 3acib. 3miHn y
BMpobHMUTBI. 3amiHa abo BBeAeHHA A04aTKOBOI
[inbHULi BUPOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NpoLecy roToBoro nikapcbkoro
3aco0y (AinbHULA ANA BTOPUHHOIO NaKyBaHHS). -
3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEeHHS 4OAaTKOBOI
[inbHULi BUPOOHULTBA ANst YacTUHU abo BCbOro
BMPOBHMYOro NpoLecy roToBOro fikapCbkoro
3acoby (AinbHULA AN NEPBUHHOIO NaKyBaHHS)

184.

NPAMIMEKCOIJ IC

Tabnetku, no 0,25 mr, no
10 TabneTok y Gnictepi;
no 3 Gnictepu B navui 3
KapToHYy

ToBapucTBO 3
[00aTKOBO
BiANoBiganbHiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0 aTKOBOO
BiAgnoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHM | TUNY - foAaHHS HOBOro BUPOGHMKa A
(npamiknekcony gurigpoxnopuay 3 Hosum CEP R1-
CEP2011-127-Rev 00; 3miHu | Tvny - 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MeX
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMNOBIOHMM MeTOAOM BUNPOBYBaHHS); 3MiHu |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NpMBEAEHHS
y BignoBigHICTb A0 MoHorpadii AdPY abo
E€Bponelicbkoi hapmakonei, abo iHwoi
HaLuioHanbHoi hapmakonei aepxasu €C (3miHa y
cneumndikalisix, nos'sidaHa 3i amiHamu B 1OV, abo
€Bponewcbkin dapmakonei, abo iHLWwink
HaLjioHanbHi hapmakonei gepxasu €C) -
BUIy4eHHS 3i cneumdikauii API (npamiknekcon
ovrigpoxnopua) n. "Baxki meTanu" BignosigHo Ao
BuMor EP; amiHu | Tuny - 3MiHM y BUpOBHULTBI.
3MiHu BUNpobyBaHb abo AoNyCTUMMX MEX,
BCTaHOBIIEHUX Y cneundikauisx, nig yac

3a
peuenmom

UA/15526/01/01




74 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
BMPOOHWLITBA rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPOGYBaHHS B NMPOLIECI
BYPOGHMLTBA)
185. | MPAMINMEKCON IC Tabnetku, no 1 mr, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15526/01/02
TabneTok y 6nictepi; no [104aTKOBOK [104aTKOBO 3MiHM | TUNY - foAaHHS HOBOTO BUPOGHKMKa A peuenmom
3 Bnictepu B nauui 3 BiANoBiganbHiCTIO BiAgnoBiganbHi (npamiknekcony gurigpoxnopuay 3 Hosum CEP R1-
KapToHy "IHTEPXIM" cTio CEP2011-127-Rev 00; 3miHu | Tvny - 3miHa
"IHTEPXIM" napameTpiB cneuudikauinn Ta/abo 4onyCTUMUX MEX
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiANOBIgHMM MeTo4OM BUNPOBYBaHHS); 3MiHu |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPpMBEAEHHS
y BignoBigHICTb A0 MoHorpadii AdPY abo
€Bponelicbkoi thapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa y
cneumdikalisix, nos'sdaHa 3i amiHamu B 1OV, abo
€Bponelicbkiit hapmakonei, abo iHLwin
HaLjioHanbHi hapmakonei gepxasu €C) -
BUIy4eHHS 3i cneumdikauii AP| (npamiknekcon
aurigpoxnopua) n. "Baxki metanu" BignoBigHo Ao
BuMor EP; amiHu | Tvny - 3MiHM y BUpOBHULTBI.
3MiHu BUNpobyBaHb abo AONyCTUMMX MEX,
BCTAHOBMEHMX Yy cneumdikauisx, nig yac
BMPOOHWLITBA rOTOBOrO NikapcbKoro 3acoby
(BMNYyYeHHs1 HecyTTeBOrO BUNPobyBaHHSA B NpoLeci
BYPOGHMLTBA)
186. | MPEMHIN® MOPOLLIOK A1151 PO34UHY LWepiHr-Mnay LLisenuapis BUPOGHULITBO Hinepnangu/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/3483/01/01
ons in'ekuin no 1500 CeHtpan lct Al 3a MOBHUM CLIA 3MiHm Il Tuny - 3amiHa y MmeTtogax BunpobysaHHA AD| peuyenmom
MO, 3 dnakoHu 3 LIMKITOM abo BuxigHOro matepiany/npomixxHOro
nopotukom Ta 3 (nopoluok ans npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
dnakoHu 3 1 mn pO34uHy Ans npoueci BupobHuutea AP - amiHa y MmeTogax
PO34MHHMKA (PO34MH iH eKuin), BUNpobyBaHHS BUXiAHOro MaTepiany - 3aMiHa
HaTpito xnopuay 0,9 %) BTOpPUHHE peareHTHoro Habopy TagMan EZ RT-PCR Ha
B KapTOHHII ynakoBLi nakyBaHHs Ta TagMan Fast Virus-1 Step Master Mix y peansHomy
BUMYCK cepii Yaci Ans nonimepasHoi naHutorosoi peakdii (MJ1P)
(PO34MHHMK npv NpoBeAeHHi TeCTyBaHHA Nyny matepiany, Lo
(po3unH BMKOPWCTOBYETbLCS Yy BUPOOHULTBI ADI, Ha
HaTpito BiacyTHicTb HBV (Bipyc renaTtuty B ), Ha
xnopuay 0,9 BiacyTHicTb HCV (Bipyc renatuty C) Ta HIV (Bipyc
%): H.B. iMyHoAediuuTy NioAnHW) 3 4OAAHHAM TEKCTY Npo
OpraHoH, nigxig Ha OCHOBI aHani3y puUsuky, y 383Ky 3
HigepnaHaw; YOOCKOHaneHHAM npoueaypy BU3Ha4YeHHs BipyCHOI
BUPOBHMUTBO, 6e3nekn cknagoBoi APl Ha eTani AoHopcTBa Ta B
KOHTPOIb npoteci BUpoGHMLTBA Ait040T peYOBUHN
AKOCTI Ta
BUWMNYCK Cepil,

NnakyBaHHA




75 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
(PO3YMHHUK in
bulk (po3unH
HaTpito
xnopuay 0,9
%): DxybinaHT
XonnictepCra
ep JIUIC, CLIA
187. | NPEMHIN® MOPOLLIOK A11s1 PO34UHY LWepiHr-Mnay LLisenuapis BUPOGHULITBO Hinepnanawn/ BHECEHHS1 3MiH 10 peecTpauiiHix MaTepianis: 3a UA/3483/01/02
ans iH'ekuin no 5000 CeHtpan lct Al 3a NOBHUM CWA 3MiHu Il Tuny - 3amiHa y meTogax BunpobysaHHs AdDI peuenmom
MO, 1 cdpnakoH 3 LIMKITOM abo BuxigHOro marepiany/npomixHOro
nopotukomM Ta 1 dnakoH (nopoluok ans npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
3 1 MN PO3YMHHHUKA pO34MHy Ans npoteci BupobHuutea APl - 3amiHa y meTogax
(po34mH HaTpito xropuay iH exuin), BMNpoOyBaHHSA BUXiZHOrO MaTepiarny - 3aMiHa
0,9 %) B KapTOHHIN BTOpPUHHE peareHTHoro Habopy TagMan EZ RT-PCR Ha
ynakoBLji nakyBaHHs Ta TagMan Fast Virus-1 Step Master Mix y peansHomy
BUMNYCK cepii yaci Ansa noniMepasHoi naHutorosoi peakuii (MNJ1P)
(PO34MHHMK npv NpoBeAeHHi TeCTyBaHHA Nyny matepiany, Lo
(po3uunH BMKOPUCTOBYETbLCS Y BUPOOHULUTBI ADI, Ha
HaTpito BiACyTHiCTb HBV (Bipyc renatuty B ), Ha
xnopuay 0,9 BiacyTHicTe HCV (Bipyc renatuty C) Ta HIV (Bipyc
%): H.B. iMyHOZeILUMTY NIOANHN) 3 AOAAHHAM TEKCTY Npo
OpraHoH, niaxia Ha OCHOBI @aHani3y pUsmnKy y 3B A3Ky 3
HigepnaHaw; YOOCKOHaneHHAM npoueaypy BU3Ha4YeHHs BipyCHOI
BMPOGHMLTBO, 6e3neku cknagosoi AD| Ha eTani JoHOpCTBa Ta B
KOHTPOIb npoLeci BUPOGHMLTBA Ail040T PEYOBUHN
AKOCTI Ta
BMNYCK cepii,
nakyBaHHs
(PO34MHHUK in
bulk (po3unH
HaTpito
xnopugy 0,9
%): xybinaHT
XonnictepCra
ep JUIC, CLIA
188. | NPEAHITON masb, 0,25% no 10, Hepmadpapm Al Himeuunna mibe MmeX HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a UA/10283/02/01
abo 30r,abo 50ry ApuHanmitTen 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom
Ty6i; no 1 Ty6i B b HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS
KapTOHHIN nayui LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoro
nikapcbkoro 3acofy, BKMHOYa4m AinbHULL BUMYCKY
cepii abo micue NpoBeAEHHS KOHTPOSH SIKOCTi.
(misnbHicTb, 3a siky Bignosiaae BUPOBHUK/iMNopTep,
BKIO4aK04M BUMYCK Cepiit) (3mMiHa agpecu
BMPOGHMKa)
189. | MPE3UCTA® TabneTku, BKPUTI TOB "[x0HCOH & Pocilicbka BUPOGHULITBO CLUA/ Itanis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/6980/01/02
NNiBKOBOIO 0BOOHKOM, [XOHCOR" depepauin Hepo3adhacoBa 3MiHu |l TUny - 3mMiHW Ao IHCTpyKUii AnsS meanyHoro peuenmom
no 400 mr no 60 HOro 3aCTOCyBaHHSA [0 po3Ainis




76 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
TabneTok y dnakoHi, no npoaykTy: "MpoTunokasaHHs","B3aemopis 3 iHWKMK
1 donakoHy B KApTOHHIl AHcceH OpTto nikapcbknuMun 3acobamu Ta iHWi BUAM B3aemosii",
navui NNC, CWA,; "OcobnusocTi 3actocyBaHHs", "lMepeno3yBaHHs",
nepBrHHA Ta "MoGiyHi peakuii
BTOPWHHA
ynakoBka,
BUWMNYCK Cepil:
Anccen-Cinar
C.n.A., Itania
190. | NPE3UCTA® TabneTkn, BKpUTI TOB "[>x0OHCOH & Pocincbka BUPOBHMLUTBO CWA/ Itanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/6980/01/03
NNiBKOBOK 0BOMOHKO0, I>KOHCOR" depepauis Hepo3adpacoBa 3MiHu Il TUny - 3mMiHW 0o IHCTPYKLUiT Ans MeguyHoro peuenmom
no 600 mr no 60 Horo 3acToCcyBaHHSA 0 po3ainis
TabneTok y dnakoHi, no npoaykTy: "MpoTunokasaHHs","B3aemopis 3 iHWKMK
1 donakoHy B KApTOHHIW AHcceH OpTo nikapcbknuMu 3acobamu Ta iHWi BUamM B3aemogii",
navui NNC, CWA; "OcobnusocTi 3acTocyBaHHs", "lMepeno3yBaHHs",
nepBMHHA Ta "MoGiyHi peakwii
BTOPWHHA
ynakoBka,
BUMYCK cepii:
Anccen-Cinar
C.n.A., ltanis
191. | NPOOEN kancynu no 20 mr no 10 CaH IHgis CaH IHgis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/9615/01/01
Kancyn y cTpuni; no 6 dapmacbloTykan dapmacbioTrK 3MiHuM | TUNY - 3MiHWM Y MapKyBaHHi NEPBUHHOI Ta peuenmom
CTPUMIB Y KapPTOHHIW IHpacTpis Jliviteq an lngactpia BTOPUWHHOI YNaKoBKYM NikapCbKOro 3acoby: BBEAEHHS
Kopobui nto iHpopmaLii Lwoao noroTuny KoMnaHii, BUpOGHWUYOT
niueHsii, 4aTn BUPOGHMLTBA Ta iHLWOI TEXHIYHOT
iHdbopMmauii
192. | PAHITUOWH- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTepianis: 3a UA/4934/01/01
OAPHUUA NNiBKOBOK 0BOMOHKO0, "®apmaLeBTnyHa "®apmaueBTu 3MiHU | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenmom
no 150 mr no 10 dipma "OapHuus” YHa hipma MicLst NpOBaKEHHS AisNbHOCTI BUPOOHMKA
TabneTok y KOHTYPHIin "OapHuus" (Bkntoyaroum, 3a HeObXiQHOCTI, MicLie NPOBeAEeHHS
YapyHKOBIN ynakoBLi, Mo KOHTPONHO sikOCTi), abo BnacHvka macTtep-anna Ha
1 @60 2 KOHTYpHiI AdI, abo noctavanbHuka Adl/BuxigHoro
YapyHKOBi yNakoBKU B maTepiany/peareHTy/npoOMiKHOIO MPOAYKTY, Lo
nauui 3aCTOCOBYOThCS Y BUPOOHUUTBI ADI - 3MiHa Ha3BK
Ta agpecu BupobHuka Adl, 6e3 3miHK micus
BMPOGHMLUTBA. BBEAeHHS 3MiH npoTarom 6-tu
MicsILiB nicnsi 3aTBEpAKEHHS
193. | PIHFTEPA PO34M1H pO34uH ANs iHdy3in no "Xemodhapm" Al Cepbis "Xemogapm" Cepbis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/9226/01/01
500 mn y nnswkax AL 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuenmom

Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX faHuX
npo cuctemy papMakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu, BignosigansHoi 3a
3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
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[IponoBxkenHs noxarka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢hopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA

Bif] ynoBHOBaxeHOi ocobw, BignoBigansHoi 3a

3aincHeHHA bapmakoHarnsagy (Bkrovaroym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
hanna cuctemu papmakoHarnsgy) - Hitoua
pepakuis: SBopcbka TeTsiHa IBaHiBHA.

MponoHoBaHa pepakuis: Mpycebkuin CtaHicnas

BonogvmupoBuy. 3MiHa KOHTaKTHUX AaHWX

194.

POTAPUKC™/ROTA
RIX™ BAKLIMHA

ana

NPO®ITAKTUKA
POTABIPYCHOI
IHOEKUII

cycneHsia opanbHa (1,5
mn/po3y) no 1 a6o no 5
nonepeaHLo
3arMoBHEHWX OparnbHUX
annikatopis abo Ty6

MnakcoCmiTKnsamnH
EkcnopT Nimiteq

Benwka
BpuTaHis

nakcoCmiTKn
ANH

Bionopikan3a
C.A.

Benbrisa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MiHM | TUNY - 3miHa napameTpiB crneumdikaLin
Ta/abo [oNYyCTUMUX MEX NEPBUHHOI YNaKOBKM
rOTOBOrO fiKapCbKOro 3acoby - AONOBHEHHS
cneundikaii NOKa3HMKOM 3 BiANOBIZHUM METOA0M
BUNpoByBaHHA ANs YLiNbHIOBaYiB NOPLUHIB
LUNPWLIB Ta BHECEHHS HE3HAYHNX pedaKUinHUX
npasok y po3ain 3.2.P.7.; amiHu | TMny - 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMUX MEX
NMepBMHHOT YNakoBKM rOTOBOrO ikapCbkoro 3acoby -
[OMNOBHEHHS cneuundikauii Tectom A (noBepxHeBui
TEecT) 3 BiANOBiAHUM METOAOM BUNPOOYBaHHSA ANs
nokasHuka Hydrolytic Resistance Test gns
LUUNiHAPIB WNpuWLiB; 3MiHW | Tuny - 3MiHa
napameTpiB cneuudikauin Ta/abo AonycTUMNX MeX
NMepBMHHOT YNakoBKM rOTOBOTO MikapCbKoro 3acoby -
[OMOBHEHHS crneundikauii nokasHukom Visual
control Test 3 BianosigHUM MeTogoM BUNpPobYyBaHHS
ONs uuniHgpis WNpuuis; 3MmiHu | Tuny - 3miHa y
MeToAax BUNpobyBaHHSA NEPBMHHOI yNaKoBKM
roTOBOrO fikapcbKoro 3acoby (He3HauHi 3MiHu y
3aTBEpAKEHNX MeToAax BUNpobyBaHb) - 3MiHa
YMOBW BMMapOBYBaHHSI PO34YMHHUKA Npu
BM3HAYEHHI 3mMaLlyBarnbHoro 3acoby (Lubricant),
SIKMI 3acTOCOBYETbCst Ans Syringe barrels 1.75 ml
with FM27 rubber tip caps

3a
peuerimom

UA/13060/01/01

1965.

CEOAPUCTOH®
KANcynum

kancynu no 10 kancyn y
6nicTepi; no 3 abo 6,
abo 10 6nictepiB y
KapTOHHI kopobui

Ecnapma 'm6X

HimeuunHa

BUPOGHULITBO
Hepo3adpacoBa
Horo
NpoaykKTy,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
KOHTpOIb
SKOCTI, BUMYCK
cepii:
dapma
BepHirepoge

Himevumna

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3miHn | Trny - 3MiHK 3 aKocTi. [oTOBUI NiKapCbKK
3aci6. 3MiHn y BMpo6HMUTBI. 3amiHa abo BBeAeHHS

[0[aTKoBOT AiNbHULE BUPOBHULITBA AN YacTUHM
abo BCbOro BUPOBGHMYOrO NpoLEecy roToBOro
nikapcbkoro 3acoby (AinbHNLA AN BTOPUHHOIO
nakyBaHHs1) (BBeAEHHs1 4OAATKOBOI AinbHuULi Ans
BTOPUHHOIO NakyBaHHs1); 3MiHu | Tuny - 3miHn 3
AkocTi. [oToBUI Nikapcbkuin 3aci6. 3MiHN y
BMPOGHUMUTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI
AinbHNLi BUpOBHULTBA ANS YacTMHKM abo BCbOro
BMPOBHMYOrO MpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULA AN NEPBUHHOIO NaKyBaHHS)

bes
peuenma

UA/13150/01/01




78 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
mo6X, (BBEOEHHSA 4OOATKOBOI AiNbHULI ANS NEPBUHHOIO
HimevuunHa; nakyBaHHs1)
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHsI:
ecnapma
dapma
Cepsices
m6X,
Himeuunna
196. | CUHEPNEH MOPOLLIOK A1151 PO34UHY CaH IHAis CaH IHAisn BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3a UA/9191/01/01
ons iHdysin, 1 dnakoH dapmacbkroTrkan dapmachkoTrk 3MiHM | TUNY - 3MiHW Y MapKyBaHHi NePBUHHOI Ta peuenmom
(06°emom 30 mn abo IHpacTpis Jliviteq an lngactpia BTOPUWHHOI YNaKOBKM NikapCbKOro 3acoby: BBEAEHHS
100 mn) 3 NOPOLLUKOM Y Timiteg iH(bopMaUii Woao NoroTuny KoMnaHii Ta iHWoi
KapTOHHI kopobui TEXHIYHOI iHhopmaLii
197. | COMITA3A® TabneTku, BKPUTI MAT "BitamiHun" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: be3 UA/1741/01/01
060roHKo, "BiTamiHn" 3MiHuM | TUNY - 3mMiHa po3Mmipy cepii (BKno4aoum peuenma
KMLLKOBOPO34MHHI Mo 10 fjanasoH po3mipy cepii) roToBOro nikapcbKoro
TabneTok y 6nictepi, no 3aco0y - YTOUYHEHHS CKIaly Ha Cepito roToBOro
2 6nictepu y nauui 3 nikapcbkoro 3acoby (BHECEHHS KOPEryBaHHs
KapToHY TEOPETUYHOWN KiNbKOCTi CUPOBVHW Ha Cepito); 3MiHu |
TMNy - 3MiHa NnapameTpiB cneumndikauin Ta/abo
[OMYCTUMUX MEX NePBUHHOT YNaKkoBKX rOTOBOrO
nikapcbKkoro 3acoby; CynyTHA 3miHa: 3MiHa Yy
MeToAax BUNpobyBaHHS NEPBUHHOI yMaKoBKW
roTOBOrO MikapCbKoro 3acoby (iHLWi 3MiHU Yy
mMeTofax BUNpobyBaHb (BKMOYa4m 3amiHy abo
[ofaBaHHs1)) - 3MiHa gonycTuMux Mex n. «MB4Y» B
crneundikauii Ha nakyBanbHi MaTepiany nepBUHHOI
ynakoBku (bnicTep i3 nniBku NoniBiHiNXnopuaHoi Ta
donbru antoMiHieBoi) 3 BigNOBIAHAMUN 3MiHAMU Y
MeTofax BUNpobyBaHb
198. | CYNIb®AOUMETOKC | tabnetkm no 0,5r, no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLitHMX maTepianis: 3a UA/6031/01/01
WH TabneTok y 6nictepi, no "Ximcbapm3aasog "Ximcpapm3zas 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
2 6nictepun y nauui 3 "YepBoHa 3sipka" of "YepBoHa Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
kapToHy; no 10 3ipka" 3000B'A3aHb Ta YMOB BuAaYi peecTtpauiiHoro

TabneTok y 6nictepax

nocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM AaHNMW, LLO MaloTb HagaBaTucs
KOMMNETEHTHVUM OpraHoM, OCKIfNlbK1 BUMaraeTbCcs
CyTTEBa OLjiHKa KOMMETEHTHNM OpraHoM)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gopatky 15 go lMNMopsiaky npoBegeHHs
eKcnepTM3n peecTpauiiiux maTtepianis Ha
nikapcbki 3acobu, Lo nofgaTbCs Ha AepXKaBHY
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
peecTpauiio (MepepeecTpaliio), a Takox
eKcrnepTu3n marepianis Npo BHECEHHSA 3MiH 0
peecTpauinHux MaTepianis NpoTarom Aii
peecTpavinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakasom MOS Big 26.08.2005 Ne 426 (y pepakuii
Haka3dy MOS Big 23.07.2015 Ne 460)
199. | CYMAMEO® ®OPTE NMOPOLLOK A1 oparnbHOi TOB "TeBa YkpaiHa MIIBA XopBaris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/4170/01/01
cycneHasii, 200 mr/5 mn; YkpaiHa" XpBatcka 3MiHa 3asiBHMKa (BnacHuKa peecTpauinHoro peuenmom
1 donakoH 3 NOPOLLKOM a.o.0. noceigyeHHst) (TepmiH BBe4eHHS 3MiH NPOTSArom 6-
ONsi opanbHOi cycneHsii TV MicsLiB nicnsi 3aTBepAXKeHHS)
no 15 mn (600 mr), abo
no 30 mn
(1200 wmr), abo no 37,5
mn (1500 mr) pasom i3
[OBOCTOPOHHBLOI MiIPHOHO
NOXEYKO Ta LUNpULOM
ONsi 4O3YBaHHS Y
kopobui
200. | CYMAMEO® ®OPTE NMOPOLLOK A1 oparnbHOi TOB "TeBa YkpaiHa MIIBA XopBaris BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15661/01/01
cycneHsii 3i cmakom YkpaiHa" XpBatcka 3MiHa 3asiBHMKa (BnacHuKa peecTpauinHoro peuenmom
6aHana, 200 mr/5 mn; 1 0.0.0. noceigyeHHst) (TepmiH BBe4eHHS 3MiH NPOTSArom 6-
bnakoH 3 NOPOLLKOM TV MicSLiB nicnsi 3aTBepAKEeHHS)
Ons opanbHOoi cycneHsii
no 15 mn (600 wmr)
pasom i3
OOHOCTOPOHHBLOO
MipHOIO NOXKEYKOH Ta
LINpYLOM NSt
[03yBaHHs y Kopobui
201. | CYMAMEO® ®OPTE NMOPOLLOK A1 oparnbHOi TOB "TeBa YkpaiHa MIIBA XopBaris BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/15662/01/01
cycneHsii 3i cmakom YkpaiHa" XpBatcka 3MiHa 3asiBHMKa (BNacHWKa peecTpauiiHoro peuenmom
mManuHu, 200 mr/5 mn; 1 a.o.o. noceigyeHHst) (TepmiH BBe4EHHS 3MiH NPOTSArom 6-
onakoH 3 NOPOLLKOM TV MiCAILiB Micnsi 3aTBEpPAXKEHHS)
ONsi opanbHOi cycneHsii
no 37,5 mn
(1500 mr) pasom i3
OOHOCTOPOHHBLOIO
MipHOIO JTOXEYKOI0 Ta
LUINPpULIOM Ans
[03yBaHHSA y KOpoobui
202. | CYMAMEO® ®OPTE | nopoLUoK Arnsi opanbHoi TOB "TeBa YkpaiHa MniBA Xopsaris BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3a UA/15663/01/01
cycneHsii 3i cmakom YkpaiHa" XpBatcka 3MiHa 3asiBHMKa (BNacHWKa peecTpauiiHoro peuenmom
nonyHuui, 200 mr/5 mm; A.0.0. nocsigyeHHs) (TepmiH BBeAEHHS 3MiH MPOTArom 6-

1 donakoH 3 NOPOLLKOM
ONsi opanbHOi cycneHsii
no 30 mn (1200 wr)
pasom i3

TV MiCAILiB Micnsi 3aTBEpOXKEHHS)
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
OAHOCTOPOHHLOIO
MipHOIO JTOXEYKOI0 Ta
LUNPYLIOM ANst
[03yBaHHSA y KOpoobui
203. | CYTEHT kancynu no 12,5 mr; no Mdpanzep IHk. CLUA Mdpanzep ITanis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/7785/01/01
7 kancyn y 6nictepi; no ITania C. p. n. 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
4 6nicTepy y KapTOHHIW HalMeHyBaHHs Ta/abo agpecu Micusa NpoBagKeHHS
kopoobui LisinbHOCTi BUPOGHWMKa/iMnopTepa roToBOro
nikapcbkoro 3acofy, BKMOYaym AirbHULL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPOSTKO SKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUpobHUK/iMnopTep,
BKIOMaK4M BUMYCK cepilt) (3miHa agpecu
BMPOGHUWKa, 6e3 3MiHM MicLis BUpOOHMLITBA)
(TepmiH BBEEHHS 3MiH NPOTAroM 3-x MicaUiB nicns
3aTBEPOKEHHS)
204. | CYTEHT kancynu no 25 mr; no 7 Mdparzep IHK. CWA Mdparizep ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/7785/01/02
kancyn y 6nictepi; no 4 ITania C. p. n. 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
GnicTepu y KapTOHHIN HallMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS
Kopobui nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acofy, BKMYa4m AirbHULL BUNYCKY
cepii abo micue NpoBeAEHHS KOHTPOSHO SIKOCTi.
(misnbHicTb, 3a AKy Bignosiaae BUpobHUK/imnopTep,
BKIOMaK4M BUMYCK cepiit) (3miHa agpecu
BMPOGHUWKa, 6e3 3MiHM MicLs BUpOGHULITBA)
(TepmiH BBEAGHHS 3MiH NPOTArom 3-x MicAUiB Micns
3aTBEPOKEHHS)
205. | CYTEHT kancynu no 50 mr; no 7 Mdcparzep IHK. CWA Mdparizep ITanis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/7785/01/03
kancyn y 6nictepi; no 4 Itanis C. p. n. 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
GnicTepu y KapTOHHIN HalMeHyBaHHs Ta/abo agpecu MicLs NpoBafKeHHS
Kopobui nisnbHOCTI BUpOBHMKa/imnopTepa rotoBoro
nikapcbkoro 3acofy, BKMHOYa4m AinbHULL BUMYCKY
cepii abo micLe NpoBeAEHHS KOHTPOSHO SIKOCTi.
(misnbHicTb, 3a siky Bignosiaae BUPOBHUK/iMNopTep,
BKIO4aKUM BUMNYCK cepilt) (3miHa agpecun
BMPOGHUKa, 6e3 3MiHM MicLs BUpOGHMLITBA)
(TepmiH BBEEHHS 3MiH NPOTAroM 3-x MicaUiB nicns
3aTBEpPOKEHHS)
206. | CYTEHT kancynu no 37,5 mr; no Mdpanzep IHk. CLUA Mdpanzep ITanis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/7785/01/04
7 kancyn y 6nictepi; no Itanis C. p. n. 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHWU. 3MiHa peuenmom

4 6nicTepy y KapTOHHIW
kopoobui

HanMeHyBaHHs Ta/abo agpecu MicLsA NpoBagXeHHS
LisinbHOCTi BUPOGHWKa/iMnopTepa roToBoro
nikapcbkoro 3aco0y, BKMHoYa4m AinbHUL BUMYCKY
cepii abo MicLie NpoBefEeHHA KOHTPOSTO SKOCTI.
(misnbHicTb, 3a siky BignoBiaae BUpoBHUK/iMNopTep,
BKIO4aK04M BUMNYCK cepilt) (3miHa agpecun
BMPOGHMWKa, 6e3 3MiHM MicLid BUPOOHMLITBA)
(TepmiH BBegEHHS 3MiH NpoTsiroMm 3-x MicsAuiB nicns
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[IponoBxkenHs noxarka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
3aTBEpPOKEHHS)
207. | TEOTAPL TabneTku MAT "BitamiHun" YkpaiHa BupobHuuteo Bonrapis/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6494/01/01
NPONOHIroBaHoi Aji no Hepo3adpacoBa YkpaiHu 3MiHu Il TUny - 3MiHK Wwopao Ge3nekn/edhekTUBHOCTI peuenmom
300 mr no 10 TabneTok y HOT MpoAyKuii, Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
6nictepi; no 5 6nictepis nepBUHHA Ta 3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
Y KapTOHHIM nayui BTOPUHHA nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
ynakoBkKa: pv3nKamMm (3aCTOCYBaHHS 3MiH(K), ski(a)
AT "YHicpapm", BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
Bonrapis; [00aTKOBMM AaHNMU, LLO MaloTb HagaBaTucs
BTopuHHa KOMMETEHTHVUM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
ynakoBka, CyTTEBA OLIiHKA KOMMETEHTHUM OpraHom)
[03Bin Ha (BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
BWNYCK cepii: 1.13 nyHkTy 1, mignyHKTYy 2.3 NyHKTY 2 gopatky 15
MAT 0o MNopagky npoBeAeHHst ekcnepTnsmn
"BitamiHn", peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
YkpaiHa; noaalTbCH Ha AepXaBHY peecTpaLito
[o3Bin Ha (nepepeecTpalilo), a TaKoX ekcnepTu3n Matepianis
BUNYCK cepii: Npo BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigyYeHHs,
"Cocpapma", 3aTBepakeHoro HakasoMm MO3 Big 26.08.2005 Ne
Bonrapis 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
208. | TEOTAPL TabneTku MAT "BitamiHun" YkpaiHa BupobHuuteo Bonrapis BHECEHHS! 3MiH 10 peecTpauiiHix maTepianis: - UA/12938/01/01
NPONOHIroBaHoI Aji No Hepo3adpacoBa 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edhekTUBHOCTI
300 wr in bulk Ne2460: HOT MpoAyKuii, Ta chapmakoHarnagy. BHeceHHs abo 3amiHa(n) Ao
no 10 Tabnetok y nepBrHHA 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
GnicTepi; no 246 ynakoBkKa: nocBigYeHHs, Bktovatoun MNnaH ynpaeniHHA
GnictepiB y AT "YHicpapm", pv3nKamMm (3aCTOCyBaHHs 3MiH(K), ski(a)
noninponineHoBin Bonrapis; BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
kopobui; in bulk Ne2580: [o3Bin Ha [04aTKOBMM JaHUMU, LWLO MatoTb HagaBaTucs
no 10 TabneTtok y BWNYCK cepii: KOMMETEHTHNUM OpraHoM, OCKINbK/A BUMaraeTbCs
6nicTepi; no 258 AT CYTTeBa OLiHKa KOMMNETEHTHUM OpraHoM)
GnictepiB y "Codhapma”, (BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
noninponineHoB.in Bonrapis 1.13 nyHkTy 1, mignyHKTYy 2.3 NyHKTY 2 gopatky 15
0o MNopsigky NpoBeAEHHS eKCrnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpalio), a TaKoX ekcnepTnan Matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis
NPOTArom Aii peecTpauiiHoro NocBigyYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
209. | TPUCENTON Tabnetku no 100 mr/20 MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/5350/01/01
mr, no 10 TabneTok y akuioHepHe akuioHepHe 3MmiHn | Trny - AgMiHicTpaTuBHI 3MiHK. 3MiHa peuenmom
6nictepi; no 2 6nictepu TOBapuUCTBO TOBapUCTBO HalMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuka
y nayLi 3 KAPTOHY "lNekxim-XapkiB" "INekxiM- peecTpauiiHoro NoceigvyeHHs) (3MiHa
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

Xapkis"

HalMeHyBaHHS Ta agpecu 3asBHUKa (BnacHuKa
peecTpauinHoro nocsigyeHHs); 3miHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS

Ta/abo agpecu micua NPoBaKEHHS QiANbHOCTI
BMpoBHMKa/iMnopTepa roToBOro fikapCbKoro

3acoby, BKMYa4m AinbHuLi Bunycky cepii abo

MicLie NPOBeAEHHS KOHTPOSO AKOCTI. (QiSANbHICTb,
3a SKy BignoBifae BUPOOHMK/iMMopTep, BKIOYa4n

BUNYCK Cepill) (3MiHa HaiMeHyBaHHS Ta agpecu

BMpo6HuWKa M3, 6e3 3miHM Micusi BUpobHULTBA)

210.

TPUCENTON

Tabnetkun no 100 mr/20
mr, in bulk: no 5000
TabneTok y KOHTeWHepi

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis:
3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asBHMKA (BNacHuka
peecTpauiiHoro noceig4yeHHs) (3MiHa
HaliMeHyBaHHS Ta agpecu 3asiBHMKa (BNacHUKa
peecTpauinHoro noceig4eHHs); 3MiHu | Tuny -
AfmiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0y, BKMYa4m AinbHuLi BUunycky cepii abo
MicLie NPOBeAEHHS KOHTPOTIO SKOCTI. (QisNbHICTb,
3a SKy BiAnoBifae BUPOOHMK/iMMOpTEp, BKIIOYAK4n
BUNYCK Cepill) (3MiHa HaiMeHyBaHHs Ta agpecu
BUpoGHKMKa M3, 6e3 3miHM Micusi BUpoBHULITBA)

UA/0355/01/01

211.

TPUCENTON

Tabnetku no 400 mr/80
mr, no 10 TabneTok y
6nicTepi; no 2 6nictepu
y nauyui 3 kKapToHy

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapki"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapki"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpaLinHOro Noceig4eHHs) (3MiHa
HaMeHyBaHHS Ta agpecu 3asiBHUKa (BNacHUKa
peecTpauinHoro nocsigyeHHs); 3miHn | Tuny -
AamiHicTpaTvBHI 3MiHW. 3MiHa HalilMeHyBaHHA
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOOHMKa/iMnopTepa rotToBoro Nikapcbkoro
3acoby, BKIoYaK4m AinbHuL BUNycKy cepii abo
MicLie NPOBeAEHHS KOHTPOTIO SKOCTI. (QisNbHICTb,
3a 5Ky BignoBigae BUpOBHMK/IMMOPTEP, BKIOYaAK4N
BUMYCK Cepiii) (3MiHa HalMeHyBaHHA Ta agpecu
BUpoGHKMKa M3, 6e3 3miHM Micusi BUpobHULITBA)

3a
peuenmom

UA/5350/01/02

212.

TPUCENTON

Tabnetku no 400 mr/80
mr, in bulk: no 2500
TabrneTok y KOHTeHepi

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka
peecTpauiiHoro noceig4yeHHs) (3MiHa
HaliMeHyBaHHS Ta agpecy 3asiBHUKa (BnacHuka
peecTpauinHoro nocsigyeHHs); 3miHn | Tuny -
AgmiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecu micusa NPoBaKEHHS QiANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro fikapcbKoro

UA/0356/01/01
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IIponosxeHHs nonaTka 3

Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

3acoby, BKIoYaK4m AinbHuLi BUNycky cepii abo
Micue NpoBeAeHHSI KOHTPOIO AKOCTI. (ZiSNbHICTb,
3a 5Ky BianoBigae BUpOGHUK/IMIOPTEP, BKIOYAK4N
BWNYCK Cepil) (3MiHa HaiMeHyBaHHS Ta agpecu
BMpo6HuWKa M3, 6e3 3miHM Micusi BUpobHULTBA)

213.

YKPIB®

Tabnetku no 250 mr, no
10 TabneTok y 6nictepi;
no 3 abo 10 G6nictepis y
KapTOHHIN ynakoBLi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
MoCBiAYEHHS, BKMoYao4m [MnaH ynpaeniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NofganbLIoro 06rpyHTyBaHHS HOBUMU
[00aTKOBMM AAHUMW, LLO MaloTb HagaBaTucs
KOMMETEHTHVMM OpraHoM, OCKifNlbKU BUMaraeTbCcs
CYTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3060B'si3aHb BifgnoBigHO A0 MiAMYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NpoBeAEHHS eKCrnepTuan
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
nofatTbCsl Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan Matepianis
NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NpPOTSArom Aii peecTpauiiHoro NoCBigYeHHS,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuerimom

UA/11750/01/01

214.

YKPIB®

cycneHsisa opanbHa, 250
mr/5 mn no 200 mn y
donakoHi; no 1 conakoHy
pa3om 3 MipHOI0
NOXEYKOI Y KapTOHHIl
ynakoBui; no 30 mn y
donakoHi; no 1 nakoHy
pasom 3 MipHO0
TOXEYKOI0 Y KapTOHHIN
ynakoBLji

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn Il Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3060B's13aHb Ta YMOB BMAaui peecTpayinHoro
MoCBiAYEHHS, BKMoYaoum [MnaH ynpasniHHA
pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NofanbsLIoro 06rpyHTyBaHHst HOBUMU
[00aTKOBMM AAHUMW, LLO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKIfNlbKU BUMaraeTbCcs
CYTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3060B'si3aHb BifgnoBigHO A0 MiAMYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NpoBeAEHHS eKCrnepTuan
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobwu, LWo
nofdatTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpalio), a Takox ekcnepTuan Matepianis
NMpO BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis
NpOTSArom Aii peecTpauiiHoro NoCBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuerimom

UA/11750/02/01
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IIponosxeHHs nonaTka 3

Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
215. | YNbTPAKAIH®A-C PO34MH ANs iH'eKuin TOB "CaHodi- YkpaiHa CaHodi- HimeyumnHa/ BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/3406/01/02
®OPTE amnynu: Ne 100 (10x10): | ABeHTic YkpaiHa" ABeHTiC DdpaHuis 3MiHu | TMNY - 3MiHa y MeToaax BUNpobyBaHHs peuenmom
no 2 mn B amnyni; no 10 LonunaHg rOTOBOrO fikapcbKoro 3acoby - 3MiHa y MeToaui
amnyrn y KapTOHHIW mo6X, BMNPOOYBaHHSA roTOBOro NikapcbKoro 3acoby 3a
YapyHKOBI ynakoBLjj; No HimeyuunHa; napamMeTpoM igeHTudikauis ApTukaiHy
1 KapTOHHIN YapyHKOBI OEJNTb®APM rigpoxnopugy metogom TLUX
yMaKkoBLji B KAPTOHHIW OIXKOH,
kopobui; no 10 PpaHuis
KapTOHHWX KOPOBOK,
0BTSArHEHUX MiBKOKO
LmncreHoBok,
kapTpuaxi: Ne 100
(10x10) no 1,7 mn y
kapTpuaxi; no 10
KapTpuOXiB y KApTOHHIN
YapyHKOBI ynakoBLij; No
10 KapTOHHUX
YapyHKOBMX YMaKOBOK Y
KapTOHHI kopobui
216. | ®PEHA30OH MOPOLLIOK (Cy6cTaHUist) B MNAT "dapmak” YkpaiHa LWaHgoHr Kutai BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: - UA/13849/01/01
naketax noagiiHMx KciHxya 3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTHO
nonieTuneHoBMx ons dapmac’oTuk npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
BMPOGHMUTBA an Ko., Nt abo €sponelicbkoi hapmakonei, abo iHwoT
HeCTepPUnbHNUX HauioHanbHoiI hapmMakonei gepxasu €C (3miHa y
nikapcbkux doopm crneumdikauisx, nos'sdaHa 3i amiHamu B 1OV, abo
€Bponeicbkiit hapmakonei, abo iHLLiN
HaLjioHanbHi hapmakonei gepxasu €C) -
npuBeLeHHs MeTogaiB koHTponto AdI 3a
nokasHUKoM «KinbKicHe BU3HAYEHHS» Y
BigNoBIgHICTb 40 BUMOr MoHorpadii EP
217. | ®INAN TabneTtkn, BKpUTI CaH IHgis CaH IHais BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3a UA/14350/01/01
oboroHkoto, no 50 mr, dapmacbloTrkan dapmacbioTrK 3MiHM | TUNY - 3MiHW Y TEKCTi MapKyBaHHsI peuenmom
no 1 Tabnetuyiy IHpacTpis Jliviteq an lngactpia NepBUHHOI YMaKoBKM NikapCbKoro 3acoby:
6nictepi, no 1 6nictepy NimitTeq BUIyYEHHS afpecy BUPOOHUKa 3 TEKCTY
B KapTOHHII kopobui, no MapKyBaHHs1 A1 ynakoBku o 1 TabneTui y
4 Tabnetku y bnicTepi, GnicTepi; BHECEHHSI HE3HAYHMX peaakLUiiHMX
no 1 6nictepy B npaBokK
KapTOHHI kopobui
218. | ®INAN TabneTku, BKPUTI CaH IHAia CaH IHAis BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/14350/01/02
o6onoHkoto, no 100 wr, dapmacbkroTrkan dapmachkoTrk 3MiHU | TUNY - 3MiHW Y TEKCTi MapKyBaHHS peuenmom
no 1 Tabnetuyiy IHpacTpis Jliviteq an lngactpia NepPBUHHOI YMakoBKM NikapCbKoro 3acoby:
6nicTepi, no 1 6nictepy Tlimiteq BUIYYEHHSI aipecy BUPOOHUKA 3 TEKCTY
B KapTOHHIN kopobui MapKyBaHHs Ans yrnakoBku rno 1 Tabnetui y
GnicTepi; BHECEHHSI HE3HAYHMX peaakLUiiHMX
npaBoK
219. | PNAMIOE3® TabneTkn, BKpUTI OpraHocwuH Nard IHgis EBepTomKkeH IHgis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/7061/01/01
NNiBKOBOK 0BOMOHKO0, CaeHcua INBeT. JITa. Jlandg 3MiHu | Tuny - 3MiHK Wwopo Ge3neku/edekTUBHOCTI peuyenmom
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

no 10 TabneTok y
Gnictepi; no 1, abo no 3
abo no 10 6nictepi y
KapTOHHIN nayui

CaeHcuns
Nimiten

Ta chapmakoHarnsaay. BeegeHHst abo 3miHm go
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHUX
npo cuctemy chapmakoHarnsgy, aMmiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoOI ocobu 3
dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3[ifcHeHHs hapmakoHarnsgy (BknoYvaloymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hivoua
pepakuisa: naH bpigpkew Peran (Mr. Brijesh Regal).
MponoHoBaHa pegakuis: O-p Awy Liin Wapma (Dr.
Ashu Deep Sharma). 3miHa KOHTaKTHUX SAaHUX

220.

OINAMIAE3®

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
in bulk: 2500 TabneTtok y
naketax i3 ponbru
antoMmiHieBoi

OpraHocwuH Naridy

CaeHcus lNeT. JITa.

IHgis

EBepTomKkeH
TNandg
CaeHcus
NimiTeq

IHgis

BHECEHHS 3MiH O peecTpaLiiHMX maTepianis:
3MiHu | TUny - 3MiHK Wwopo 6e3neku/edhekTUBHOCTI
Ta chapmakoHarnsiay. BeegeHHst abo 3miHu oo
y3aranbHeHNX AaHWX Mpo cucTemy
hapmMakoHarnsagy (BBeAeHHs y3aranbHeHVX faHux
npo cuctemy apMakoHarnsgy, amiHa
yNnoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobwu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - ditoua
penakuisi: naH bpigpxew Peran (Mr. Brijesh Regal).
MponoHoBaHa pepakuisa: O-p Awy [iin LWapma (Dr.
Ashu Deep Sharma). 3miHa KOHTaKTHUX JaHWX

UA/7062/01/01

221.

ONYOAPABIH-BICTA

MOPOLLIOK ANsi
NPUroTYBaHHS PO3YMHY
anst iH'ekuin abo iHdysin
no 50 mr, 1 donakoH 3
MOPOLLIKOM Y KapTOHHIW
kopoobui

Mictpan Kenitan
MeHeoXmeHT
Nimiten

Benwka
BpuTaHis

CingaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHUX faHnx
npo cuctemy apmakoHarnsgy, amiHa
yNOBHOBaXeHOI ocobw, BignosigansHoi 3a
3AiMCHEHHSA (hapMaKoHarnsay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, Ko BoHa BiAMiHHA
BiJl yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
30iACHEHHS (hapmakoHarnsigy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
hanna cuctemu papmakoHarnagy) - Hitoua
penakuisi: ynoBHoBaxxeHa ocoba BignoBigansHa 3a

3a
peuerimom

UA/14389/01/01
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
apmakoHarnag - Dr. Ascanio Maia/[okTtop
AckaHio Malio, KoHTakTHa ocoba BianosiganbHa 3a
dapmakoHarnsag B Ykpaini - Mirniy OnekcaHgp
OnekcaHgpoBwuy. MNponoHoBaHa peaakuis:
ynoBHoBaxeHa ocoba BignosigansHa 3a
apmakoHarnsig - Oybay TeTaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micust 3[iCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MiCL€3HaXOMKEHHS
MancTep-danny
222. | ®NYOPOYPALMUN- pO34MH ans iH'ekuin 50 Mictpan Kenitan Benwka XaynT ®apma HimeuyunHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/15418/01/01
BICTA mr/mn; no 5 mn abo 10 MeHegXMeHT Bputanis Bonbdpatcxa 3MiHu | TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI peuenmom
mn, abo 20 mn'y Tlimiteq y3eH M'm6X Ta chapmakoHarnsiay. BeegeHHst abo 3amiHu oo
dnakoHax; no 1 y3aranbHeHVX AaHuX Npo cucTemy
hrnakoHy y kopobui dapmakoHarnagy (BBe4eHHs y3aranbHEHNX AaHnx
npo cuctemy apMakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
30iACHEHHS (hapMaKkoHarnsiay; KOHTakTHoI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWo BOHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
30iACHEHHS (hapMakoHarnsiay (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
(hanna cuctemu papmakoHarnsgy) - Hitoua
penakuisi: ynoBHoBaxeHa ocoba BignoBifansHa 3a
apmakoHarnag - Dr. Ascanio Maia/JokTtop
AckaHio Malio, kKoHTakTHa ocoba BianoBiganbHa 3a
hapmakoHarnsg B YkpaiHi - Mirniy OnekcaHgp
OnekcaHgpoBwuy. NponoHoBaHa pejakuist:
ynoBHoBaxeHa ocoba BignosiganbHa 3a
dapmakoHarnsg - ybay TetaHa BiktopiBHa. 3miHa
KOHTaKTHUX AaHuX. 3MiHa Micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI. 3MiHa MiCLLe3HaX0oKEHHS
MancTep-danny
223. | ®NYTAMIO Tabnetku no 250 mr no OpioH DiHnaHaia OpioH DiHnaHgia BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/0488/01/01
21 Tabnetui y 6nictepi; KopnopeniuH Kopnope#nLuH, BUNPaBEHHS TeXHIYHOI noMunkum y p. "Cknag" B peuenmom
no 4 6nictepu B diHnaHAis; IHCTPYKLUIii ANs MeAMYHOro 3aCTOCYBaHHS rOTOBOMO
KapTOHHiI kopooL anbTepHaTUBH nikapcbKkoro 3acoby
Ui BUPOGHMK,
Lo 3AiNCHIoE
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs:
OpioH
Kopriope#nLuH,
diHnaHAain
224. | ®YNBECTPAHT MOPOLLIOK (CyBCcTaHuUist) y Yemo |6epika, Icnanis IHgycTpiane ITanis BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: - UA/14133/01/01
NoABINHUX C.A. Kimika, c.p.n. 3MiHuM | TMNY - 3mMiHa po3Mipy cepii (BKroYaym
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
nonieTuneHoBmx pianasoHun) APl abo NPoMiPKHOTO MPOAYKTY, KW
naketax ans 3acTocoBYeTbCS Y npovueci BupobHuutea Ad|
BMPOGHMUTBA (36inbLueHHst fo 10 pasiB NopiBHSHO i3
CTEPUIbHUX Ta 3aTBEPAKEHVM PO3MipOM) - 36inbLUEHHSA PO3Mipy
HeCcTepunbHUX cepii
nikapcbkux goopm
225. | XABPUKC™ 720 CycneHsis ans MakcoCwmiTKnsa Benuka akcoCmiTK Benbris BHECEHHS 3MiH 0 peecTpaLliiHnX maTepianis: 3a 99/12-
BAKLUMHA ONA iH’ekuin no 0,5 mn (1 1nH ExcnopTt BpuTtanis NANH 3MiHu |l TMNy - 3MiHKW OO0 IHCTPYKUiT Ans peuenmom 300200000
NMPO®DITAKTUKA nosa ans giten) abo JlimiTeq, Bionogxikan MeOWYHOro 3aCTOCYBaHHS Y po3Ain
FENATUTY A 1 mn (1 gosa gns 3C.A. "®apmakonoriyHi BnactmsocTi", "B3aemopis 3
XABPUKC™ 1440 | popocnux)y iHLIMMKM NiKapcbKuMKM 3acobamu Ta iHLWi BUam
BAKUMHA OnA dnakoHax Ne 1 abo B3aemogin", "Ymosu 36epiraHHs", "MobivHi
MPO®ITAKTUKHN nonepegHLo peakuii"
FENATUTY A HanoOBHEHMX LUNpULax
Ne 1 y komnnekTi 3
rorKow
226. | XIBEPUKC™ / niogpinizaT Ans po3vmHy makcoCmiTKnsanH Benuka akcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/13048/01/01
HIBERIX™ ans iH'ekuin no 1 gosiy EkcnopT Nimiteq BpuTaHis ANH 3MiHu | TUNYy - 3mMiHa napameTpiB cneundikain peuenmom
BAKLUIMHA OnA dnakoHi Ne 1 B Bionoaxikana Ta/abo foNyCTUMMX MEX NEPBUHHOI YMaKoBKM
MPO®INAKTUKU KOMMMEKTi 3 C.A. rOTOBOrO NMikapCbKoro 3acoby - AONOBHEHHS
3AXBOPIOBAHD, PO3YMHHUKOM Y cneumdikauii nokasHukom Identity by Total Ash
36YOHUKOM AKUX nonepegHLo Test 3 BignoBigHMM MeToAOM BUNpobyBaHHSA Ans
€ HAEMOPHILUS HanoBHeHoOMY Lunpuui Ne yLlinbHOBaYiB nopLuHiB wnpuuis 3 CCT;
INFLUENZAE TUNY 1 Ta ABOMa ronkamu; no [OOMOBHEHHSI crnieumdikauii nokasHukom Visual
B 1 posi y dpnakoHax Ne control 3 BigNOBiAHUM MeTOAOM BUNPOOYBaHHA ANS
100 y komnnexTi 3 umningpis wnpuuie 3 CCT; JONOBHEHHSI
PO3YMHHMKOM Y amnynax cneuudikauii Tectom A (NoBepXHEBUIA TECT) 3
Ne 100 BiANOBIgHMM METOAO0M BUNPOOYBaHHA Ans
nokasHuka Hydrolytic resistance Test gns
umningpis wnpwuyie 3 CCT; 3MiHu | TUNY - 3MmiHa
OyAb-AKOi YaCTUHU MaTepiany NepBUHHOI YNaKoBKH,
LLIO HEe KOHTaKTYyE 3 FOTOBMM flikapCbKMM 3acobom
(Hanpwuknag Konip KpULLEYOK 3 KOHTPOMEM NEepLLOro
BiOKPUTTSA, KOMIp KOOOBUX Kineub Ha amnynax,
KOHTeWHepa Ans ronok (pisHi BUAn nnactmacm)
(3miHa, sika He BNNMBAae Ha KOPOTKY XapaKTepuUCTUKy
nikapcbKkoro 3acoby) - 3miHa BENWYMH PO3MIpiB
OCHOBM NOpLHs ans wnpuuis 3 CCT
227. | UENAHIOQ TabneTtku no 0,25 mr no ToBapucTso 3 YkpaiHa BCi cTaaii YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/5533/01/01
30 TabneTtok y 6aHkax oBMeXxeHo BUpPOBHMUTBA, 3Minum |l TUny - 3MiHn Wwopo 6esnekn/edekTUBHOCTI peuenmom
nonimepHux abo BignoBiganbHicTo KOHTPOMb Ta chbapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
KOHTelrHepax "[locnigHuin 3aBog SKOCTI, BUMYCK 3060B's13aHb Ta YMOB BMAaui peecTpalinHoro
nnacmacosux; no 30 "rHUnC" cepii: nocBigYeHHs1, BKItoyatoum MNnaH ynpasniHHA
TabneTok y 6aHkax ToBapucTtBo 3 pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
nonimepHux; no 10 obmexeHoo BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
TabneTok y 6nictepi; no BignoBiganbHi [0[AaTKOBMM AaHVMMMU, L0 MaloTb HagaBaTucs




88 [IponoBxkenHs noxarka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
3 6nicTtepu y nayui 3 cTio KOMMETEHTHNUM OpraHoM, OCKINbK/A BUMaraeTbes
KapTOHYy "OocnigHni CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
3aBof (BukoHaHHs1 3060B's13aHb BiANOBIAHO A0 MiANYHKTY
"rHUnc", 1.13 nyHkTy 1, mignyHKTy 2.3 NyHKTY 2 gopatky 15
YkpaiHa; 0o NMopsgky NpoBeAeHHS ekcnepTusm
BCi cTagii peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
BMPOGHMLTBA, noaalTbCs Ha AepXXaBHy peecTpadito
KOHTPOIb (nepepeecTpalilo), a TaKoX ekcrnepTnan Matepiarnis
SKOCTIi, BUMYCK Npo BHECEHHS 3MiH 4O peecTpaLiiHX MaTepianis
cepii: NpoTArom Aii peecTpauinHoro NocBig4eHHs,
ToBapucTBo 3 3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
obmexeHoo 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
BianoBiganbHi 460)
cTio
"®APMEKC
reyn",
YkpaiHa;
BCi cTaail
BUpPOBHMUTBA,
KOHTPOmb
SKOCTI, BUMYCK
cepii:
ToBapwucTBo 3
obmexeHo
BignoBiganbHi
cTio
"PapmaueBTn
YHa KOMMaHis
"3popoB’s",
YkpaiHa
228. | LEPBAPUKC™ cycneHsist Ans iH’ekuin MmakcoCmiTKnsamH Benwka makcoCmiTKn Benbris BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/16310/01/01
/CERVARIX™ no 0,5 mn (1 go3a) y Ekcnopt Iimiteq BputaHis ANH 3MiHK | TURY - 3MiHK BUNpobyBaHbL abo AoMyCTUMMX peuernmom
BAKLUUHA On4A ronepeaHLo Bionomxikana MeX, BCTAHOBINEHUX Y crieuumdikauisx, nig vyac
MPO®INTAKTUKU HanoBHEHOMY LUNpUL 3 C.A. BMPOGHMLTBA roTOBOTO fikapcbkoro 3acoby -
3AXBOPIOBAHD, MOPLUHEM i KOBMAYKOM y YTOYHEHHS | BUPaBIeHHS onNucy BUNpPobyBaHHSA B
o KOMMMEKTI 3 ronkoto (y npoueci BUpOBGHMLTBA PiaKOro NPOMiXKHOIO
BUKITUKAIOTbCA 6nicTtepi) abo y cdonakoHi npoaykty MPL (npomixHuiA npoaykT Ans
BIPYCOM 3 Npo6koto; no 1 LlepBapukc) Ta foaaBaHHSA akLenToBaHUX KpUTepIiB
NAMIIOMU ronepeaHLo ansa BunpobysaHHs Particle size by photon
NOOWHU TUNIB 16 HarnoBHEHOMY LUNpULY 3 correlation spectroscopy: Between 100 and 200
TA18 ronkoto abo no 1 nm. MNpvBeaeHHs iHdopmaLlii B JoCkE A0 onucy
bnakoHy B KApPTOHHIW npakTu4HUX npouenyp. BHeceHHs He3HauyHuX
Kopooui pefakuinHux npasok y posginu 3.2.P.3.3. Ta
3.2.P.3.4.
229. | ULETUPU3UH-TEBA TabneTku, BKPUTI TeBa I3painb Mepkne M'mb6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: be3 UA/7158/01/01
NNiBKOBOIO 0BOOHKOM, dapmaveBTikan (BUpOBHULTBO 3miHu | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK peuenma
no 10 wmr, no 7 Tabnetok IHpacTpis JITg. HeposdpacoBa nikapcbkoro 3acoby (AHAJIEPTIH® ); 3MmiHu | Tuny -




89 IIponosxeHHs nonaTka 3
Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
y bricTtepi; no 1 HOro 3MiHu 3 sikocTi. FOTOBMIA NikapCbKuii 3acio.
Gnictepy y kopobui; no NpoaykTy, Cuctema KoHTelHep/3akynoptoBanbHUiA 3aci6.
10 TabneTok y Gnictepi; [003Bin Ha 3MiHa po3mipy ynakoBKW FOTOBOrO NiKapCbKOro
no 1 abo no 2, abo no 3, BUWMNYCK Cepil; 3aco0y (3MiHa KinbKOCTi OAMHWLE (Hanpuknag
abo no 5 6nicTepiB y nepBuHHA Ta TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa no3a
kopoobui BTOPUHHA [iana3oHOM 3aTBepaXEHUX PO3MIpIB YNaKOBKU
ynakoBka, (BBeaeHHst 0AaTKOBOrO PO3Mipy ynakoBKu
KOHTpOIb roToBOro fikapcbKkoro 3acoby no 10 TabneTok y
SIKOCTI) 6nictepi no 2 6nictepm y kopobui 3 BigNOBiAHNMM
3MiHamu y p. «YnakoBka»); 3MiHu | Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) (3amiHa rpadiyHoOro ohopMneHHs
NepPBUHHOT YNaKoBKN Ha TEKCT MapKyBaHHS
NMepBMHHOT YNaKoBKM Ta BHECEHHS HE3HAYHMX 3MiH
[0 TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKWU. TekcT
MapKyBaHHS POCICbKOK0 MOBOK BUAANSETHCSH)
230. | LE®A3ONIH MOPOLLIOK A1151 PO34UHY MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3a UA/15387/01/01
ans iv'ekuinno 1,0r; 1 akuioHepHe akuioHepHe 3MmiHn | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom
abo 5, abo 50 cnakoHis TOBapuUCTBO TOBapuUCTBO HalMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuka
3 NOPOLLKOM Y nauui 3 "Nekxim-Xapkis" "Nekxim- peecTpaLiiHOro NOCBig4YeHHS) - 3MiHa
KapToHy; 1 cdonakoH Ta 1 Xapkis", HaliMeHyBaHHS Ta agpecu 3asiBHMKa (BNacHUKa
amnyrna 3 pPO34MHHUKOM YkpaiHa PEECTPALiHOrO MOCBIAYEHHS):
(Boga Ans iH'ekuin, no (nakyBaHHS i3 BBeaeHHsi 3mMiH npoTaromM 3-x MicauiB nicns
10 mn B amnyni) y dopmum in bulk 3aTBepOKEHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
6nictepi, no 1 6nictepy dipmun- 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micud
B NauLli 3 KapTOHY BMPOOHYKa NpoBafKeHHs AianbHOCTI BUpOOHMKa/imnopTepa
Ksiny rOTOBOrO fikapcbKoro 3acoby, BKIoYaouy SinbHUL
PapmaueyTika BUMYCKy cepii abo Micue NpoBeAEeHHS1 KOHTPOJSTO
n Ko., Jlta., SIKOCTI. (QisNbHICTb, 3a 5Ky Bionosigae
Kurait) BMPOGHMK/iIMNOPTEpP, BKIOYaKUM BUMYCK CEPIi) -
3MiHa HalMeHyBaHHS Ta agpecu BupobHuka M3,
6e3 3miHM Micusa BUpOoOHMLTBA: BBEaEHHS 3MiH
npoTarom 3-x MicauiB nicns 3aTBepaXeHHs. 3minHu |l
Tuny - 3MiHK 3 AKkocTi. [0ToBMI NikapcbKkui 3acib.
CucTema KoHTelnHep/3akynoptoBanbHuUi 3aci6 (iHLwi
3MiHN) -
BBE/EHHS JOAATKOBOI YNaKoBKU rOTOBOMO
nikapcbkoro 3acoby no 1 cprnakoHy Ta 1 amnyni 3
PO34MHHMKOM (BoAa Ans iH'ekuin, no 10 mn B
amnyni) B 6nicTepi; no 1 6nictepy y nayui 3
BiAMOBIAHVMMM 3MiHaMK Y p. «YNakoBKka» Ta « TepMiH
npuaaTHoCTI». BBeaeHHs 3MiH NpoTsarom 3-x
MicsILIiB Micnsi 3aTBEPOXKEHHS.
231. | LE®ENIM MOPOLLIOK ANsi POTEK NTO Benuka CTEPUN- IHAis BHECEHHS! 3MiH 10 peecTpauiiHix MaTepianis: 3a UA/11938/01/02
NPUroTYBaHHSA PO3YNHY BpuTaHis PKEH NAAD 3MiHu Il Tuny - 3MiHK Wwopao Gesnekn/edeKTUBHOCTI peuenmom
ons in'ekuin no 1,0 r no CAMEHCMK3 Ta cbapmakoHarnsagy. BHeceHHs abo amina(n) oo
1 cknsHOMy drakoHy 3 (M nNTa 3060B's13aHb Ta YMOB BMAaui peecTpaLiiHoro
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
MOPOLLIKOM, Y KApTOHHI NnocBigYeHHs!, BKtoyatoum MNnaH ynpasniHHA
kopobui; no 10 cknsaHux pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
(bnakoHIiB 3 MOPOLLKOM, Y BMMararTb(€) NofAanbLIoro 06rpyHTyBaHHst HOBUMU
NNacTVKOBI YapyHKOBIN [0[AaTKOBMM AaHMMMU, Lo MaroTb HagaBaTucs
yNakoBLli, B KAPTOHHIN KOMMETEHTHMM OPraHoM, OCKIfNlbK1 BUMaraeTbcs
kopoobui CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 NyHKTY 2 gopatky 15
o MNopsigky NpoBeAEHHS eKcnepTuan
peecTpauinH1X MaTepiarniB Ha Nnikapcbki 3acobwu, Lo
nofatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan Matepianis
Npo BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MOS3 Big 23.07.2015 Ne
460)
232. | LUE®ENIM MOPOLLIOK ANsi POTEK NTO Benuka CTEPWUN- IHAis BHECEHHS 3MiH 10 peecTpauiiHix mMaTepianis: - UA/11939/01/02
NPUroTYBaHHS PO3YMHY BpuTaHis DKEH NAA® 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI
ans iv'ekuin no 1,0 rin CAMEHCU3 Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
bulk: no 50 a6o 100 (mnTo 3060B's13aHb Ta YMOB BMAaui peecTpaliinHoro
CKISIHMX ¢prakoHiB 3 nocBigYeHHs1, BKtoyatoum MNnaH ynpasniHHA
MOPOLLKOM, Y pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
NNacTMKOBIN YapyHKOBIN BMMararTb(€) NoganbLIoro 06rpyHTyBaHHst HOBUMU
yNakoBLli, B KAPTOHHIN [0AaTKOBMM AAHNMW, LLO MaloTb HagaBaTucs
KopooLi KOMMNETEHTHVMM OpraHoM, OCKIfNlbK1 BUMaraeTbCcs
CyTTEBA OLIiHKA KOMMETEHTHNM OpraHom)
(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NpoBeAEHHS eKcnepTuan
peecTpauinHMX MaTepiarniB Ha Nnikapcbki 3acobu, Lo
noatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a TaKox ekcnepTnan Matepianis
NpO BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis
NPOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
233. | LE®OTAKCUM MOPOLLIOK A1151 PO3YUHY MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3a UA/13415/01/01
ons iH'ekyinno 1,0r, 1 akuioHepHe akuioHepHe 3miHu | Tvny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
abo 5, abo 50 chnakoHis TOBapUCTBO TOBapUCTBO HalMeHyBaHHs1 Ta/abo agpecu MicLs NpoBafKeHHS
3 NOPOLLKOM Y nauui 3 "Nekxim-Xapkis" "Nekxim- LisinbHOCTi BUPOGHWMKa/iMnopTepa roToBoOro
KapToHy; no 1 dprnakoHy Xapkis", nikapcbkoro 3acofy, BKMHoYak4m AinbHULL BUMYCKY
Ta 1 amnyni 3 YkpaiHa cepii abo micue NpoBeAEHHS KOHTPOSHO SIKOCTi.
PO34YMHHMKOM (BOAA Ansi (nakyBaHHS i3 (misnbHicTb, 3a siky Bignosiaae BUpobHUK/iMnopTep,
iH'ekuin, no 10 mn B dopmum in bulk BKITHOHAK04M BMMYCK Cepilt) (3MiHa agpecu Ta Hassu
amnyni) B 6nictepi, no 1 ipmm- BUPOGHMYOI AinbHuui 13, 6e3 3MiHn Micus
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
6nictepy B nayuij 3 BUPOGHMKa BMpO6HMUTBA) (TEepMiH BBEAEHHS 3MiH NpoTArom 3-
KapTOHYy Qilu X MicsaUiB nicnsa 3aTBepAXeHHs1); 3MiHum | Tuny -
Pharmaceutic AfmiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS
al Co., Ltd., Ta/abo agpecwu 3asiBHMKa (BNacHWKa
Kuran) peecTpaLinHOro NocBigyeHHs) (3mMiHa agpecu Ta
Ha3BW 3asBHKKa (BracHWKa peecTpauinHoro
nocsigyeHHs1) (TepMiH BBe4EHHS 3MiH MPOTAroM 3-X
MicauiB micnsa 3aTBepmxeHHs); 3miHu Il Tuny - 3miHn
3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTeViHep/3aKynoptoBanbHui 3acib (iHWwi 3MiHN)
(BBEAEHHS anbTEepPHATUBHOI YNaKOBKM FOTOBOIO
nikapcbkoro 3aco6y no 1 dpnakoHy Ta 1 amnyni 3
PO34YMHHMKOM (BoAa ANS iH'ekuii mo 10 mn B amnyni)
B 6nicTepi; no 1 6Gnictepy y nayui 3 BignosigHMMmn
3MiHamMu y p. «YnakoBka» Ta « TepMiH
npuaaTtHocTi») (TepmiH BBeAEHHS 3MiH npoTarom 3-
X MicaLiB nicns 3aTBepAXXeHHS)
234. | LE®@TPUAKCOH- MOPOLLIOK A11s1 PO34UHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3a UA/6340/01/02
OAPHMUA ons i'ekuin, no 1,0ry "PapmaLeBTryHa "PapmaneBTn 3MiHu | TUNY - 3MiHa po3Mmipy cepii (Bknoyaum peuernmom
dnakoHi; 1 dnakoH i3 dipma "OapHuus” YHa hipma Jiana3oH po3Mipy cepii) roTOBOro fikapcbKoro
MOPOLLKOM Y navui; 5 "OapHuus” 3acoby (36inbweHHst Ao 10 pasiB NOPIBHSHO i3
hnakoHiB 3 NOPOLLKOM Y 3aTBEPAKEHVUM PO3MipOM) - 36inbLUEHHSA PO3Mipy
KOHTYPHIW YapyHKOBIl cepii. 3anponoHoBaHo: 364 kr (332 000 cprakoHa).
ynakosui, no 1 BBeaeHHs 3miH npoTsarom 6 micsiuis 3 gatu
YapyHKOBIV ynakoBLji Y nignucanHa Hakasy MOS Ykpainu
nayui; 1 donakoH 3
MOPOLLKOM Y KOMMIEKTi 3
1 aMnynow po3YnHHUKa
(Boga ans iH'ekuin-
Oapxuusi)no 10 mn y
KOHTYPHIl YapyHKOBI
ynakosui, no 1
KOHTYPHIW YapyHKOBIV
ynakoBLi y naydi; no 40
dnakoHiB y kopobui
235. | uuknogon Tabnetkn no 2 mrno 10 My6niyHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/6549/01/01
TabneTok y 6nictepi, no akuioHepHe akuioHepHe 3Minum |l TUny - 3MiHn wopo 6esnekn/edekTUBHOCTI peuenmom
4 6nictepu B nayui 3 TOBapucTBoO TOBapuUCTBO Ta chapmakoHarnsiay. BHeceHHs abo 3miHa(1) oo
KapTOHYy "HaykoBo- "HaykoBo- 3060B's13aHb Ta YMOB BMAaui peecTpayiinHoro
BUPOOHMYMI BUPOBHWYMI nocBigYeHHs1, BKIMtoyatoum MNnaH ynpasniHHA
LEeHTp LEeHTp pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
"BopLuariBCbkui "BopLuariBcbk BMMararTb(€) NoganbsLIoro 06rpyHTyBaHHS HOBUMU
Ximiko- Wi XiMiKo- [O[AaTKOBMM AaHMMMU, L0 MaloTb HagaBaTucs
hapMaueBTUYHUN dapmaueBTny KOMMETEHTHUM OpraHoOM, OCKiflbKN BUMaraeTbCsi
3aBoa” HuI 3aBoa” CyTTeBa OLjiHKa KOMNETEHTHUM OpraHoM)

(BukoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs1
o lMNopsaky NpoBeAeHHs ekcnepTuan
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
nofJatoTbCsl Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalilo), a TakoX ekcrnepTn3n Matepiarnis
NpPO BHECEHHS 3MiH JO PEECTPALiHNX MaTepianis
NpOTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
236. | UMKnogon Tabnetkn no 5 mr no 10 My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX mMaTepianis: 3a UA/6549/01/02
TabneTok y 6nictepi, no akuioHepHe akuioHepHe 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI peuenmom
4 6nictepu B nayui 3 TOBapucTBO TOBapuUCTBO Ta chapmakoHarnsay. BHeceHHs abo 3miHa(n) oo
KapToHy "HaykoBo- "HaykoBo- 3000B'A3aHb Ta YMOB BuAayi peectpauiiHoro
BUPOGHWYMIA BMPOGHWYMIA nocBiaYeHHs, BktoYatoun NnaH ynpaeniHHA
LEeHTp LeHTp pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
"BopLuariBcbkui "BopLyariBcbk BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
XiMiKo- WA XimiKo- [04aTKOBMM JaHUMU, LLIO MaloTb HagaBaTucst
dapmaLeBTUYHUIA hapmaueBTuy KOMMNETEHTHVUM OpraHoM, OCKIfNbK1 BUMaraeTbCcs
3aBop" HuIA 3aBoa" CyTTEBa OLjiHKa KOMMETEHTHNM OpraHoM)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NPoBEAEHHS eKCNePTU3N
peecTpauinHux MaTepianisB Ha nikapcbki 3acobu, Lo
nofdatoTbCs Ha AepXXaBHY peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiHX MaTepianis
NpOTSArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
237. | UMKnogon TabneTkn no 2 mrin My6niyne YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: - UA/12350/01/01
bulk: no 1 kr TabneTok y akuioHepHe akuioHepHe 3MiHu Il TUny - 3MiHK Wwopao Gesnekn/edekTUBHOCTI
NOABINHUX TOBapucTBO TOBapuUCTBO Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
nonieTuneHoBmx "HaykoBo- "HaykoBo- 3000B'A3aHb Ta YMOB BuAaYi peecTtpauiiHoro
naketax BUPOGHWYMIA BMPOGHWYMIA nocBiaYeHHs, Bktovatoun NnaH ynpaeniHHA
LEeHTp LEeHTp pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
"BopLyariBcbkuin "BbopLyariBcbk BMMaraloTb(€) NoganbLIoro 06rpyHTyBaHHS HOBUMU
XiMiKo- WA XimiKo- [04aTKOBMM OaHUMU, LLIO MaloTb HagaBaTucst
dapmaLeBTUYHUIA hapmaueBTuy KOMMNETEHTHVMM OpraHoM, OCKIfNbK1 BUMaraeTbcs
3aBop" HuIA 3aBoa" CyTTeBa OLjiHKa KOMMETEHTHNM OpraHoM)

(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHkTy 2.3 NyHKTY 2 goaatky 15
0o Nopsaky NpoBefAeHHS ekcnepTusm
peecTpauinHux MaTepianis Ha nikapcbki 3acobu, Lo
noJatTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTuan matepianis
Npo BHECEHHS 3MiH 4O peecTpaLiiHX MaTepianis
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Ne Ha3sea nikapcbko20 ®dopma sunycKy 3aseHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuka eionycky peecmpayitiHo
ynakoeka) 20
noceid4yeHHs
NpOTArom Aii peecTpauiiHoro NoCBigYEeHHS,
3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne
426 (y pepakuii Hakasy MOS Big 23.07.2015 Ne
460)
238. | AHYMET TabneTku, BKPUTI Mepk Wapn i LLisenuapis nepBuHHA Ta Hinepnangu/ BHECEHHS 3MiH 10 peecTpaLuiiHix maTepianis: 3a UA/11003/01/01
nniBkOBO 0BONOHKOIO, Ooym lpea IHk BTOpPUHHA Benwuka 3MiHu Il TUNy - 3mMiHa napameTpis cneumdikain peuenmom
no 50 mr/500 mr Ne 28 ynakoBka, Bpuranis/ CLUA/ Ta/abo foNyCTUMMUX MEX FOTOBOTO MiKapCbKOro
(14x2), Ne 56 (14x4) y [003Bin Ha IcnaHis 3acoby (BMNyYeHHsI MOKa3HWKa, SIKUA MoXe MaTu
Gnictepax BMNYCK cepii: iCTOTHMI BNNMB Ha SIKICTb rOTOBOIO NiKapCbKoro
Mepk Wapn i 3acoby) - Buny4eHHs TecTy "MikpobionoriyHa
Ooym B.B., ynctoTta" 3 MKA rotoBoro nikapcbkoro 3acoby, y
Higepnanaw; 3B’A3Ky 3 NPMBEAEHHSM 40 MaTepianis
BUPOOHMLUTBO peecTpavinHOro 4oche
Hepo3adpacoBa
HOI NpoAyKuUii:
Ecika
KsiHGopo
Nimiten,
Benuka
BpuTaHis;
MaTeoH
MyepTo Piko,
IHk., MNyepTo
Piko, CLUA,;
nepBuHHa Ta
BTOPWHHA
ynakoBKa:
dpocct
I6epuka, C.A.,
Icnanis
239. | AHYMET TabneTkn, BKpUTI Mepk LWapn i LLiseriapis nepBMHHA Ta Hinepnanaw/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/11003/01/02
nniBkOBO 0BONOHKOIO, Ooym lpea IHk BTOpPUHHA Benwuka 3MiHu Il TUNy - 3mMiHa napameTpis cneumdikain peuenmom
no 50 mr/850 mr Ne 28 ynakoBka, Bputanis/ CLLUA/ Ta/abo [ONYyCTUMUX MEX FOTOBOTO MiKapCbKOro
(14x2), Ne 56 (14x4) y [03BiN Ha Icnanis 3acoby (BMIyYEeHHsI MOKa3HWKa, SKUN MOXe MaTu
Gnictepax BMNYCK cepii: iCTOTHMI BNNMB Ha SIKICTb rOTOBOIO NiKapCbKoro
Mepk Wapn i 3acoby) - BUny4eHHs Tecty "MikpobionoriyHa
Hoym B.B., ynctota" 3 MKA rotoBoro nikapcbkoro 3acoby, y
HigepnaHaw; 3B’A3Ky 3 NPUBEAEHHSIM 40 MaTepianis
BMPOBOHMLTBO peecTpaLifiHoro 4ocke
Hepo3adpacoBa
HOT NpoAyKuii:
Ecika
KBiH60OpO
Nimiten,
Benuka
BpuTaHis;

[NaTteoH
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Ne
n/n

Ha3sea nikapcbko20
3acoby

®dopma sunycKy
(nikapcbka ¢popma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
eionycky

Homep
peecmpauyitiHo
20
noceio4yeHHs!

MyepTo Piko,
IHk., MNyepTo
Piko, CLLA;
nepBuHHA Ta
BTOPWHHA
ynakoBka:
dpocct
I16epuka, C.A.,
Icnanis

240.

AHYMET

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 50 mr/1000 mr Ne 28
(14x2), Ne 56 (14x4) y
Gnictepax

Mepk LWapn i
Ooym lpea IHk

LLiseriapis

nepBMHHA Ta
BTOPWHHA
ynakoBka,
[03BiNn Ha
BMNYCK cepii:
Mepk Wapn i
Hoym B.B.,
Higepnanaw;
BUPOGHULTBO
Hepo3adpacoBa
HOT NpoAayKuUii:
Ecika
KBiHB0pO
Nimiten,
Benuka
BpuTaHis;
MaTeoH
MyepTo Piko,
IHk., MyepTo
Piko, CLLA;
nepBuHHA Ta
BTOPWHHA
yrnakoBKa:
dpoccT
I16epuka, C.A.,
Icnanis

Hinepnanaw/
Benwuka
Bputanis/ CLLUA/
Icnanis

BHECEHHS 3MiH O peecTpaLiHMX maTepianis:
3MiHu Il TUNy - 3amMiHa napameTpis cneumdikaLin
Ta/abo [onyCTUMUX MEX rOTOBOrO MikapCbKoro
3acoby (BUNMyYeHHs NoKasHUKa, SKUA MoXe MaTuh
iCTOTHMI BNNMB Ha SIKICTb rOTOBOIO NiKapCbKOro

3acoby) - BUny4eHHst Tecty "MikpobionoriyHa
ynctota" 3 MKA rotoBoro nikapcbkoro 3acoby, y

3B’A3Ky 3 NPUBEAEHHSM 40 MaTepianis
peecTpauinHoro 4ocbe

3a
peuenmom

UA/11003/01/03

B.o. HayanbHUKa YnpaBniHHA dpapmaLeBTUYHOI
AiANbHOCTI Ta AKocTi papmaueBTUYHOI NpoAyKUil

H.B. N'yuan
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