MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
17.05.2019 Ne 1134
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



3actynHuk MiHicTpa

['eHepabHUM AUPEKTOD
dapMalieBTUYHOTO JUPEKTOPATy

HupekTtop [lernaprameHTy
BITPOBa/>KeHHs pehopm

HauasibHUK BiJJi/ly 3 IUTaHb
(hapMaLleBTUYHOI AisS/TbHOCTI
[ernapTaMeHTy BOpOBa/>KeHHs1 pehopm

HauasnbHUK YTipaB/iHHS IPaBOBOr'0
3abe3reueHHs

HauvanbHUK YTipaB/iiHHA
JOKyYMeHTalbHOTO 3a0e3reueHHs,
KOHTPOJTIO artapaTy Ta 30epiraHHs
apXiBHUX JJOKYMEHTIB

3aBigyBau CeKTOpPY OL|iHKMU Ta
YCYHEHHS KOPYTL[iMHUX PU3UKIB

HauanpHuK Bigainy Cryxou
3abe3reueHHs JisIbHOCTI 3aCTYITHUKIB
MiHicTpa (CaMOCTiVHUN Bifin)

Peectp po3cunku:

Jl0 CrIpaBy

Bigzin 3 nuranb apmareBTUUHOI Ais/IbHOCTI
JenapTamMeHTy BIPOBa/pkKeHHs peopM

OIT «lep>kaBHUiA eKkcriepTHUM 1eHTp MO3 YkpaiHu»
Hep>kaBHa cimyxba YKpaiHu 3 iKapcbKuX 3acobiB

Ta KOHTPOJIIO 33 HAPKOTHUKaMH

P. Inuk

O. Komapiza

A. I"'aBpWItOK

T. JISCKOBCHLKUH

JI. [lem1ieBCbKa

I. Benuuko

C. Mycisika

C. AHTOHOB

- 2 TIPUMIipPHUKHA

- 1 npyuMipHUK
- 1 npyuMipHUK

- 1 mpuMipHUK



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOIOIN4YHUX MPENAPATIB), AKI
BHOCATbCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

HopaTok 1
Ao Haka3y MiHicTepcTBa 0X0poHHU
30pOB’sl YKpaiHu

17.05.2019 No 1134

Ne Hassa dopma sunycky (nikapcbka 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n JliKapcbKo20 ¢hopma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
/n 3acoby nocsi0O4YeHHs1
1. | BEPNATE® NMOPOLLIOK Ta PO3UNHHVIK 415 LICN Bepinr HimeuunHa | UC/ Bepinr | HimeuunHa peecTpauis Ha 5 pokis 3a He UA/17404/01/02

PO34uHy ANs iH'eKLin abo v6X M6X peyenmom nionsizae

iHdpysiin, 500 MO; 1 conakoH 3 MepiognyHICTb NOAAHHSA PErynspHO

NOPOLLKOM Y KOMMNekTi 3 1 OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0

¢p1aKOHOM 3 PO3UMHHUKOM Mopsiaky 34ificHeHHs hbapmakoHarnagy,

(Bofa ans iH'ekuiid) no 5 mn Ta 3aTBepXeHoro Hakasom MiHictepcTBa

NPUCTPOEM 3 BOYAOBAHUM OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHsa 2006

QiNbTPOM AN1A AoAaBaHHA poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

PO3YMHHYKA, KM 3anakoBaHUi tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne

B 61icTep, B KAPTOHHI KOPOOL; 1649/29779 (y peaakuii Hakady MiHicTepcTBa

1 chnakoH 3 NOPOLLUKOM Y OXOPOHU 3[10POB’A YKpaiHu Bif 26 BepecHs

KOMMNNEKTi 3 1 dp1akoHOM 3 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

po3umnHHMKOM (Boga Ans CTpokamu, 3a3Ha4yeHUMM Yy NepioanyHOCTI

iH'eKLili) No 5 MN Ta NPUCTPOEM NoAaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3 B6y0BaHUM hinbTpom Ans

[0faBaHHA PO3UMHHUKA, Y

KomnekTi 3 Habopom AN

BHYTPILUHLOrO BBEEHHS

(opgHopasoBwii WNpwL, roska-

MeTenuK, 2 gesiHdikyroui

CepBeTKU B iHAMBIAYa/IbHUX

repmMeTUYHUX yrnakoBkax Ta

HeCTepunbHUIA nelikonnacTup) B

OKpeMili KapTOHHIlA KOpooLi
2. | BEPUATE® NOPOLLOK Ta PO3YNHHUK NS LIC/1 BepiHr HimewunHa | LCN BepiHr | HimeuunHa peecTpauis Ha 5 pokis 3a He UA/17404/01/03

PO34MHY ANa iH'eKLi abo 6X M6X peyenmom nionszae

iHdpy3in, 1000 MO; 1 chsiakoH 3 MepioAMYHICTb MOAAHHS PEryNsipHO




Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
NOPOLLKOM Y KOMNeKTi 3 1 OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
p1aKOHOM 3 PO3UYNHHUKOM Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
(Boga ans iH'ekuid) no 10 mn Ta 3aTBEpAXEHOro Hakasom MiHicTepcTBa
NPUCTPOEM 3 BOYJOBAHUM OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
inbTpoM ANs fofasBaHHA poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTsi
PO34YMHHYKA, KW 3anakoBaHUi tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
B 6nicTep, B KAPTOHHII KOpoobLi; 1649/29779 (y peaakuii Hakasy MiHicTepcTBa
1 chnakoH 3 MOPOLLUKOM Y OXOPOHU 340POB’A YKpaiHu Big 26 BepecHs
KOMM/IekTi 3 1 donakoHoM 3 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
PO34MHHKKOM (BOAa ANA CTpOKamu, 3a3Ha4yeHVMK Y NepiogNYHOCTI
iH'ekuit) no 10 mn Ta NoAaHHA PerynsipHyX 3BiTiB 3 6e3neku.
NpUCTPOEM 3 BOYAOBaHNM
hiNbTPOM Ana AoAaBaHHsA
PO3YMHHYKA, Y KOMNIEKTi 3
HabopOM A1 BHYTPILLHbOrO
BBe/leHHs (04HOpa3oBUii
LwnpuL, rosika-MeTenuk, 2
Oe3iHiKytovi cepBeTkn B
IHAMBIAYabHUX repMeTUYHUX
ynakoBKax Ta HeCTEPUIbHWIA
neikonnacTup) B okpeMiii
KapTOHHI KopooLli
3. | BEPUATE® NOPOLLIOK Ta PO3YNHHUK NS LIC/1 BepiHr HimewuuHa | LICN BepiHr | HimeuunHa peecTpauis Ha 5 pokis 3a He UA/17404/01/01
PO34UnHY ANst iH'eKLin abo X 6X peyenmom nionsieae

iHdpy3in, 250 MO; 1 chiiakoH 3
MOPOLLKOM y KOMNJIeKTi 3 1
¢hN1aKoHOM 3 PO3UMHHUKOM
(Boga ans iH'ekuii) no 2,5 mn Ta
NpUCTPOEM 3 BOYA0BaHNM
hiNbTPOM ANA AoAaBaHHsA
PO3UMHHMKA, KW 3anakoBaHWi
B 6GnicTep, B KAPTOHHII kopobLi;
1 chnakoH 3 NOPOLLKOM Y
KOMMNAeKTi 3 1 dp1akoHOM 3
PO34MHHKKOM (BOAa ANA
iH'ekuilt) no 2,5 mn Ta
NPUCTPOEM 3 BOYOBaHUM
QiNbTPOM AN1A AoAaBaHHsA
PO3YMHHYKA, Y KOMNEKTi 3
HabopoM A1 BHYTPILLHbOrO
BBe/leHHs (0fHOpa3oBUii
LUNPWL, FoNKa-meTenuk, 2
Le3iHiKytoui cepBeTKM B
IHAMBIAYa/TbHUX TEePMETUYHUX
ynakoBKax Ta HeCTEPUIbHWIA
neikonnactup) B oKpeMil

MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTsi
rocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpokamu, 3a3Ha4eHUMU y NnepioanyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.




O0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpoKamu, 3a3HavyeHVMI Y NepioguYHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3neku.

Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
KapTOHHI KopooLli
4. | BPALIYM TabneTku, BKpUTI NNiBKOBOO NAT YkpaiHa NAT YkpaiHa peecTpauif Ha 5 pokis 3a He UA/17406/01/01
060/10HKO10, N0 5 mr, no 14 "®apmak” "®apmak” peyenmom nionsieae
TabneTtok y 6nictepi; no 4 (BpPOGHMLT MepiognyHicTb NOAAHHA perynspHo
6nictepy y nauui BO 3 OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
npoayKuii in Mopsaaky 3ailicHeHHs1 chapmakoHarnaay,
bulk chipmu- 3aTBEpAXEHOro Haka3om MiHicTepcTea
BMPOGHMKa OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006
[xeHedbap poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTsi
M CA, rocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
Ipeuis) 1649/29779 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHVMM Y NepioguyHOCTI
nofaHHsA perynsipHunxX 3BiTiB 3 6e3neku.
5. | BPALIYM TabneTku, BKpUTI NNiBKOBOO NAT YkpaiHa [xeHedbap peuis peecTpauis Ha 5 pokis - He UA/17405/01/01
060/10HKO10, M0 5 Mr in bulk: no "®papmak” M CA nionseae
14 TabneTok y 6nictepax, no MepioAnYHICTb NOAAHHS PErYNSPHO
780 6nicTepiB y KOpoo6Li OHOBJIHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 370pOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofaHHsA perynsipHuxX 3BiTiB 3 6e3neku.
6. | BPALIYM TabneTku, BKPUTI NNiBKOBOKO NAT YkpaiHa MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17406/01/02
060/10HKO0, NO 7,5 Mmr, no 14 "®apmak” "®apmak” peyenmom nionszae
TabneTtok y 6nictepi; no 4 (BMpOGHMLT MepiognyHicTb NoAaHHA perynsipHo
6nicTepy y nauui BO 3 OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO 10
npoaykuii in Mopsiaky 34ificHeHHs hapmakoHarnagy,
bulk chipmu- 3aTBEpPXEHOro Haka3om MiHicTepcTBa
BMPOGHMKa OXOPOHU 3[10pPOB’A YKpaiHu Big 27 rpyaHsa 2006
IxeHecbap poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
M CA, tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
Ipeuis) 1649/29779 (y peakuii Hakady MiHicTepcTBa




Xenckea

Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
7. | BPAAIYM TabneTtku, BKPUTI NNiBKOBOKO NAT YkpaiHa [xeHedbap peuis peecTpaList Ha 5 pokis - He UA/17405/01/02
06010HKot0, No 7,5 mr in bulk: "®papmak” m CA nionseae
no 14 Tabnetok y 6nicrepax, no MepiognyHicTb NoAaHHsA perynspHo
700 6nicTepiB y Kopobui OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
O0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiogNYHOCTI
NnofaHHA perynsipHunx 3BiTiB 3 6e3neku.
8. | FACTPA/lb TabneTku XxyBasbHi, no 10 ToBapucTso 3 YkpaiHa ToBapucTBO YkpaiHa peecTpaList Ha 5 pokis 6e3 nionsieae UA/17407/01/01
M ATHI Tabnetok y 6nictepi, no 1 a6o 2 obMexeHor 3 peyenma
TABJIETKUN 6nicTepy y KOpobLii 3 KapTOHY BignoBigabHi 06MeXeHo MepioAnYHICTb NOJAHHA PerynsapHo
CTHO 10 OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
"papmaneBTu Bignosigan Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
YHa KoMnaHist bHICTIO 3aTBepKeHoro Hakasom MiHictepctea
"3popos'a” "®apmaves OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHsa 2006
TUYHA poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
KOMnaHis tocTuuii Ykpainum 19 rpyaHa 2016 poky 3a Ne
"3popos'a" 1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiogUYHOCTI
nofaHHA perynsipHuxX 3BiTiB 3 6e3neku.
9. | AOLUETAKCEN KOHLEeHTpAT A/19 PO34NHY A/1A Akkopg, Benuka BUPOGHULIT IHpis/ peecTpaList Ha 5 pokis 3a He UA/17408/01/01
AKKOPL, iHdpy3in, 20 mr/mn no 1 mn (20 Xenckea BpuTaHis BO, Benvka peyenmom nionsieae
Mmr) a6o 4 mn (80 mr) abo 8 mn Nimiten KOHTPO/1b BpuTaHis MepioAnYHICTb NOJAHHA PerynsapHo
(160 mr) y chnakoHax, no 1 AKOCTI, OHOB/IHOBAHOrO 3BITY 3 6e3nekun BignNoBiAHO A0
hN1akoHy B nauuj nepBrHHE Mopsigky 34iiicHeHHs hapmakoHarnsgy,
Ta 3aTBEPMXEHOro Hakas3om MiHicTepcTea
BTOpPUHHE O0XOPOHU 370P0B’A YKpaiHu Bif 27 rpyaHa 2006
nakyBaHHS: poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
IHTac tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
dapmacboT 1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
ikanc OXOPOHU 3[0POB’A YKpaiHu Big 26 BepecHs
Nimitepn, 2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
IHgis; CTpokamu, 3a3Ha4eHUMK y NepioanyHOCTI
BTOPVIHHE nofaHHsA perynsipHunx 3BiTiB 3 6e3neKu.
nakyBaHHS:
AkKopa




6nicTepy B KapTOHHI KOPOOL

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIOBAHOIO 3BITY 3 6e3neky BigNoBigHO 40

Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPMAKEHOr0 Haka3oM MiHicTepcTea

Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
Nimitepn,
Benvka
Bputatis;
Bignosigan
bHUI 3a
BUMYCK
cepii:
Akkopa
Xesnckea
Nimitepn,
Benuvka
BpuTaHis
10.| KNAPUTPOMIL, | nopotuok niodinizoBaHuii gns M. BioTek Benvka IMMAKY N IHAis peecTpaList Ha 5 pokis 3a He UA/17409/01/01
NH-MB NPUrOTYBaHHA PO3UNHY 415 Nimiten BpuTaHis NANOCAN peyenmom nionsizae
iHdpysii no 500 mr, no 1 EHCU3 MepioAnYHICTb NOJAHHA PerynsapHo
hnakoHy B nayLi 3 KapTOHY MPAMBIT OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
NIMITEL Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainum 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMI Y NepiogNYHOCTI
NnoJaHHA peryssipHuX 3BiTiB 3 6e3neku
11.| KO/JTIOMAK® M | po3yuH HalukipHuii 167,0 mr/r, ANEKC®APM | CnonyyeHe | dapmana6o | MopTtyranis peecTpauis Ha 5 pokis 6e3 niosnsieae UA/17397/01/01
no 10 mn y dnakoHi, no 1 TMBX NTA Koponiscte | p-Mpogytoc peyenma
h1akoHy Y KapTOHHIl Kopoobui o] dapmacbtoT MepioAnYHICTb NOAAHHS PErYNSPHO
ikoc, C.A. OHOBJIHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
MopsiaKy 34iicHeHHs hapmakoHarnagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 370pOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoOKamu, 3a3Ha4yeHVMI Y NepiognyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.
12.| NA3VH TabneTku, BKPUTI NNiBKOBOKO leTepo /1a63 IHais leTepo IHais peecTpauist Ha 5 pokis 6e3 nionsieae UA/17410/01/01
060/10HKO0, N0 5 Mr no 10 Nimiteq Na63 peyenma
TabneTtok y 6nictepi; no 1 a6o 3 Nimiteq




Hassa
JNliKapcbKo20
3acoby

dopma sunycky (nikapcbka
¢popma, ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4YeHHs

OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B’A YKpaiHu Bif 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMK y NepioanyHOCTI
NnofaHHA perynsipHunxX 3BiTiB 3 6e3neku.

13.

NOryo®EH®

TabneTtku, BKpUTI NNiBKOBOKO
060n10HKOt0, Mo 500 mr no 10
TabneTtok y 6nictepi, no 3 abo
no 6 6nicTepiB y KAPTOHHI
ynaKkoBLi

KYCYM
XENTXKEP
NBT NTA

IHais

KYCYM
XENTXKEP
NBT NTA

IHAis

peecTpaList Ha 5 pokis

MepiognyHiCTL NogaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3ri4HO 3i
CTpokamu, 3a3Ha4yeHUMMU y NepioanyHOCTI
nofaHHA perynsipHunX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionseae

UA/17411/01/02

14.

NOryo®oEH®

TabneTku, BKpUTI NNiBKOBOO
060/10HKO0, Nno 500 mr in bulk:
no 10 Tabnetok y 6nictepi; no
180 6nicTepiB y KapTOHHIiA
Kopoo6Li

KYCYM
XEMTXKEP
NBT NTA

IHais

KYCYM
XENTXKEP
NBT NTA

IHais

peecTpauis Ha 5 pokis

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 370PpOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnMK1 y nepioanyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.

He
nionseae

UA/17412/01/02

15.

NOryo®oEH®

TabneTku, BKPUTI NNiBKOBOKO
060n10HKOt0, 1Mo 250 mr no 10
Tabnetok y 6nictepi, no 3 abo
no 6 6nicTepiB y KAPTOHHI
ynakoBLi

KYCYM
XENTXKEP
nBT NTA

IHais

KYCYM
XENTXKEP
NBT NTA

IHais

peecTpauist Ha 5 pokis

MepiognyHICTL NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne

3a
peyenmom

He
nionseae

UA/17411/01/01




Kpaina

PeecmpayjiliHa npoyedypa

Bionycky

Ymosu

Pexknamys
aHHs

Homep

peecmpayitiHo2o

Hassa
JNliKapcbKo20

dopma sunycky (nikapcbka
¢popma, ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

1649/29779 (y pepakuii Hakasy MiHicTepcTBa

nocBi0YeHHs1

3acoby

KYCYM

O0XOPOHU 370P0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpOKamu, 3a3Ha4yeHVMK Y NepiogNYHOCTI
NnofaHHA perynsipHunx 3BiTiB 3 6e3neku.

peecTpaList Ha 5 pokis

He
nionseae

UA/17412/01/01

16.| JIOTY®PEH®

TabneTtku, BKpUTI NNiBKOBOKO
060n10HKOt0, Mo 250 mr in bulk:
no 10 TabneTok y 6nictepi; no
240 6nicTepiB y KapTOHHIi
Kopoo6Li

KYCYM
XENTXKEP
NBT NTA

IHais

XENTXKEP
NBT NTA

TOB

MepiognyHiCTL NogaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMU y NepiognyHOCTI
nofaHHA perynsipHuxX 3BiTiB 3 6e3neku.

peecTpaList Ha 5 pokis

3a
peyenmom

nionsieae

He

UA/17413/01/01

17.

MOKCOHIAVH
T

TabneTku, BKpUTI NNIBKOBOO
o060n0HKoto, no 0,2 mr no 10
TabneTok y 6nictepax, no 2 abo
3 6nicTepa B KAPTOHHUX Naykax

TOB
"®apmTexHON
orig"

TOB

Pecny6nika
Binopycb

Pecny6nika

"®apmTeXH

onoria"

TOB

MepiognyHicTb NogaHHA perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3nekun BignoBiAHO A0
Mopsigky 34iiicHeHHs hapmakoHarnsgy,

3aTBepKeHOoro Hakasom MiHictepcTea

O0XOPOHU 370P0B’A YKpaiHu Bif 27 rpyaHa 2006

poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI

tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne

1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHU 3[0POB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMK y NepioanyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3neKu.

peecTpauist Ha 5 pokis

3a
peyenmom

He
nionseae

UA/17413/01/02

18.

MOKCOHIAVH
T

TabneTku, BKPUTI NNiBKOBOKO
o060n0HKoto, no 0,3 mr no 10
TabneTtok y 6nictepax, no 2 abo
3 6nicTepa B KAPTOHHMX Naykax

"®apmMTexHoN
oria"

Binopycb

"dapmMTexH

onorist"

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO f0
Mopsiaky 34ificHeHHs hapmakoHarnagy,

3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepaxkuii Hakady MiHicTepcTBa

O0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs

2016 poky Ne 996), CTaHOBUTb: 3rigHO 3i




Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
CTpOKamu, 3a3Ha4yeHVMK Y NepiogNYHOCTI
NnofaHHA perynsipHux 3BiTiB 3 6e3neku.
19.| MOKCOHIAVH TabneTku, BKpUTI NNiBKOBOKO TOB Pecny6nika TOB Pecny6nika peecTpaList Ha 5 pokis 3a He UA/17413/01/03
T 060/10HKoH0, Mo 0,4 mr no 10 "dapMTeEXHON Binopycb "dapMTexH Binopycb peyenmom nionseae
TabneTtok y 6nictepax, no 2 abo orig” onoris" MepioAnYHICTb NOJAHHA PerynsapHo
3 6nicTepa B KAPTOHHMX Naykax OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMI Y NepiogNYHOCTI
nofaHHA perynsipHunX 3BiTiB 3 6e3neku.
20.| HANPOKCEH- TabneTku, BKpUTI NNiBKOBOKO ToBapucTso 3 YkpaiHa ToBapucTtso YkpaiHa peecTpaList Ha 5 pokis 3a He UA/17414/01/01
340POB'A 060/10HKO10, Mo 550 mr; no 10 06MEXEHO 3 peyenmom nionseae
Tabnetok y 6nictepi, no 1 abo 2 | BignoBiganbHi 06MeXeHo MepioAnYHICTb NOJAHHA PerynsapHo
6nictepu y KopobLi 3 KapTOHY cTHO 10 OHOB/OBAHOrO 3BITY 3 6e3neku BigNoBigHO A0
"bapmaueBTn BignoBigas Mopsigky 34ificHeHHs hapmakoHarisgy,
YHa KOMNaHis bHICTIO 3aTBepxeHoro Hakasom MiHictepcTea
"3popos'a” "®apmaLes O0XOPOHU 370p0B’A YKpaiHu Bif 27 rpyaHa 2006
TMYHa poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
KOMnaHis tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
"3p0pos'a” 1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHU 3[0POB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMK y NepioanyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3 6e3neKu.
21.| HBIOPEKCAH® | Tabnetku no 25 a6o no 50 Bionoriwe HimeuunHa Bionoriwe HimeyuunHa peecTpaList Ha 5 pokis 6e3 nionseae UA/17415/01/01
Tabs1eToOK y KOHTElHepi Xanbmitrens Xaiinbmitte peyenma
noninponineHosomy; rno 1 Xeenb M'm6X nb Xeenb MepioAnyHICTb NOfAHHA PerynspHo
M6X OHOBJIIOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0

KOHTelHepy B Kopobui 3
KapTOHY

Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
O0XOPOHU 370PO0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakaly MiHicTepcTBa
0XOPOHU 37,0POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHUMK1 y NepiognyHoCTI
nofaHHA perynsipHnX 3BiTiB 3 6e3MNeKu.




Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
22.| OHAAHCETPO nopoLuok (cybcTaHuis) y MpuBaTHe YkpaiHa Ksiny Kutaw peecTpauis Ha 5 pokis - He UA/17416/01/01
HY noABiiHNX NONIETUNEHOBKX akuioHepHe dPapmaveyt nionseae
rigPoxnorPump naketax A papMaLeBTUYHOIO TOBapUCTBO ikan Ko.,
AUTAPAT 3aCTOCyBaHHSA “Nekxim — Nrp.
Xapkis”
23.| PO3YBACTATW | nopoLuok (cy6cTaHLis) y TEBA 13painb TEBA A®I IHAis peecTpaList Ha 5 pokis - He UA/17417/01/01
H KANbLUIHO nonieTuIeHoBMX NakeTax s SAPMACBHIO IHAOIA nionseae
hapmaLeBTUYHOIO TIKAN MPIBATE
3acTOCyBaHHsA IHOACTPI3 NIMITEL
nTa.
24.| CUPUC®AH XN | KpucTaniuyHWii NOPOLLIOK LWaHbayH Kutaii LWaHbayH Kutaii peecTpauist Ha 5 pokis - He UA/17418/01/01
(cybeTaHuin) y naketax [onre KetoaHb [oHre nionseae
NoABIHMX NONMIETUNEHOBMX A5 dapmacbHoTiK KetoaHb
hapmaueBTUYHOIO an Ko., 1114, dapmacboT
3aCcToCyBaHHA ikan Ko.,
N14.
25.| TET 36.6 3 NOPOLLIOK A/151 OpasIbHOro MpuBaTHe YkpaiHa MpusaTHe YkpaiHa peecTpaList Ha 5 pokis 6e3 niosnsieae UA/17419/01/01
APOMATOM po3unHy no 13,1 r B catle- aKujioHepHe akujioHepHe peyenma
AKALI nakerti, no 5 a6o 10 cauwle- TOBapuUCTBO TOBapUCTBO MepiognyHicTb NogaHHsA perynspHo
nakeTiB y nayui “Nlekxim — “Jlekxim — OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Xapkis” Xapkis” Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTumuil Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
O0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMM y NepioanyHOCTI
NnofaHHA perynsipHunx 3BiTiB 3 6e3neku.
26.| TET 36.6 PANIA, | nopoLuok A5t opasibHOro MpuBatHe YkpaiHa MpusaTHe YkpaiHa peecTpaList Ha 5 pokis 6e3 nionsieae UA/17420/01/01
3 APOMATOM pO3uunHy Mo 23 T B calle-nakeTi, akujioHepHe akujioHepHe peyenma
NMOHY no 5 a6o 10 calle-nakeTiB y TOBapucTBO TOBapucTBo MepioAnYHICTb NOJAHHA PerynsapHo
nauuj “Nlekxim — “Nlekxim — OHOB/OBAHOTO 3BITY 3 6e3neku BigNoBigHO A0
Xapkis” Xapkis” Mopsaaky 3aiicHeHHs dhapmakoHarnagy,

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 310POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaaxuii Hakasy MiHicTepcTBa
0XOPOHU 370POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHUMM y NepioanyHOCTI
noJaHHA perynsipHunX 3BiTiB 3 6e3neKu.




poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMI Y NepiognyHOCTI
nofiaHHs perynsipHuX 3BiTiB 3 6e3neku.

Ne Hassa dopma sunycky (nikapcbka 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n JNliKapcbKo20 ¢popma, ynakoska) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo2o
/n 3acoby nocBi0YeHHs1
27.| UAKNOXXEH nak Ans HirtTis nikyBanbHWin 80 NMPO®APMA ManbTa NABOPAT IcnaHis peecTpaList Ha 5 pokis 6e3 nionsieae UA/17436/01/01

mr/r, no 3y dnakoHax Ne 1 IHTepHeLwHN OPIOC MepiognyHICTb NOAAHHS PEryNspPHO peyenma

TpehguHr CEPPA OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Nimiteq MAMIEC, Mopsaaky 3ailicHeHHs chapmakoHarnaay,
C.A. 3aTBEpPAKEHOro Hakasom MiHicTepcTBa
0XOPOHU 3[,0p0B’A YKpaiHu Big 27 rpyaHa 2006

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI

AisnbHOCTI [lenapTaMeHTy BrpoBag)XeHHs pecopm

T.M. NAacKOBCbKUA




MNMEPEJTIIK

Joparok 2

Ao Haka3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
17.05.2019 Ne 1134

INEPEPEECTPOBAHMX JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), AKI BHOCATBHCSHA 10
JTEPXKABHOI'O PEECTPY JIIKAPCBKHNX 3ACOBIB YKPATHU

Ne | Ha3ssa sniikapcbko20 dopma sunycky 3asaBHuUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy BaHHs peecmpayjitiHo2
/n ynakosKa) 0 Mocsi04YeHHs1
1. | ANIEKCAH® PO34MH ANS iH'eKL EBEBE AscTpis NOBHUIA LKA AscTpisi/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/1150/01/01
Ta iHdysiit, 20 mMr/mn dPapma BMPOGHMLTBA: HimeuuunHa/ peyenmom | nionsizae
no 5 mn (100 mr) y Fec.m.6.X. EBEBE ®apma ABCTpist MepiognyHICTb NOA4AHHS PErynspHo
dhnakoHi; no 1 Hdpr. KI ec.m.6.X. Hopr. OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
ch1aKkoHy B KapTOHHIlA KI, ABCTpis; Mopsaaky 34iicHeHHs chapmakoHariaay,
KOpOO6Li TECTyBaHHS: 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
Na6op N+C AT, 300pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
HimeuuunHa; 898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLii
TeCTyBaHHS: Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
Mhn (y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
Mikpob6ionoriwec 3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
Mptochnabop 996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
M6X, ABCTpis 3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
2. | ANIEKCAH® PO34MH ANA iH'eKL;ii EBEBE AscTpis NOBHWIA LMKN AscTpisi/ MepepeecTpaLlisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/1150/01/02
Ta iHcpy3iit, 50 mr/mn dapma BMPOGHMUTBA: HimeuuunHa/ peuyenmom | nidsisizae
no 10 mn (500 wmr), lec.m.6.X. EBEBE ®apma ABCTpis MepioAnYHICTb NOAAHHS PerynsapHo
a6o no 20 mn (1000 Hdor. KI lec.m.6.X. Hopr. OHOB/IHOBAHOrO 3BITY 3 6e3nekun BignNoBiAHO A0
mr), abo no 40 mn KI, ABCTpis; Mopsigky 34iicHeHHs thapmakoHarnsgy,
(2000 ™r) y dhnakoHi; TEeCTyBaHHS: 3aTBEPKEHOro Hakaszom MiHicTepcTBa OXOPOHU
no 1 dpnakoHy B Na6op N+C AT, 30,0pOB’A YKpainu Bif 27 rpygHa 2006 poky Ne
KapTOHHI KOpOOLii HimeuumnHa; 898, 3apeecTpoBaHuii B MiHiCTepCTBI rCTuL,i
TeCTYBaHHsS: Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
Mrn (y pegakuii Haka3y MiHicTepcTBa OXOpOHU
Mikpobionoriwec 34,0p0B’s YKpaiHu Bif 26 BepecHsi 2016 poky Ne
Mptochnadop 996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
M6X, ABCTpis 3a3HavYeHUMN y NepiogMYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neku.
3. | AAIMIPAN PO3YMH ANS iH'EKLIN, Megokemi Kinp Megokemi ITA Kinp MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9465/01/01




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

75 mr/3 mnno 3 mn B
amnyni; no 5 amnyn y
6nicTepi; no 1 abo 2
6nicTepy y KapTOHHiIl
Kopoo6Ui

nTh

(AMNybHUIA
IH eKuinHniA
3aBopn)

3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkili
XapaKTepuCcTu1Li NikapCcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiatpuyHnX JOCAiAKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLUIi Y po3ainm
"MpoTunoka3aHHs", "B3aemogis 3 iHWnmuy
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakuii" BiAMNOBIAHO 4O OHOBEHOI
iHbopMmawii 3 6e3neku Ajloyoi pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.

peyenmom

nionsieae

APIrOCY/Ib®AH®

KpeM, 20 mr/r; no 15 r
a60 40 ry Ty6i; no 1
Ty6i B KAPTOHHIl
KOpoo6Li

TOB
"BAJIEAHT
®APMACBIO
TIKANZ"

Ykpaina

dapm3aBof
E€nbha A.T.

Monbwa

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKTepuCcTmLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
AKOCTI, AOKNIHIMHUMUN, KNIHIYHUMKU JaHMK Ta
JaHnMu 3 chapmakoHarnsagy - 3MiHM BHECEHO 0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "lMokaszaHHS",
"MpoTunokasaHHs", "OcobumBi 3axoam
6e3nekun”, "3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHSA rpyaar”, "34aTHicTb BN/MBaTtu
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPaAHCMOPTOM abo poboTi 3 iHWKMK

6e3
peyenma

nionsieae

UA/1031/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 4o3un",
"MepepnosysaHHsa", "Mob6iyHiI peakuii" BiANOBIAHO
[0 mMaTepianiB peecTpauiiiHoro focChe.
MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
340pOB’A YKpaiu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTeEpCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiuu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBMUTb: 3iAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
5. | APTPO-TPAH rpaHynun, no 10ry MpAT YkpaiHa MpAT Ykpaina MepepeecTpauis Ha HEOOMEXEHUA TEPMIH. 6e3 niossieae UA/8451/01/01
neHasi, no 1 neHany "HauioHasnbHa "HauioHanbHa peyenma
B MayLi 3 KapToHy; No | [omeonaTuuH FomeonaTuyHa MepiogUyHICTb NOAAHHS PerynsipHo
10 r y dpnakoHi 3 a Cninka" Cninka" OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
KpuLiKoto, no 1 Mopsiaky 34iicHeHHs hapmakoHarnagy,
dhnakoHy 3 KPULLIKOK 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
B Naulj 3 KAPTOHY 3[10pOB’s YKpaiHum Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI locTuLii
Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
6. | TEHCY/IH M30 cycneHsia gns BIOTOH C.A. Monbua BUPOBHMK, Monba MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. - He UA/9809/01/01
iH'ekujin, 100 O4/mn; BiANOBiAa/IbHMIA 32 3MiHu | TMNYy - 3MiHK Woao nidssieae
in bulk: no 10 mny BMPOGHMLTBO, 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
CKNAAHOMY DN1aKoHi; nepBUHHE i BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX
no 150 dpnakoHiB y BTOPVHHE npo cucteMy gpapMakoHarnsigy (BBeAeHHs
NNacTVKOBIN KaceTi; nakyBaHHS, y3arasibHeHUX JaHvX Mpo cucTemy
no 1 kacetiy KOHTPONb Ta hapmMakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Kopo6ui; no 3 M1 B BUNYCK cepii: BiANOBIAA/IbHOT 32 34iCHEHHS
KapTpuaxi; no 600 BIOTOH C.A., thapmakoHarnsay; KOHTakTHOi ocobu 3
KapTpuaxis y Monbua; thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
NAacTUKOBIl KaceTi; BUPOGHMK, thapMakoHarnsgy B YKpaiHi, SKLLO0 BOHA

no 1 kaceTi y kopobui

BiANOBIAaIbHMI 3a
KOHTPO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNOBIOTUKIB,
MonbLa

BiIMiHHA BiJ, YyNOBHOBaXeHOI 0co6u,
BiNOBIAANbHOI 32 3AiICHEHHS
hapMakoHarnisay (BKIHoYatoUmn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI macTep-gaiina
cuctemn chapmakoHarnagy) 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

hapmakoHarnag: girova pegakuia —Urszula
Przadka

nponoHoBaHa pegfakuis — llona Dmochowska
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT

ocobu, BiANoBiAasIbHOI 3a hapMakoHariag.

3MiHa KOHTaKTHOT 0Co6M, BignoBiganbLHoI 3a

hapmMakoHarnag: giroya pegakuis — epeBsaHko
IpuHa BonogumumpisHa,
nponoHoBaHa pefakuis - Typok B'auecnas
B'AuecnaBoBunY. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0C06MU, BignoBiganbHOI 3a
hapmakoHarnag,.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPMAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMN
340pOB’A YKpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

FEHCYNIH M30

cycneHsis ans
iH'ekujin, 100 O4/mn;
no 10 mn y chNakoHi;
no 1 dpnakoHy B
KapTOHHIN navui; no 3
M B KapTpuaxi; no 5
KapTpuaxie y
6nicTepi; no 1
6nicTepy B KAPTOHHiIl
nauuj

BIOTOH C.A.

Monbwa

BUPOGHMK,
BiAnoBigabHWiA 3a
BUPOBHMLTBO,
nepBUHHE i
BTOPWHHE
nakyBaHHs,
KOHTPO/ib Ta
BUNYCK cepii:
BIOTOH C.A,,
MonbLya;
BVPOGHMK,
BiANOBigabHMI 3a
KOHTPO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MonbLa

MonbLa

MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy thapmakoHarnsagy (ssefeHHs
y3arasibHeHUX aHunx npo cuctemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobw,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asaBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 34i/iCHEHHSA
hapmMakoHarnagy (BK1rovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn chapmMakoHarsgy) 3miHa
YNOBHOBaXEHOI 0c06u, BiANOBIAaILHOI 3a
thapmakoHarnag: girova pegakuis —Urszula
Przadka
npornoHoBaHa pegakuis — llona Dmochowska
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
ocob6u, BiANOBiga/IbHOI 3a hapMakoHariaga.

3a
peyerimom

He
nionsieae

UA/1978/01/01




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

3MiHa KOHTakKTHOT 0co6M, BiANOBIAaNbHOI 3a
thapmakoHarnsg; giroya pegakuis — [lepeBsHko
IpuHa BonogummpisHa,
nponoHoBaHa pefakuis - Typok B'auecnas
B'auecnaBoBuy. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOT 0CO6MU, BignoBiganbHoI 3a
hapmakoHarnag. 3minu 1l Tuny - 3MiHKM Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[NYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMN 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHUMMW
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO A0 IHCTPYKL|ii A1 MeAUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu :
"papMakosoriyHi BNactuBOCTi"(YTOYHEHHS
iHdhopmawii), "Ocobnuei 3axoan 6esnekun”,
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy
nepiog, BaritTHOCTi abo rogyBaHHs
rpyAat0"(yTouHeHHs iHcopmadii), "Cnocié
3acTocyBaHHs Ta go3n'(getanizayis), "Mob6iyHi
peaxuii” BignoBigHoO A0 maTepianis
peecTpavuiiniHOro AoCbeE.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLi
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

FEHCYNIHH

cycneHsia gns
iH'exuin, 100 O4/mn;
no 10 mn y dhNakoHi;
no 1 chnakoHy B
KapTOHHIN nayui; no 3
M/ B KapTpuaxi; no 5
KapTpUAXIB y
6nictepi; no 1
6nicTepy B KapTOHHiIl
nauui

BIOTOH C.A.

MonbLa

BUPOBHMK,
BiANOBIAa/IbHUI 3a
BMPOGHMLTBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BWNYCK cepil:
BIOTOH C.A.,
MonbLya;
BUPOBHMK,

MonbLa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMNy - 3MiHKM Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBIAANbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa

3a
peyenmom

He
niossieae

UA/1016/01/01




Ne

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,

3asasHukK

Kpaina

Bupo6Huk

Kpaina

/n

yrnakoskKa)

3asiBHUKa

BiANOBigaIbHUI 3a

BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

FTEHCY/NIH H

cycneHsis ans

BIOTOH C.A.

MonbLia

KOHTPO/b cepii:
IHCTUTYT
BioTexHonorii Ta
AHTNGIOTUKIB,
Monbwa

BUPOBHMK,

BiMiHHA Bif, YyNOBHOBaXEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHSA
thapmakoHarnsgy (Bkoyatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cucTemn hapmMakoHarisgy) 3miHa
YNOBHOBaXEHOI 0c06u, BiANOBiAabLHOI 3a
thapMakoHarnag: giroya pegakuis - Urszula
Przadka nponoHoBaHa pegakuisi - llona
Dmochowska 3miHa KOHTaKTHUX gaHnX
YMNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
hapmakoHarnag. 3miHa KOHTaKkTHOT ocobu,
BiANOBIAA/IbHOI 32 hapMakoHarnag: girya
pefakuis - JepeBsHKO IpuHa BonogumunpisHa,
nponoHoBaHa pefakuis - Typok B'auecnas
B'ayecnaBoBuy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0c0o6M, BiANoBiganLHOI 3a
thapmakoHarnag,. 3minu |l Tuny - 3miHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco6y, TEKCTIi MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
JaHMMu Ta fjaHumy 3 chapmakoHarnsagy - 3miHm
BHECEHO [0 iHCTPYKLT 4151 MeANYHOro
3aCcTOCYBaHHSA NikapCbKoro 3acoby y po3ainm :
"apmakonoriyHi BnacTmBocTi"(YyTOUHEHHS
iHchopmawii), "Ocobnumei 3axoamn 6esnekn”,
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyAAato”(yTouHeHHs iHdopmadii), "Cnocio
3acTocyBaHHA Ta fo3un"(getanisauis), "Mo6iyHi
peakuii" BignoBigHO Ao maTtepianis
peecTpauiiHoro JoChE.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMN
340pOB’A YKpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiuu Bifg 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKku.

MonbLua

[MepepeecTpauis Ha HEOOMEXEHW TEPMIH.

He UA/9811/01/01



Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
iH'ekuili, 100 O4/mn; BiANOBigaIbHUI 3a 3MiHu | TUNY - 3MiHK Woao niosnsieae
in bulk: no 10 mny BMPOGHMLTBO, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
CKNSIHOMY h1aKoHi; NepBUHHE i BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
no 150 y pnakoHiB y BTOPVHHE npo cucteMy papMakoHarnsagy (BBefeHHs
NacTVKOBIl KaceTi; nakyBaHHs, y3arasibHeHx fAaHnx npo cuctemy
no 1 kaceTiy KOHTPO/b Ta chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
Kopo6ui; in bulk: no 3 BUNYCK cepii: BiANOBiAANbLHOI 3a 3iiCHEHHS
M/ B KapTpuAXi; No BIOTOH C.A., hapmakoHarnsay; KOHTakTHOI 0cobu 3
600 kapTpuaxis y Monbuwa; hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
NIacTVKOBIli KaceTi; BUPOBHMK, hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
no 1 kaceTi y kopoobui BiANOBIAa/IbHUI 3a BiIMiHHA Bif, yNOBHOB&XeHOI 0cobu,
KOHTpPO/b cepii: BiANOBiAa/IbHOT 3a 34iICHEHHS
IHCTUTYT hapMakoHarnagy (BK1HYaoUmn KOHTaKTHI AaHi)
BiotexHonorii Ta Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
AHTNGIOTUKIB, cuctemn chapmakoHarnagy) 3miHa
Monbua YNOBHOBaXEHOT 0C06M, BignoBigansHoI 3a
hapMakoHarnag: gitoya pegakuis - Urszula
Przadka nponoHoBaHa pefakuis - llona
Dmochowska 3MiHa KOHTaKTHUX gaHuX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3mMiHa KOHTakTHOT ocobw,
BignoBigasibHOI 3a hapmakoHarnsag: giroya
pegakuis - JepeBsiHko IpuHa BonogumunpisHa,
nponoHoBaHa pefakuis - Typok B'auecnas
B'AuecnaBoBuY. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0C06M, BignoBigabHOI 3a
hapmakoHarnsg,.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
340pOB’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiuu Bifg 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKku.
10.| TEHCYNIH P PO34MH NS IH'EKLN, BIOTOH C.A. Monbwa BUPOGHMK, Monbwa MepepeecTpavis Ha HEOOMEXEHNA TEPMIH. - He UA/9810/01/01
100 O4/mn; in bulk: BiAnoBigabHWiA 3a 3MiHu | TUNYy - 3MiHK Woao nionsieae
no 10 mMn y cknstHomy BUPOBHMLTBO, 6e3nekn/edrekTMBHOCTI Ta thapMakoHarnsgy.
chnakoHi; no 150 nepBUHHE i BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
(hNaKoHiB y BTOPVHHE npo cuctemy dpapmakoHarnsgy (BBefeHHs
NNacTVKOBIN KaceTi; nakyBaHHs, y3arasibHeHUX JaHyX Npo cucTemy

no 1 kacetiy

KOHTPO/Ib Ta

dhapmMakoHarasgy, 3MiHa YNoBHOBaXXEHOI 0cobu,




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
Kopob6ui; no 3 mn B BUNYCK cepii: BiANOBiAANbLHOI 3a 3iiCHEHHS
KapTpuaxi; no 600 BIOTOH C.A., hapmakoHarnsay; KOHTakTHOI 0cobu 3
KapTpuaXiB y Monbuwa; hapmakoHarnsgy 3asiBHUKa An5 34iACHEHHS
NacTWKOBIli KaceTi; BUPOBHMK, hapMakoHarnsagy B YKpaiHi, KLU0 BOHA
no 1 kaceTi y kopoobui BiANOBIAa/IbHUI 3a BiIMiHHA BiJ, yNOBHOB&XeHOi 0cobu,
KOHTpPO/b cepii: BiANOBIAA/IbHOT 32 34iICHEHHS
IHCTUTYT hapMakoHarnagy (BK1HoYatoUmn KOHTaKTHI AaHi)
BiotexHonorii Ta Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
AHTNGIOTUKIB, cuctemn chapmakoHarnagy) 3miHa
Monbua YMNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
hapMakoHarnag: gitoya pegakuis - Urszula
Przadka, nponoHoBaHa pegakuis - llona
Dmochowska. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3mMiHa KOHTakTHOT ocobw,
BignoBigasibHOI 3a hapmMakoHarnsag: giroya
pegakuis — lepeBsHko IpuHa BonogmumupisHa,
nponoHoBaHa pefakuis — Typok B'auecnas
B'AuecnaBoBunY. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOT 0C06M, BigNoBigabHOI 3a
hapmakoHarnsg,.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
340pOB’A YKpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiuu Bifg 26 BepecHs 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
11.| TEHCYNIH P PO34MH NS IH'EKLN, BIOTOH C.A. Monbwa BUPOGHMK, Monbwa MepepeecTpauis Ha HEOOMEXEHNA TEPMIH. 3a He UA/1613/01/01
100 O4/mn; no 10 mn BiAnoBigabHWiA 3a 3MiHu | TUNYy - 3MiHK Woao peyenmom nionsieae
y chnakoHi; no 1 BUPOBHMLTBO, 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
h1aKkoHy B KapTOHHIi nepBUHHE i BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
nayui; no 3 mn B BTOPVHHE npo cuctemy papmakoHarnsgy (BBefeHHs
KapTpuaxi; no 5 nakyBaHHs, y3arasibHeHUX JaHyX Npo cucTemy
KapTpuaxis y KOHTPO/ib Ta hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
6nicTepi; no 1 BUNYCK cepii: BiANOBIAANbLHOI 3a 34iliCHEHHSA
6nicTepy B KAPTOHHiIl BIOTOH C.A,, thapMakoHarnsay; KOHTakTHOI 0cobu 3
nauuj MonbLa; hapmakoHarnsagy 3asiBHUKa 415 34iCHEHHA
BVPOGHMK, hapmakoHarnagy B YkpaiHi, KLU0 BOHA

BiANOBigabHMI 3a
KOHTPO/b cepii:

BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBiAaNbHOI 3a 3fiiCHEHHS




Ne

Hazsa nlikapcbKo20

dopma sunycky

3asasHukK

/n

3acoby

(nikapcbka ¢hopma,
yrnakoskKa)

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

12.

FNIOKO3AMIHY

IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MonbLa

hapMakoHarnaay (BK1Ho4YatoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemn chapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
thapMakoHarnag: giroya pegakuis - Urszula
Przadka, nponoHoBaHa pegakuis - llona
Dmochowska. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/ILHOI 3a
hapmakoHarnsg,. 3mMiHa KOHTakTHOT ocobw,
BignoBigasibHOI 3a hapmMakoHarnsag: giroya
pegakuis — lepeBsHko IpuHa BonogmmupisHa,
nponoHoBaHa pefakuis — Typok B'auecnas
B'AuecnaBoBunY. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0CO6MU, BignoBiganbHOI 3a
thapmakoHarnsg. 3minu Il Tuny - 3miHu Wwopo
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHUMM 3 SKOCTI, AOKAIHIYHUMU, KAIHIYHMKW
JaHnuMu Ta gaHumu 3 chapmakoHarnagy - 3miHmn
BHECEHO [0 iHCTPYKLT 4151 MeAnNYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu :
"®apmakonorivyHi B1acTmBocTi"(YTOUHEHHS
iHdhopmawii), "Ocobnusi 3axoan 6esnekun”,
"Oco6nMBOCTI 3acTOCyBaHHA", "3acToCyBaHHS Yy
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar(yTouHeHHs iHdopmadii), "Cnocié
3acTocyBaHHs Ta fo3n'(getanizauis), "MobiyHi
peakuii" BignoBigHoO Ao MaTtepianis
peecTpaLjiiiHoro AoCbeE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

CYINb®AT HATPIIO

Xnopug

KpucTanivyHmi
MOPOLLOK

(cybeTaHuis) y

ToBapuncTBO 3
06MEXEHO0

BiANOBIAa/bHI

Ykpaina

AHTai JoHryeHr
Biokemikans Ko.,
nTan

Kutaii

MepepeecTpallisi Ha He6MEXeHW TepMiH

He
nionsieae

UA/14169/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
noaBinHMX CTH
nonieTueHoBmx "®apmauesTu
nakeTtax Ass YHa KoMnaHis
hapmaLeBTUUYHOTO "3popos'a”
3aCcTOCyBaHHSA
13.| AEKCAMETA3OHY NMopOLLOK MAT YkpaiHa TAHLU3UHb TAHAO Kutaii MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/13856/01/01
HATPIKO ®OCDAT (cybeTaHuin) B "papmak” $apmacbloTikan3 nionsieae
MiLLIKax Ko., 14,
nonieTnaeHoBNx Ans
chapmavL,eBTUYHOro
3acTOoCyBaHHSA
14.| 3IPKA 6anb3am pigkuii, no 5 [JaHada B'eTHam [anacha B'eTHam MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/7031/03/01
MmNy cpnakoHi; no 1 dapmacbHoTiK dapmachbioTikan 3MinHu Il TMnY - 3MiHK WoAa0 peyenma
(p1aKoHY Y KapTOHHI an [DKOIHT [KoiHT CTOK 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.
naJui CTtoK KomnaHi KomnaHi 3MiHW Y KOPOTKiil XapakTepucTuLi NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
OaHnUMU 3 AKOCTI, AOKNIHIYHUMU, KIHIYHUMUW
JaHuMK Ta faHumuy 3 chapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 4151 MenYHOro
3acTocyBaHHS Nikapcbkoro 3acoby [0 po3ainy
"MpoTunokasaHHA" BIANOBIAHO A0 MaTepianis
peecTpavuiitHOro 4oCbeE.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3Mnekn BignoBigHO 40
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHU
3710pOB’s YKpaiHm Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpaiuu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3[10poB’A YKpainu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
15.| 30KOP® ®OPTE TabneTkn BKpUTI Mepk Wapn i LBeliuapis Brpo6HuK Benuka MepepeecTpalist Ha HEOBMEXEHNI TEPMIH 3a He UA/0645/01/01
M/1iBKOBOIO [Joym lgea IHK Hepo3dacoBaHoi BputaHis/ 3MmiHu Wwopao 6esnekn/edeKTUBHOCTI Ta peyenmom | nidsisi2ae
060/10HKO10, N0 40 Mr NpoAyKLUiT, HigepnaHau hapmakoHarnsgy. 3mMiHu y KopoTkili
no 14 tabnetok y KOHTPO/b AKOCTI: XapakTepucTuLi NikapCbkoro 3acoby, TeKCTi
6nicTepi; no 2 Mepk Wapn i MapKyBaHHS Ta IHCTPYKUIii AN MeANYHOro
6nicTepy B KapTOHHIiA Ooym Nimitepn, 3aCcTOCyBaHHSA Yy 3B’A3KY i3 HOBUMU AaHUMU 3
KOpOoo6Li Benwuka bBputaHis; AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMYN AaHMU Ta
MakyBaHHs, JaHnMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO 0
BUNYCK cepil: IHCTPYKUi ANA MeAMYHOro 3aCToCyBaHHsA




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

Mepk LWapn i
Joywm B.B.,
HigepnaHgu

niKkapcbKoro 3acoby A0 po3ainis

"®apmMakonoriyHi B1actBoCTi" (YTOYHEHHS

iHchopmawii), "B3aemogisa 3 iHWMMU flikapCbKuMn
3aco6amu Ta iHLWi BUAY B3aeMogiii",
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6

3acToCyBaHHS Ta A03u"(YTOYHEHHS iHdhopmaLii),

"Mo6iuHI peakuii " BigNoBigHO A0 maTepianis

peecTpavuiiniHOro AoCbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI loCcTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
PEerynsipHmx 3BiTiB 3 6e3neKu.

16.

IHAAMNEH

TabneTku, BKPUTI
060/10HKO10, Mo 2,5
mr; no 10 TabneTok y
6nictepi; no 2 a6o 3
abo 6 6nicTepiB y
KapTOHHI Kopo6Lyi

PapmaueBTny
Huli 3aBog,
“Monbhapma”
C.A.

MonbLa

dapmaleBTUYHNIA
3aBog,
"MONb®APMA"
C.A.

MonbLa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MegMyYHOro
3aCTOCYyBaHHSA
reHepuyHUX/ribpuaHNX/6ionodibHMX NikapCbKUx
3ac06iB nicNs BHECEHHS TiEl camMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3MiHa He NoTpebye
Ha/JaHHS XOAHWNX HOBUX AOAATKOBMX AaHUX) -
3MiHN BHECEHO [0 IHCTPYKUIT Yy po3ain y
po3ginu: “MNokasaHHA" (YTOYHEHHS iHhopmalii),
"B3aemogia 3 iHWKMK Nikapcbkumn 3acobammn
Ta iHWi Buaun B3aemogiii", "OcobnunsocTi
3acToCcyBaHHA", "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHA rpyaa”, "3aatHicTb
BMAVBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHsa Ta gosun", "gitn"
(peparyBaHHs TEKCTY), "lMepeno3yBaHHA",
"Mo6iuHi peakwii” 3rigHo 3 iHhopmaLieto LWoa0
MeAMYHOro 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (APVOOH®, TabneTkn
BKpUTI NNiBKOBOI 060/10HKOK Mo 2,5 Mr).

MepiognyHiCTb NOAAHHSA PerynsipHo

3a
peyenmom

He
niossieae

UA/0877/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A YKpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
17.| KPACABKU rycra maca ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. - He UA/14124/01/01
(BENALOHN) (cybeTaHuin) y 06MEXEHO 06MEXEHO nionsieae
EKCTPAKT rYCTUI noAaBinHMX BiANOBIAA/bHI BiANOBIAATLHICTIO
(6:1) nosieTnIeHoBUX CTIo "papmaueBTNYHa
naketax gns "®apmaueBTun KOMnaHis
thapmavLeBTUYHOro YHa KoMnaHis "3p0pos'a"
3acTocyBaHHsA "3popos'a”
18.| NONEAIYM® Kancynu Teepgi no 2 CaHpio3 CnoseHis BMPOGHULITBO in HimeuunHa/ MepepeecTpallist Ha HEOOMEXEHNI TEPMIH. 6e3 nions2ae UA/9738/01/01
Mr; no 6 kancyny dapmacbHoTiK bulk, nakyBaHHs, Monbwa peyenma
6nicTepi; no 1 an3 a.a. BUNYCK cepi: MepioAnYHICTb NOAAHHS PerynsapHo
6nicTepy B KapTOHHii Cantotac ®apma OHOB/IIOBAHOrO 3BITY 3 6e3nekun BifnNoBiAHO A0
Kopo6ui; no 10 v6X, HimeuyunHa,; Mopsigky 34iicHeHHs thapmakoHarnsgy,
Kancyn y énictepi; no 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
1 6nicTepy B nakyBaHHs, BUMYCK 30,0pOB’A YKpainu Bif 27 rpygHa 2006 poky Ne
KapPTOHHIn KOpooL,ji cepi: 898, 3apeecTpoBaHuii B MiHiCTepCTBI CTUL,i
Nek C.A., MNonbLa Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Haka3y MiHicTepcTBa OXOpOHU
34,0p0B’s YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3HavYeHUMN y NepiogMUHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neKu.
19.| MEAOLE® nopoLIoK Ans Megokemi Kinp Megokemi T4 Kinp MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/0776/01/01
PO34MHY ANA iH'eKLili nTa (3aBopg C) 3MiHu | TURY - 3MiHK WoAao peyenmom | nidsisg2ae

nolr,1, a6o 10, a6o
100 dhnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKiil XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
OL|iHKM 3BITY 3 AOC/IDKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neaiaTpUYHNX AOCIIKEHb
(PIP) (3MiHY y3roXeHo 3 KOMNeTEeHTHUM
YNOBHOBaXeHM opraHoM) 3MiHW BHECEHI A0
IHCTPYKUIi 4719 MEANYHOTO 3aCTOCYBaHHSA




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
nikapcbKoro 3acoby y po3ginu: "OcobnmnsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un"
(iHchopmauis wopo 6e3nekm), "MobivHI peakuii”,
"HecyMicHIiCTb" BiZNOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku Ajroyoi pevyoBUHN.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHM
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI loCcTuLii
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
20.| MOMETA30HY NOPOLLOK Yewmo 16epika, IcnaHis IHaycTpiane ITanis MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH - He UA/13864/01/01
DYPOAT (cybeTaHuis) y C.A. Kimika, c.p.f. nionsi2ae
MOHOTIAPAT noABIiNHMX
nonieTnaeHoBuUx
naketax Ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
21.| HEOrABIH 150 kancysm no 150 mr TOB "dapma YkpaiHa TOB "®apma Ykpaina MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/13702/01/01
no 10 kancyny Crapt” Crapt" 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nionsizae

6nictepi, no 3 abo no
6 6nicTepiB B navi 3
KapTOHY

thapmakoHarnsgy. 3MiHu y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3acTocyBaHHsA
reHepUUHMX/TiGpPUAHNX/6IoNOAIGHMX NiKapCbKNX
3ac006iB nicNst BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HaJaHHS XXOAHWNX HOBUX JOAATKOBUX JaHWX) -
3MiHV BHECEHO [0 iHCTPYKUIT 4151 MeanyHOro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ginis
"®apmakonoriyHi BnactnBocTi”, "3acTocyBaHHs
y nepioa BariTHOCTi abo rogyBaHHs rpyaar”,
"Mo6iyHi peakuii BiANOBIAHO A0 iHhopMmaLi
pediepeHTHOro Jlikapcbkoro 3acoby (Jlipuka,
Kancysm no 75 mr ao 150 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM




Ymosu

Pexknamy

Homep

Ne | Ha3ssa siikapcbko20
n 3acoby

dopma sunycky
(nikapcbka ghopma,

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

BionyckKy

BaHHS

peecmpayjitiHo2
0 MocBi04YeHHs

/n

yrnakoskKa)

3[10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.

3a

He

UA/13702/01/02

22.| HEOr'ABIH 75

Kancynu no 75 mr no
10 kancyn y 6nictepi,
no 3 a6o no 6
6nicTepiB B Nayuj 3
KapTOHY

TOB "dapma
Crapt"”

YkpaiHa

TOB "®apma
Crapt"

AT "Crtoma"

YKpaiHa

YkpaiHa

3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiH1 y KOpoTKili
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOoro
3acToCyBaHHsA
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco06iB NicNs BHECEHHS TiET camMol 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HafjaHHS XXOAHWNX HOBUX AOAATKOBMX AaHUX) -
3MiHV BHECEHO A0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHA MikapcbKoro 3acoby A0 po3ainis
"apmakonorivHi BacTneocTi”, "3acTocyBaHHs
y nepiof BariTHOCTI abo rofyBaHHs rpyaat”,
"Mo6iyHi peakuii" BiANOBIAHO A0 iHhopMmaLi
pedhepeHTHOro sikapcbkoro 3acoby (Jlipuka,
Kancynu no 75 mr aéo 150 mr).

MepiognyHiCTL NoAAHHA perynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3neku BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne

996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.

peyenmom

6e3

nionsieae

nionsizae

UA/0790/01/01

23.| ONNIA30/1b®

aepososib, N0 601y
6as10Hi 3 KnanaHom
6e3nepepBHoOI Ail; no
1 6anoHy B nauui 3
KapTOHY

AT "Ctoma”

YkpaiHa

3MiHu Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkil
XapaKTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn NikapCbkoro
3acoby, abo gocnimxeHs 3 6e3neku

peyenma

3aCTOCYBaHHS flikapcbKoro 3acoby B




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IDKEHb, MPOBEAEHNX
BiANOBIAHO A0 MMaHy neaiaTpUYHNX AOCIIKEHb
(PIP) (3MiHY y3rofXeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVM OpraHoMm) - 3MiHU BHECEHO [0
IHCTPYKUIT AN MEeAMNYHOro 3aCTOCYBaHHS
niKapcbkoro 3acoby Ao po3gainy "MNokasaHHa", a
TakoX A0 po3ainis "®apmMakonorivHi
BNacTMBOCTI" (YTOYHEHHS iHchopmawii),
"MpoTunokasaHHa", "B3aemogis 3 iHW1Mun
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobamMBOCTi 3acToCcyBaHHS",
"Cnoci6 3acTocyBaHHsA Ta A03U" (YTOYHEHHS
iHhopmauii Woao TpMBasIOCTi 3aCTOCYBaHHS),
"Mepepno3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO
[0 OHOB/IEHOT iHGhopMaLLiT 3 6e3nekn Ajitynx
PEYOBUH NiKapCbKOro 3acoby.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn BigNOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarniagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLi
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
PEerynsipHmx 3BiTiB 3 6e3neKu.

24,

OTOTOH®

Kpanni ByLUHi no 16 r
y thnakoHi; no 1
hNakoHy pasom 3
KpanenbHuLer y
nauui 3 KapToHy

NnAT
"papmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MegMyYHOro
3acTocyBaHHsA
reHepuyHUX/ribpuaHNX/6ionodibHMX NikapCbKUx
3ac06iB nicNs BHECEHHS TiEl camMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3MiHa He NoTpebye
HafaHHSA XXOAHWUX HOBUX JOAATKOBUX JaHMX) -
3MiHU BHECEHO [0 IHCTPYKUiT AN MegUYHOro
3acToCcyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Moka3zaHHA" (YTOUHEHHS (DOPMYSIOBAHHS),
"apmMakonoriyHi BnactusocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWnMm
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmMBOCTI 3acTOCyBaHHS",

6e3
peyenma

nionsieae

UA/13775/01/01




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaatro”, "Cnocib 3actocyBaHHA Ta
posn”, "Oitn" (6yno - 3 rpyAHoro Biky, cTasno - 3

1 micsaug), "Mo6ivHi peakuii” BignosigHoO A0
iHhopmawii pechepeHTHOro nikapcbKoro 3acoby
(OTUMNAKC®, kpanni BYLLHi).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300pOB’A YKpaiHu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBMWTb: 3iAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

25.

MPOCTATUNEH®

cynosuTopii
pekTasibHi no 0,03 r
in bulk: no 5
CynosuTopiiB y
6nicTepi; no 180
6nicTepiB y ALLMKY

MpusatHe
akuioHepHe
TOBapPUCTBO

«Jlekxim-

XapkiB»

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

«J1ekxim-XapkiB»

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMyYHOCTI NodaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

He
nionsieae

UA/13462/01/01

26.

NMPOCTATUNIEH®

cynosuTopii
pekTasnbHi o 0,03 1
no 5 cynosutopiis y
6nictepi; no 1 a6o 2
6nicTepu B nauui 3
KapTOHY

MpusatHe
akuioHepHe
TOBapUCTBO

«J1ekxim-

XapkiB»

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

«Jlekxim-Xapkis»

Ykpaina

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL Nikapcbkoro
3aco0by, TeKCTi MapKyBaHHs Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha nifcrasi
perynspHO OHOB/IIOBAHOrO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiliinii nepiog, abo sk pesynbTart
OL,iHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
BiA4NOBIAHO A0 NnaHy nejiatpudHNX JOCifXeHb
(PIP) (3MiHy y3rofiXXeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHU BHECEHO A0

6e3
peyenma

He
nidssieae

UA/0800/01/01




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainy “MNokasaHHa", a
TakoxX Ao po3ginis "OcobnMBOCTI
3acTocyBaHHs", "Mepeno3yBaHHA" BigNoBigHO
[0 OHOB/EHOI iHGpOopMaLLii 3 6e3nekn gito4oi
PeYOBUHM NiKAPCbKOro 3acoby.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300pOB’A YKpaiHu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBMWTb: 3iAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

27.

NMPOTAMIHY
CYNb®AT

PO34MH A5 H'EKLN,
1000 MO/mn; no 5
MmNy cpnakoHi; no 5
chnakoHiB B mauui 3
KapToHy; no 10 mny
thnakoHi; no 1
dhnakoHy B nauuj 3
KapTOHY

MpAT "Mo
BMPOGHMLTBY
IHCYniHIB
"IHOAP"

YkpaiHa

MpAT "Mo
BMPOGHULTBY
iHcyniHiB "IHOAP"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIii AN MeANYHOro
3acTOCyBaHHs Ha MifCcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKn NiKapcbkoro
3acoby, abo focnimxeHb 3 6esnekn
3aCcTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo Sk pesynbtat
OL,iHKM 3BITY 3 AOCNiMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NNaHy neaiaTpuyHNX JOCiLAXKeHb
(PIP) (3MiHy y3rofxeHo 3 KOMMeTEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHECEHO [0
IHCTPYKLi o115t MEeAMYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby fo po3sginy "OcobnneocTi
3acTocyBaHHA" BifNoBiAHO [0 OHOB/IEHOT
iHhopmaLii 3 6e3nekun 3acTocyBaHHA Ajitoyol
peyvoBUHN.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLii
Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpOHU

3a
peyerimom

He
nionsieae

UA/9616/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
3[10poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
28.| PEBMA/TTUH Tabnetku no 15 wr, TOB YkpaiHa TOB "®APMEKC Ykpaina MepepeecTpauis Ha HEOOMEXEHUA TEPMIH. 3a He UA/11608/03/02
no 10 Tabnetok y "®APMEKC reyn peyenmom | niosnsizae
6nictepi, no 1 a6o 2 reyn" MepiognyHICTb NOA4AHHS PerynspHo
6nicTepy B nayw, OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOB’A YKpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI locTuLii
Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
29.| PEBMATUH Tabnetku no 7,5 wr, TOB YkpaiHa TOB "®APMEKC Ykpaina MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/11608/03/01
no 10 TabneTtok y "®APMEKC reyn" peuyenmom | nidsisizae
6nicTepi, no 2 reyn" MepioAnYHICTb NOAAHHS PerynsapHo
6nicTepu B nayw, OHOB/IIOBAHOrO 3BITY 3 6e3nekun BifnNoBiAHO A0
Mopsigky 34iicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
30,0pOB’A YKpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI CTUL,i
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Haka3y MiHicTepcTBa OXOpOHU
34,0p0B’s YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3HavYeHUMN y NepiogMUHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neKu.
30.| CAHOOCTATUH® nopoLIoK Ans HosapTic LLiBeiiuapis BTopuHHe LLiseiiuapisi/ MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1537/02/03
NAP cycnensii gns dapma Al nakyBaHHs, BUMYCK Higepnangn/ 3MiHu |l TUny - 3MiHn Woao peyenmom | nidsisg2ae
iH'ekuin no 30 mr 1 cepii rotoBoro ABCTpIs 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
hNakoH 3 NPOAYKTY: 3MiHU Y KOPOTKiil XapakTepucTuLi NikapcbKoro
Mikpocdrepamu y HosapTic ®apma 3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
KOMMJIEKTI 3 LLTeliH AT, MeJMYHOro 3aCTOCYBaHHS Y 3B’AA3KY i3 HOBMMMU
PO3UYNHHVKOM LLIseiiuapis; OaHnUMU 3 KOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
(Hatpito Brpo6HMUTBO, JaHuMu Ta faHumuy 3 chapmakoHarnsagy - 3miHu
Kapmesno3y/HaTpito KOHTPO/b SIKOCTI, BHECeHO A0 [HCTPpyKLUii AnA MeagnyHoro
KapbokcumeTuILento nepBuHHE 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
nosy, maHit (E 421), nakyBaHHs "Ocob6nuBocTi 3acTocyBaHHs", "T06IuHI
BOAY ANS iH'EKL, PO34YMHHMKA Ta peakuii”, "HecymicHicTb" BignoBigHoO A0
nosnokcamep 188) no anbTepHaTUBHWIA Marepianis peecTpauiiiHoro AoCbE.
2 Mn 'y nonepeiHb0 BUPOGHUK ANst
3anoBHEHOMY BTOPVIHHOIO MepiognyHICTb NOAAHHS PerynsipHo




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
LINpuLi, Ta 0gHOK nakyBaHHs OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO L0
rO/IKOK0 Ta OfHUM roToBOro Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
afanTepom B NPoAYKTY: 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHIlA KopooLi A660TT 3/10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
Bionomxukanc 898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
B.B., HigepnaHaw; Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
Bupo6bHMLTBO (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
Hepo3acoBaHoro 340poB’A YKpaiHu Big 26 sepecHs 2016 poky Ne
npoayKTy, 996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
KOHTPO/b SIKOCTI, 3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
nepBuHHE perynspHux 3BiTiB 3 6e3neku.
nakyBaHHS
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpIS;
KOHTPONb SKOCTI
MOpOLLIKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOJIEKYNAPHOI
Macu nonimepy:
CaHpo3 'm6X,
ABcCTpist
31.| CAHAOCTATUH® NMopoLoK ANns Hosapric LLiBefiuapis BTopuHHe LLiseiiuapisi/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/1537/02/01
NAP cycneHsii ans dapma Al nakyBaHHs, BUMYCK HigepnaHngu/ 3MiHu Il TMNY - 3MiHK Woa0 peuenmom | nidssizae
iH'ekuin no 10 mr 1 cepii rotoBoro ABCTpIs 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

hNakoH 3
Mikpocdepamu y
KOMMNEKTi 3
PO3YVHHVKOM
(HaTpito
Kapmesnosy/HaTpito
kapbokcumeTunLento
nosy, MaHiT (E 421),
BOAY ANS iH'EKL,
nosnokcamep 188) no
2 Mn y nonepeaHLo
3aMnoBHEHOMY
LnNpwj, Ta 0gHOK0
rO/IKOI Ta OfHUM
afantepom B
KapTOHHIli KopoobLi

NPOAYKTY:
HosapTic ®apma
LLTeliH AT,
LLiBeiiuapis;
Bupo6bHnuTBO,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs
pO34YMHHMKA Ta
anbTepHaTUBHWIA
BMPOBHUK AnA
BTOPUHHOTO
nakyBaHHS
roToBOro
NPOAYKTY:
ABGOTT
Bionompxukanc
B.B., HigepnaHgw;
Brpo6HMLTBO
Hepo3dacoBaHoro

NpoAyKTY,

3MiHW Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 AKOCTI, AOKMIHIYHUMM, KNIHIYHUMUN
JaHuMK Ta faHumuy 3 chapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUii 418 MeanyHoro
3acToCcyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Oco6numBocTi 3acTocyBaHHA", "Mo6IYHi
peakujii”, "HecymicHicTb" BignoBigHO A0
MarepianisB peecTpauiiiHoro AoChE.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPMAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
3[10pOB’A YKpaiHuu Big 27 rpyaHsA 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBMTb: 3riAHO 3i CTpOKamMu,




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHS
MOPOLLIKY:
CaHnpo3 'mbX,
ABCTpIS;
KOHTPONb SIKOCTI
MOpOLLIKY 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOIEKYNAPHOI
Macu nonimepy:
CaHpo3 'm6X,
ABcCTpis

3a3Ha4YeHMMU Y NepiogMYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

32.

CAHAOCTATUH®
NAP

MOPOLLIOK AnS
cycneHsii ans
iH'ekuin no 20 mr 1
hNakoH 3
Mikpocdepamu y
KOMM/IEKTI 3
PO3YVHHVKOM
(HaTpito
Kapmenosy/Hatpito
Kap6oKcMmeTnALento
nosy, MaHiT (E 421),
BOAY ANS iH'EKL,
nosnokcamep 188) no
2 Mn y nonepeaHLo
3aMnoBHEHOMY
LnNpwj, Ta 0gHOK0
rOMIKOI Ta OfHUM
afantepom B
KapTOHHI Kopo6Lyi

Hosapric
Papma Al

LLiBefiuapis

BTopuHHe
nakyBaHHS1, BUMYCK
cepii roToBoro
NPOAYKTY:
Hosaptic ®apma
LLTeliH AT,
LLiBeiiuapis;
Bupo6bHnuTBO,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs
pO34YMHHMKA Ta
anbTepHaTUBHWIA
BMPOBHUK AnA
BTOPUHHOTO
nakyBaHHS
roToBOro
NPoOAYyKTY:
ABGOTT
Bionompxukanc
B.B., HigepnaHgw;
Brpo6HMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPO/b IKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLIKY:
CaHpo3 'mbX,
ABCTpIS;
KOHTPO/b SKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a

LLiseiiuapisi/
HigepnaHngu/
ABCTpIs

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHu Il TMNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
OaHUMU 3 AKOCTI, AOKMIHIYHUMM, KNIHIYHUMUN
JaHuMK Ta faHumuy 3 chapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUii 418 MeanyHoro
3acToCcyBaHHS NikapcbKoro 3acoby Ao po3gainis
"Oco6umBocTi 3acTocyBaHHA", "Mo6IYHi
peakujii”, "HecymicHicTb" BignoBigHO A0
MarepianisB peecTpauiiiHoro AoChE.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPMAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
3[10pOB’A YKpaiHuu Big 27 rpyaHsA 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMWTb: 3iAHO 3i CTPOKaMMK,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHs
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/1537/02/02




Ne

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep

peecmpayjitiHo2

0 NOCBIOYEHHSs

/n

BUK/OYEHHAM
MOJIEKYNAPHOI
Macu nonimepy:
CaHpo3 'm6X,
ABcCTpist

33.

CEPMIOH®

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI0, Mo 30
mr, no 15 Tabnetok y
6nictepi; no 2
6nicTepu y KapTOHHIN
KOpoo6Li

Mdpaiizep IHK.

CLA

Mdpaiizep ITanisa
C.p. n.

ITanisa

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MinHu Il TMnY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
OaHUMU 3 AKOCTI, AOKMIHIYHUMU, KNIHIYHUMUN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO A0 IHCTPYKLii A1 MeAUyYHOro
3acToCcyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BNactneocTi" (YyTOYHEHHS
iHdhopmawii), " B3aemogis 3 iHWuMmn
nikapcbk1UMK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHOCTi Ta
rogyBaHHs rpyaar”(pegaryBaHHs TEKCTY),
"3paTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
MexaHisMamu'(pegaryBaHHs TeKCTy), "Cnoci6
3acTocyBaHHSA Ta [03un"(peaaryBaHHs TEKCTY),
"[iTn"(peparyBaHHs TekcTy), "MNepenosysaHHs",
"Mo6iyHi peakwji " BigNOBIiAHO A0 MaTepianis
peecTpawiiHoro Aoche.

MepiognyHiCTL NoAaHHA perynsipHo
OHOBJOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHnu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/5183/01/01

34.

DEPMEL®

PO3YMH ANS iH'EKLN,
20 mr/Mn no 5 mn B
amnyni; no 5 amnyny
KapTOHHI Kopo6Lyi

Megiue
ApuHaiimiTTen
b MoTTEP
vb6X & Ko. KI

HimeuunHa

Bupo6Huk 6anky
amnyn,
aIbTepHATUBHMN
BMPOGHMK,

BiNOBIgaNbHWIA 32

BTOpPUHHE

HimeyunHa

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHu Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnisgy. 3MiH1 y KOpoTKili
XapaKTepuCTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYyBaHHSA

3a
peyenmom

He
nionsieae

UA/13237/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n yrnakoskKa) 0 NOCBIOYEHHSs
nakyBaHHs reHepuYHUX/riopuaHNX/6ioNoaibHMX NiKapCbKUX
(BKkOUaOUM 3aco6iB nic/1A BHECEHHSA TiET camoi 3MiHW Ha
MapKyBaHHs pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
amnyn): Ha/jaHHS XOAHWNX HOBUX AOAATKOBUX AaHUX) -
Contochapm 3MiHU BHECEHO [0 IHCTPYKUiT AN MEAUYHOTO
dapmavoiiTie 3acTocyBaHHS NiKapCcbKoro 3acoby Ao po3ainis
EpuolirHicce "®apmakoTepanesTnyHa rpyna. Kog ATX"
v6X, HimeuyunHa,; (3aTBepaxeHo - Kog ATX BO3A CO02,
B1pOGHMK, 3anponoHoBaHo - Kog ATX BO3A C),
BiANOBigaIbHMI 3a "MpoTunokasaHHa", "B3aemogis 3 iHW1Mun
BTOPVHHE nikapcbknMmn 3acobamu Ta iHWi B1uam
nakyBaHHs B3aemogiin", "OcobamMBOCTi 3acToCcyBaHHS",
(BKOUAOUM "3acTocyBaHHA y nepiof BariTHOCTi abo
MapKyBaHHA roflysaHHs rpygar”, "MNepeposysaHHs’,
amnys) Ta BUMnycK "Mo6iyHi peakuii BiANOBIAHO A0 iHopMmaLi
cepi: pedepeHTHoro nikapcbkoro 3acoby (Venofer 20
Megijue mg).
ApuHaiimitTTens
MoTTep MNvbx & MepioAnYHICTb NOAAHHS PErynspHo
Ko. KI', HimeuunHa OHOB/OBAHOTO 3BITY 3 6e3neku BigNoBigHO 40
Mopsaaky 34iicHeHHs chapmakoHarniagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI locTuLi
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
PEerynsipHmx 3BiTiB 3 6e3neKu.
35.| ®JTYOMI3VNH TabneTku BariHasIbHi MegiHosa Al LBeliuapis BignosiganbHuii HimeuunHa/ MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/1852/01/01
no 10 mr; no 6 3a BUPOGHMLTBO: LLIseliapis 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
TabneTok y 6nictepi, PotteHgopd thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 1 6nictepy B dapma M'v6X, y3arasibHeHUX AaHux Npo cuctemy
KapTOHHI Kopo6Li; HimeuyumnHa; thapmakoHarnagy (BBefeHHs y3arasibHeHnX

no 2 TabneTkn y
6nictepi, no 1
6nicTepy B KapTOHHIl
Kopobui

BignosigansHuii
3a NepBUHHE Ta
BTOPVHHE
nakyBaHHs:
PotTeHzopd
dapma M'v6X,
HimeuuunHa;
BignosiganbHuii
3a KOHTPO/ib
AKOCTI Ta BUNYCK
cepii:
MegiHoBa Al

JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
3[ificHeHHs chapMakoHarnsay; KOHTakTHOI

0cobu 3 chapmakoHarnagy 3asBHvKa Ans
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0co6H,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapMakoHarnaay (BKIHYaoUmn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemu chapmakoHarnagy) - 3miHa KOHTakTHOT
ocobw, BignoBiganbHOI 3a hapmakoHarnsga:
fitoya pefakuis - TepeHTbeB OnekcaHgp




Ne

/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka ghopma,
yrnakoskKa)

3asasHukK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Pexknamy
BaHHs

Homep
peecmpayjitiHo2
0 MocBi04YeHHs

LLiBeiiuapis

HOpilioBuY, NponoHoBaHa peakLis - PormHcbka
OneHa MaBniBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6M, BignoBiganbHoI 3a
hapmakoHarnag. 3MiHv Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy nefiatpuyHnX JOCAiAKEHb
(PIP) (iHWi 3MiHW) - 3MiHV BHECEHO [0 iHCTPYKLiT
AN MeAMYHOro 3aCTOCyBaHHA NiKapCbKoro
3acoby Ao po3giny "MokasaHHs" (BUAYYEHO:
«TpuxomoHia3. CaHauis nepes riHeKkonoriYHuMu
BTPYYaHHAMU Ta Nosioramm») Ta iHWmx
po3ginis"®dapmakonoriyHi BnactTmsocTi',
"MpoTunokasaHHsa", "B3aemogis 3 iHWnmuy
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaato”, "Cnocié 3actocyBaHHs Ta
[03n" (YTOUYHEeHHs iHdopmadi),
"Mepepno3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO
[0 MaTepianiB peecTpauiliHoro fochbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.

36.

DYKOPLMH

PO3YMH HaLLKipHWT
no 25 mny
hnakoHax; no 25 mn
y dhnakoHi; no 1
hnakoHy B nauui 3
KapTOHY

TOB
"TepHochapm"

Ykpaina

TOB
"TepHochapm”

YKpaiHa

MepepeecTpallis Ha HEOBMEXeHU TEPMIH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW

6e3
peyenma

He
nionsieae

UA/0588/01/01




Ne | Ha3ssa siikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjitiHo2
/n ynakoska) 0 NOCBIOYEHHSs
3[10poB’A YKpaiHuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.
37.| XNOPAM®EHIKON NMopOLLOK MpAT YkpaiHa Hocuct Kutaii MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/0805/01/01
(NEBOMILIETUH) KpucTaniyHmi "®apmaueBTu dapmac TrKan nionsieae
(cybeTaHuis) y YHa dhipma poyn Ko., fiTa,.
nakeTax noAgiiHMX "fapHuua”
nonieTuneHosmx Ans
thapmavLeBTUYHOro
3acTocyBaHHsA

HauyanbHuK Bigainy 3 nutaHb hapmaueBTUYHOI AiSSIbHOCTI

JenapTameHTy BNpoBamXeHHs pechopm

T.M. 1acKoBCbKuii

Moparok 3

Ji0 HaKa3y MiHicTepcTBa 0X0poHH

3[00pOB’A YKpaiHu
17.05.2019 Ne 1134

MEPENIK

JIIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTUHUX ITPEITAPATIB), 11040 AKX BYJIM BHECEHI 3MIHU 10

PEECTPALIIMHNX MATEPIAJIIB, IKI BHOCATHCS 10 IEPYKABHOI'O PEECTPY JIIKAPCHKIX 3ACOEBIB YKPATHU

6nicTepiB B KAPTOHHIl
Kopo6ui; no 20 TabneTok
y 6nicTepi; no 5
6nicTepiB y KaPTOHHIi
Kopoobui

hapmakoHarnsay, 3mMiHa ynoBHOBaXXeHOT 0cobu, BiANOBigaIbHOT
3a 3[jicHeHHs hapMakoHaraay; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHI fiaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-gaiina

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1

1. AKAPA Tabnetku dapmaneBTuy MonbLia dapmaLeBTuy Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/5687/01/01
KMLLKOBOPO34MHHI No 75 HWIA 3aBOA, HWA 3aBOg 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. peyenma
mr no 10 TabneTtok y "MONb®APM "MONb®APM BBeaeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
6nictepi; no 3 abo no 5 A" C.A. A" C.A. thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHux Npo cuctemy




1 6nicTepy B KapTOHHIl
KopooLi

thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAA/TbHOI
3a 34iliCHEHHA chapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAALHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-gpaiina
cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXEHOI 0co6u
3asBHVKa , BIANOBIAA/IbHOT 3a hapmakoHarnsag, : firova
pepakuis : Dr. 1zabella Slowik. MNponoHoBaHa pefakus:
Krzysztof Karpinski
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cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOI 0cobu
3a8BHVKa, BiANOBiAabHOI 3a hapmakoHarnsag,: ditoua pegakuis:
Dr. Izabella Slowik. MponoHoBaHa pefakuis: Krzysztof Karpinski.
2. AKAPL TabneTku dapmaveBTny MonbLa dapmaueBTny Monbua BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5687/01/02
KMLUKOBOPO3YMHHI NO HWIA 3aB0Of, HWiA 3aB0Of, 3MiHU LWoAo 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnagy. peyenma
150 mr no 10 Tabnetoky | "MONIbOGAPM "MONTb®APM BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
6nictepi; no 3 abo no 5 A"C.A. A"C.A hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux nNpo cuctemy
6nicTepiB B KAPTOHHIl thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
Kopobu; 3a 3[jicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
no 20 TabneTok y hapmakoHarnsgy 3asiBHUka 415 34iliCHEHHA hapmakoHarnsay B
6nictepi; no 5 6nictepis YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT ocobu,
Y KapTOHHiIli kopobLi BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cmcTeMu dpapmakoHarnsgy) 3MmiHa ynoBHOBaXeHOI 0cobu
3asBHVKa, BigNoBiAas/IbHOI 3a hapmakoHarnsag: [ivoya pefakuis:
Dr. Izabella Slowik. NponoHosaHa pegakuis: Krzysztof Karpinski.
3. ANEPrEHN cnpeii cy6niHrBanbHWiA; Heollpo6ioKe KaHapa OIATEP IcnaHis BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/16214/01/01
CYBNIHIBA/b | iHidianbHWit Habip: no 1 ap IHk. NABOPATOPI 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay. peyenmom
HI OIATEP onakoHy C (3 mn) O AE BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta yMOB Buaadi
pasom 3 2 pnakoHamu D AIATHOCTIK peecTpauiiiHoro NocBigyeHHs, BkIYatoum MNnaH ynpasniHHA
(9 mn) y nnactrkosomy ol pu3nKamMmm (3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
KOHTelHepi; AMNIKACIOH nofanbLIOro 06rpyHTYBaHHSA HOBMMU A04ATKOBMM AaHUMMU, WO
nigTPUMYHUMiA Habip: no EC MaloTb HafaBaTUCA KOMNETEHTHUM OpraHoOM, OCKifTbK/
2 cbnakoHu D (9 mn) y TEPAMEYTIK BMMAaraeTbCa CyTTEBA OLiHKA KOMNETEHTHUM OpraHoMm) -
n1acTMKoBoMy AC, C.A. BMKOHAHHS 3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1
KOHTeliHepi popatky 15 po MNopaaky NpoBeAeHHs eKcnepTuan peectpaviiHnx
mMarepianis Ha nikapcbki 3aco6u, L0 NoAaTbLCA Ha AePXKaBHY
peecTpauito (nepepeecTpalito), a TakoX ekcnepTu3n MaTepiasis
NpO BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianiB NpoTArom fii
peecTpaLiiHoro nNocBiAYeHHs, 3aTBEpPAXEHOro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
4, ANNEPTEK® TabneTkun, BKPUTI BapLuaBcbkuii MonbLua dPapmaLeBTny Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/6422/02/01
060/10HKOI0, MO 10 Mr, hapmaneBTuy HWi1 3aBOf 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 7 aéo no 20 HWlA 3aBof, "Monbhapma” BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
Tabnetok y 6nictepi; no Monbcha AT C.A. hapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux npo cuctemy
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5. ANbKA-MPUM® | Tabnetkv wunyyi no 2 PapmanesTny MonbLua dapmaneBTny Monbwa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/8237/01/01
Tabnetkn y cTpuni; no 1 HWA 3aBOf, HWi1 3aBOf 3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy. peyenma
ab6o no 5 cTpvnis B Jlonbhapma” Jlonbhapma” BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
KapTOHHI/ Kopoo6Li hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asiBHUka 45 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHSA (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-galina
cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
3asBHVKa , BIANOBIAA/ILHOT 32 hapmakoHarnsg : [irova
pegakuis : Dr. 1zabella Slowik . MponoHoBaHa pegakuis:
Krzysztof Karpinski .
6. AMBPOKCON Tabnetkun no 30 mr no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 6e3 UA/8801/01/01
EKCTPA TabneTtok y 6nictepi; no "Actpacapm” "AcTpadchapm" 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy, 3aMmiHa peyenma
2 6nicTtepu B kopobLi 3 po3giny «IpadiuHe ohopMNIEHHSA YNAaKOBKU» Ha Po3[in
KapToHy «MapkyBaHHs»
7. AMOKCUK/NAB | Tabnetku, BKpUTI CaHpo3 CnoseHisi Nex CnoseHis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/7064/01/02
® 2X NMiBKOBOK 0G0/OHKOM0, dapmMacbioTik dapmareBTuy 3MiHa Yy MeToAax B1NpobyBaHHSA roTOBOrO /liKapCbKoro 3acoby, peyenmom
875 mr/125 mr no 7 ans3 a.4a., Ha KomMaHis 4. NOKa3HNKOM «PO34YMHEHHSA», a came: Ao4aBaHHSA
TabneTtok y 6ictepi; no 4., CnoBeHis a/1bTepHATMBHOIO aBTOMAaTMYHOTO Bigbopy Npob
2 6nicTepu y KapTOHHii (Bunyck cepii);
KopobLi Nex
dapmavnesTny
Ha KoMmMaHis
A.4., CnoseHist
(BUPOGHMLTBO
3a NOBHUM
LIMKIOM)
8. AHANbIH PO34MH A5 iH EKLi, TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14166/01/01
500 mr/mn, no 2 Mmn B Papm" Papm” 3MiHM 3 SiKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI. peuyenmom
amnyni; no 5 amnyn'y 3miHa po3mipy cepii (Bk/IOYatoumn gianasoH po3Mipy cepir)
KOHTYPHIli YapyHKOBIi roTOBOrO JlikapCcbkoro 3acoby (36inbleHHs Ao 10 pasis
yNakoBLi; M0 2 KOHTYPHI NOPIBHSAHO i3 3aTBEP)KEHUM PO3MIPOM) BBEAEHHS 404ATKOBOro
YapyHKOBi YNakoBKN B po3mMipy cepii 200 N1 4o BXe 3aTBepaKeHux po3mipis 40 n, 80 n,
nauui 300 n, 500 n.
9. AHTUKATAPA NOpoLUOK ANs CninbHe YkpaiHa NABOPATOPI IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/7810/01/01
n OpPa/ILHOIO PO34UHY, NO YKpaiHCbKO- OC AJIKANA noAaHHA OHOBMIEHOTO cepTudikarTa BignoBiAHOCTI EBponeichKii peyenma
10 nakeTukiB 3 icnaHcbke ®APMA, C.N. thapmakonei Ne R1-CEP 2000-124-Rev 08 (3aTBEpmkeHo: R1-
NOPOLLKOM Y naui 3 nigNPUEMCTBO CEP 2000-124-Rev 07) ans pjtovoi pevoBuHn Paracetamol Big
KapTOHY "CMNEPKO BXE 3aTBEPKEHOr0 BUPOOHMKa
YKPAIHA"
10. APFOCY/NIb®A | kpem, 20 mr/r; no 15r TOB YkpaiHa dapmsasop, Monbwa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/1031/01/01
H® ab6o 40 r y Ty6i; no 1 Ty6i "BAJIEAHT Enbda A.T. AAMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecu peyenma
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B KQpPTOHHIi kopooLi

®APMACBLIO
TIKAN3"

MiCLil NMPOBaKEHHS Ais/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYauy AinbHULi BUMYyCKy cepii abo
MicLie NPoOBeAEHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNOpTEp, BKOYAOUM BUMYCK CEpild)
YTOYHEHHS agpecy BUpo6HuKa ®apm3aBog Enbga A.T.,
Monblwa, 6e3 3MiHn MicLa BUPO6HULTBA: 3MiHW BHECEHI B
IHCTPYKLi0 4719 MeANYHOro 3aCTOCYyBaHHS LW040
MiCLLe3HaxX0MKEeHHS BUPOOHMKA, IK HACNIAOK — BiANOBIAHI 3MiHW Y
TEKCT MapKyBaHHS NikapcbKoro 3acoby.

BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS

11.

APTOCY/Ib®A
H®

Kpem, 20 mr/r; no 15 r
a60 40 r y Ty6i; no 1 1y6i
B KQpPTOHHI kopo6Lyi

TOB
"BAJIEAHT
®APMACBIO
TIKAN3"

YKpaiHa

dapm3asof
Enbha A.T.

MonbLa

BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasisHeHUxX JaHux npo cuctemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cucTemu hapMakoHarnsgy) [ivova pefakuis: YnoBHOBaxeHa
ocoba, BignoBigasbHa 3a hapmakoHarnsg — Bozena Anna
Raclavwska, MD. YnoBHoBaxkeHa 0co6a, BignoBigasibHa 3a
thapmakoHarnag B Ykpaini — JleBuupkuii FOpili Bacunbosuy.
[MponoHoBaHa pefakLisi: YNoBHOBaXKeHa 0c06a, BignosigasibHa
3a (papmakoHarnag — Dr.Silke Gries-Bartenschlager, MD, PhD,
MBA. KoHTakTHa ocoba, BignoBigasibHa 3a hapmakoHarnsg —
NeBnubkunii KOpii BacunboBuY. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a chapmakoHarnsg,.
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0co6W, BignoBiganbHOI 3a
thapmakoHarnag. 3miHa Micus 34ilCHEHHSI OCHOBHOT AiSNIbHOCTI 3
chapmMakoHarasgy. 3miHa MicLesHaxomKkeHHs macTep-ghaina.

6e3
peyenma

UA/1031/01/01

12.

APUKCTPA®

PO3UMH ANA H'EKLN,
12,5 mr/mn no 0,4 mn (5
mr), abo no 0,6 mn (7,5
mr), a6o no 0,8 mn (10
Mr) Y nonepeHbo
3arnoBHEeHEeHOMY LUMPULL;
no 10 nonepegHbLO
3arnoBHEHUX LWNPpULiB Y
Kopoo6Li

AcneH dapma
TpeigiHr
Nimiteq

Ipnangis

AcneH Hotep

JNawm ne
BoHpeBinb

®paHuisa

BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny -
3MiHa NapamMeTpiB cneyudikawin Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNaKoBKM FOTOBOrO fiKapCbKOro 3acoby
3BY)XEHHS AONYCTUMUX, BUSHAYEHHUX Y cneuudikauii ons
NepBUHHOT yMakoBKM FOTOBOTO NiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y MeTogax B1UnpobyBaHHs NEePBMHHOI YNakoBKN FOTOBOIO
NikapcbKoro 3acoby - AoAasBaHHA METOAMKN BUNPOOYBaHHS
«Bi3yasibHWIi KOHTPOJIb HASABHOCTI 3aXiCHOTO KoBMayka Ans
rofiku» 10 cneuudikauii nepB1UHHOI YNakoBK1 roTOBOro
nikapcbkoro 3acoby. Lis meToaunka 3aCTOCOBYETLCA TiNbKu J0
aBTOMATMYHOTO LWNpuua ans 3axmucty ronkn (ANPS) 3
iHTEerpoBaHUM 3aXMMOM; 3MiHM | TUNY - 3MiHa By Ab-SKOT YaCTUHM
maTepianly NepBMHHOT YNakoBKK, LLIO HE KOHTaKTY€e 3 FOTOBUM
NiKapCbk1Um 3aco60M (Hanpukaag Koslip KpULLIEYOK 3 KOHTPos1IeM

3a
peyenmom

UA/6804/01/02
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nepLloro BiAKPUTTSA, KOMIp KOAOBUX KiNeLb Ha amnynax,
KOHTelHepa A1 ronokK - yA0CKOHa/TIeHHA 3aXMCHOro NPMUCTPOLO 3a
[10MOMOroH0 3aXMMy, 6e3nocepesiHb0 IHTErPOBAHOTO B HUXHIO
YacTVHY 3aXMCHOro NPUCTOPOIO; 3MiHK | TNy - 3MiHa
noctayasnibHuKa nakyBasibHVX MaTepiasiis abo KOMNIEKTYHOUNX -
BUAAIEHHS MOCUIaHHA Ha NoCTava/lbHUKIB KOMMOHEHTIB
NepBUHHOT ynakoBku 3 p. 3.2.P.7. Cuctema koHTeiHep/
3aKynoproBasibHWiA 3aci6. BHeceHHS pefakuiiiHuX NpaBok y p.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6

13.

APUKCTPA®

PO34nH A8 iH'eKUin, 2,5
mr/0,5 mn no 0,5 mn'y
nonepeaHLo
3anoBHEHOMY LUMPUL;
no 10 wnpuuis B
KapTOHHIA KOpooLi

AcneH dapma
TpengiHr
Nimiteq

Ipnangis

AcneH Hotep

JNawm ne
BoHpeBinb

®paHuisa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo foMyCTUMUX MeX
NepBMHHOT YNakoBKN FOTOBOrO NiKapCbKoro 3acoby -
3BY)XEHHS AONYCTUMUX, BUSHAYEHHUX Y cneuudikauii Ans
NepBUHHOT YNakoBKM rOTOBOTO /1iKapPCbKOro 3acoby; 3MiHuW | Tuny -
3MiHa y MeTogax BUnpobyBaHHsA NePBUHHOI YNaKoBKN FOTOBOIO
nikapcbKoro 3acoby - fofaBaHHSA METOAMKM BUNPOOYBaHHS
«Bi3yanbHuii KOHTPONb HASABHOCTI 3aXiCHOro KoBnayka s
rofiku» A0 cneyudikauii nepBUHHOI YNakoBK1 rOTOBOro
nikapcbkoro 3acoby. Lis meTogmnka 3aCTOCOBYETLCS TiNlbkn 40
aBTOMaTMYHOrO LWnpuua ans 3axucty ronkn (ANPS) 3
iHTEerpoBaHMM 3aKMMOM; 3MiHU | TNy - 3MiHa 6yAb-SKOI YaCTUHM
marepiasly NepBMHHOI YNaKkoBKK, O HE KOHTaKTY€E 3 FOTOBUM
NiKapCbKM 3aC060M - Y0CKOHa/TEHHSA 3aXMCHOTO NPUCTPOLO 3a
[0MoOMOroto 3axumy, 6e3nocepeiHb0 IHTErPOBAHOIO B HUXHIO
YacTVHY 3aXMCHOro NPUCTOPOIO; 3MiHK | TNy - 3MiHa
noctayasnibH1Ka nakyBasibHVX MaTepiaiis abo KOMMIEKTYHOUNX -
BUAA/IEHHS NOCUIAHHA Ha NoCTavyaslbHUKIB KOMMOHEHTIB
NepBUHHOT ynakoBku 3 p. 3.2.P.7. Cuctema koHTeiHep/
3aKynoproBasibHWIA 3aci6. BHeCeHH:A peaakLiiHuX NpaBok y p.
3.2.P.7. Cuctema KoHTeliHep/3aKynoproBasibHWiA 3aci6

3a
peyerimom

UA/6804/01/01

14.

APTULLOK-
ACTPA®APM

Kancynu no 100 mr no
10 kancyn y 6nictepi; no
3 abo 6 6nicTepiB y
KOpo6L,i 3 KAPTOHY

TOB
"Actpadapm”

YKpaiHa

TOB
"AcTpadapm”

YkpaiHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny -
3MiHM Woao 6e3nekun/ehekTMBHOCTI Ta dhapMakoHarnsgy, 3amiHa
po3giny «padiyHe ohopMAIEHHSA YNaKoBKU» Ha PO3fin
«MapKyBaHHA»

6e3
peyenma

UA/6960/01/01

15.

ACMAPKAM-
310POB'A

Tabnetku, in bulk no
1250 TabneTtok y nakeri
nonieTuieHoBoOMy y
KOHTelHepi
naacTMacoBoMy

ToBapucTso 3
06MexeHot
BignoBigasibHi
cTH0
"®GapmaueBTu
YHa KOMNaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
obmexeHoro
BiAgnoBigabHi
CTHO
"papmaLeBTn
YHa KOMNaHis
"3popoB'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULLTBI.
3miHa po3mipy cepil (Bk/IloYakoum gianasoH po3Mipy cepir)
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM) - BBEAEHHS
[04aTKOBOro po3mipy cepii npenaparty Ans AofaTkoBOro Buay
nakyBaHHs in bulk (i3 3a3Ha4yeHHsIM B Kiflorpamax Ta Tuc.
YyNakoBOK y TEOPETUYHOMY POo3paxyHKy) 415 gjtoyoro uexy M3,y
3B'A3KY 3 BUPOOHNYOI HEOOXIAHICTIO; BUPOOHMKM NakyBaslbHUX
matepianis TOB «MacTtep — MNak», YkpaiHa TOB «[MOJ1l — FPYMN
ATI», YkpaiHa; TepMmiH npugaTHOCTI - 3 poky; Ynakoska in bulk: 1
piK; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
Cuctema KoHTelHep/3aKynoproBasibHMiA 3aci6. 3MiHa po3mipy

UA/17437/01/01
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3acoby 20
nocsio4eHHs1
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
HOBOro BMAY nakyBaHHs in bulk no 1250 TabneTok y nakeTi
nonieTUIEHOBOMY Y KOHTEHEpPI N1acTMacoBoOMy 3i 3MiHOK
po3Mipy Ta Macu/o6'emy BMiCTYy ynakoBku 13, Ak Hacnigok,
BBOAMTLCA [OAATKOBUI BUPOOHVK NEPBUHHOIO NakKyBaHHS
(nakeTu nonieTUeHoBI), a TakoX, BBeAEHO TepPMiH NPUAATHOCTI
ons ynakosku in bulk.
CynyTHS 3MiHa
- 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHW 3aci6. 3MiHa Y MepPBUHHIN ynakoBLii
roTOBOrO JlikapcbKoro 3acoby (Tun KoHTeliHepa abo AoAaBaHHSA
HOBOrO KOHTeliHepa) - TBepAi, M'siki Ta HECTEPUIIbHI pifki
nikapcbki hopmMu; 3MiHM 3 AKOCTI. FOTOBWIA NikapCcbkuin 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
noctayanbHuKa nakyBasibHVUX MaTepianis abo KOMMNEKTYHUNX
(AKW,0 3a3HaYeHo B A0CbE) (3aMiHa abo AoAaBaHHS
noctayasibHuKa) - 3MiHW 3 AKOCTi. [0TOBUIA NikapcbKuii 3acio.
CT1abifibHICTb. 3MiHa Yy TepMiHax npuaaTtHocTi abo ymoBax
36epiraHHs roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW)
16. ACNIPVH TabneTku, BKPUTI Baiiep LLBeiuapis Baiiep AT, HimeuyunHa BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/7802/01/01
KAPAIO® KULLKOBOPO3YNHHOIO KoHcbtomep HimeyuunHa 3MiHM BHECEHI Y TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby peyenma
060/10HKOH0, 1Mo 100 wmr, Kep Al (BUPOGHMLTBO
no 14 tabnetok y "in bulk™);
6nictepi; no 2 abo no 4 Baiiep
6nicTepu B KApTOHHI Bittepcensa
naui mM6X,
Himeuunna
(nepBuHHe,
BTOPWHHE
nakyBaHHs Ta
BUMYCK cepii)
17. ACnIPUH TabneTku, BKPUTI Baiiep LLBeiuapis Baiiep AT, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7802/01/02
KAPAIO® KNLLUKOBOPO3UYNHHOO KoHcbomep HimeuuunHa; 3MiHM | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKu peyenma
060/10HKOH0, 10 300 Mmr; Kep Al Baiiep nikapcbKoro 3acoby
no 14 tTabneTtok y BitTepcensp,
6nicTepi; no 2 6nictepu m6X
B KQPTOHHIN mayuyi
18. ATAPAKC® TabneTkn, BKPUTI IOCB dapma Benbris Bupo6bHMLTBO Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1872/01/01
NAiBKOBOK 060/I0HKOIO, CA, 3a MOBHUM 3MiHU 3 AkocTi. APl KoHTponb A®I. 3miHa y meToAax peyenmom
no 25 wr; no 25 LMKIOM: BMNpo6yBaHHA A®I| abo BUXigHOro MaTepiasty/mnpoMikKHOro
Tabnetok y 6nictepi; no IOCBE dapma npoaykTy/peareHTy, WO BUKOPUCTOBYETLCA Y NpoLeci
1 6nicTepy y KapTOHHiiA C.A., benbris; BMPO6HMLTBA ADI (iHLI 3MiHK Y MeToAax BUNPOGYyBaHHSA
Kopoobui [opatkoBa (BKTrOHaOuM 3aMiHy abo JONOBHEHHS) Ad| abo
BUpOGHMYa BUXiAHOro/NPOMIXHOrO NPOAYKTY) 3aMiHa 3apeecTpoBaHoro
AiNbHUUA, Ha BEPX meToay y BignoBigHicTb Ao USP <621> ans BU3HAYEHHSA
SAKIN [OOMILLIOK Ha BHYTPILWHI MmeTog meth-001566, sknii Bigpi3HAETbCS




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
3[jICHI0ETbCSA TiNbKV CKNaA0M PyXOMOi hasun; HOpMyBaHHS 3a AaHNM
KOHTpPO/b MOKa3HNKOM 3a/MLLEeHO 6€e3 3MiH. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
cepii: A®I. KoHTponb A®L. 3miHa y MeTofax BunpobysaHHs APl abo
AHabioTuk HB, BMXIAHOr0 Marepiany/npomMkHOro NpoayKTy/peareHTy, Lo
Benebris; BMKOPVCTOBYETbLCA Y NPOLLeCi BUPO6HMLUTBA AD| (BUNYYEHHS
Crc nat MeToay BUnNpobyBaHHs Ans Adl/peareHTy/MPOMIDKHOIO NpPoAayKTy,
CimoH CA, AKLLO a/TbTEPHATVBHUIA METOZ, BXe 3aTBEPKEHNI) BUTYYEHHS 3i
Benbris cneundoikauii A®lI USP meTogiB BUNpobyBaHHA «laeHTudikawis»,
«lpeHTudpikauis xnopuais», «BTpata Macu npu BUCYLLYBaHHI» Ta
«CynbthaTHa 30na» (B cneumdikauii A®| 3anuwaoTbes
BiANoBiAHI 3apeecTpoBaHi EP meToamn BunpobyBaHHs) 3MiHu |
My - 3MiHK 3 AKocTi. A®IL. KoHTposb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPO6HMLTBA AD| (BUIYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpvknag BUTy4YeHHS 3aCTapisioro NokasHuKa)) BUTyUYeHHS 3i
cneundikauii A®I BunpobyBaHb Ha BU3HAYEHHSA PO3YMHHOCTI Ta
Temnepartypy naas/eHHs, WO B CBOK Yepry He € 060B’I3KOBUMU
3rigHo po3giny 1.4 «MoHorpadii» EP
19. ATOPBACTEP TabneTtkn, BKpUTI dapmaneBTuy MonbLia BUPOGHMLTBO, Bonrapisi/ BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/11325/01/01
on NAiBKOBOK 060/I0HKOLO, HWi 3aBOf, nepBuHHE Ta Monbwa/ 3MiHM WoAo 6e3neku/ethekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 10 mr no 10 tabnetok | "MOJIb®APM BTOPVHHE Cepbis BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
y 6nictepi; no 3 A" C.A. nakyBaHHs: thapmakoHarnagy (BBeAeHHS y3arasibHeHUX faHunx Npo cuctemy
6nicTepun y kapTOHHIl dapmaneBTny thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6, BiANOBIAa/IbHOI
KOpo6Li HWiA 3aB0f, 3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHoOT 0cobm 3
“Monbthapma” hapmakoHarnsgy 3asiBHUKa 15 34iliCHEHHA hbapMakoHarnsgy B
C.A,, MonbLa; YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BANTKAHDAP BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (Bk4akum
MA- KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
AYNHMUA cucTemu dpapmakoHarnsgy) 3miHa yrnoBHOBaXeEHOI 0cobu
AT, Bonrapis; 3asBHVKa, BigNoBigasIbHOT 3a dpapmakoHarnsag: [ivoya peakuis:
dapmaLeBTuy Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof Karpinski.
HO-XiMi4Ha
IHaycTpis
3ppasne AT,
Cepbis;
BignoBigabHN
71 3a BUNyCK
cepii:
dapmaLeBTuy
HWi1 3aBOf
“Monbhapma”
C.A., MonbLya;
BANTIKAH®AP

MA-




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
AYNHMUA
AT, Bonrapis
20. ATOPBACTEP TabneTkn, BKpUTI dapmaneBTuy MonbLia BUPOGHMLTBO, Monbua/ BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/11325/01/02
on NAiBKOBOK 060/I0HKOLO, HWi 3aBOf, nepBuHHE Ta Bonrapis/ 3MiHM WoAo 6e3neku/ethekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 20 mr no 10 tabnetok | "MOJIb®APM BTOPVHHE Cepbis BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
y 6nicTepi; no 3 A" C.A. nakyBaHHs: thapmakoHarnagy (BBeAeHHS y3arasibHeHUX fAaHunx Npo cuctemy
6nicTepun y kapTOHHIl dapmaneBTny thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6, BiANOBIAa/IbHOI
Kopo6Li HWiA 3aB0Of, 3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHoOT 0cobm 3
“Monbthapma” hapmakoHarnsgy 3asiBHUKa 15 34iliCHEHHA hbapMakoHarnsgy B
C.A,, MonbLa; YKpaiHi, KLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BANNTKAHDAP BiANOBIAA/LHOI 3a 34iliCHEHHS hapMakoHarnagy (Bk4vakum
MA- KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
AYNHMUA cucTemu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
AT, Bonrapis; 3asBHVKa, BigNoBigasIbHOT 3a dpapmakoHarnsag: [ivoya peakuis:
dapmareBTuy Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof Karpinski.
HO-XiMiYHa
IHaycTpis
3ppasne AT,
Cepbis;
BignoBigabHN
71 3a BUNyCK
cepii:
dapmaLeBTuy
HWi1 3aBOf
“Monbhapma”
C.A., MonbLya;
BAJIKAHDAP
MA-
AYnHMUA
AT, Bonrapis
21. ATOPBACTEP TabneTkn, BKpUTI dapmaneBTuy MonbLia BUPOGHMLTBO, Monba/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/11325/01/03
on NNiBKOBOK 060/10HKOHO, HWlA 3aBof, nepBuHHE Ta Bonrapis/ 3MiHM Woao 6e3neku/edhekTBHOCTI Ta chapmakoHarnsgy. peuyenmom
no 40 mr no 10 Tabnetok | "MONIb®APM BTOPUHHE Cepbis BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTeMmy
y 6nictepi; no 3 A"C.A. nakyBaHHs: thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
6nicTepun y KapTOHHiIl dapmaLeBTuy thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
Kopoo6Ui HWiA 3aB0Of, 3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
“Monbpapma” hapMakoHarnisgy 3asaBHUKa A5 34iIMCHEHH hapmakoHarisay B
C.A., Monbua; YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BATKAHDAP BiZiNOBIAANbHOI 3a 3AjiCHeHHS hapmakoHarnagy (Bknoyatoum
MA- KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
AYNHNUA cmcTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
AT, Bonrapis; 3a8BHVKa, BiANOBiAabHOI 3a thapmakoHarnsag: firoya pefakuis:
dapmaneBTuy Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof Karpinski.
HO-XiMi4Ha
IHayCcTpiA

3ppasnie AT,




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
Cepbis;
BignoBiaabHN
11 3a BUNyCK
cepii:
dapmaLeBTuy
HWi1 3aBOf
“Monbhapma”
C.A., MonbLya;
BANTIKAH®AP
MA-
AYNHMUA
AT, Bonrapis
22. AYTMEHTUH™ NOPOLUOK A/151 OpPasIbHOT nakcoCwmitKn Benuka Inakco dpaHuisn/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHu | TRy - 3a UA/0987/04/01
ES cycneHsii, 600 mr/42,9 AH EkcnopT BpuTaHis Benskom Benuvka nogaHHa Hoeoro Ceptudpikaty RO-CEP 2015-064-Rev 01 gns peyenmom
Mr/5 mn; 1 donakoH 3 Nimiteq MpojakLuH, BpuTaHis AD| AMOKCUUMAIHY TpUrigpaTty, BUTOTOBEHOT 38 EH3UMATUYHUM
NOPOLUKOM pa3om 3 dpaHuis; NpPOLECOM Bif, BXXe 3aTBEPAKEHOr0 BUPOOHUKA, SIK HACMigoK
MipHOI NTOXKOIO B CmiTKnsinH OHOBJIEHHS crneumdikauii ADI, Lo BK/IOYaE BUNPOOYBaHHS Ta
KapTOHHI Kopobui 3 Biyem KpuTepii NPUAHSATHOCTI cybCTaHUiT BUroTOB/IEHOT 3a
MapKyBaHHSM dapmacboThK €H3MMaTUYHUM NPOoLLEeCOM; 3MiHu | TUMY - NOJaHHS OHOB/IEHOTO
YKpailHCbKOK MOBOKO aUc, Benvka CepTudbikata R1-CEP 2000-010-Rev 04 ana A®l AMoKCUUUiHY
BpuTaHis TpUrigparty Bif BXe 3aTBEPKEHOr0 BUPOGHMKA
23. AUMKNOBIP- Tabnetku no 200 Mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/7833/01/01
ACTPA®APM 10 TabneTok y 6nicTepi; "Actpadapm” "AcTpadapm” 3MiHM Woa0 6e3nekun/edhekTMBHOCTI Ta dhapmakoHarnsgy, 3aMmiHa peuyenmom
no 1 a6o 2 6nictepu y po3giny «padiyHe ohopMAIEHHSA YNaKOBKU» Ha PO3fin
KOpo6L,i 3 KAPTOHY «MapKyBaHHs»
24, BAKTPUM® cycneHsis gns & . XodhdpmaHH LBeiiuapis Bupo6bHMLTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6569/01/01
nepopasnbHoOro -Na Pow Nita HeposdhacoBa | LUBeliyapis 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peyenmom
3acTocysaHHs, 200 HOT NpoayKuii, BeegeHHs abo 3MiHN [0 y3arasibHeHNX AaHuX Npo cuctemy
mr/40 mr nakyBaHHs, thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx Npo cucTemy
no 100 mn cycneHsii y BMNPOGYBaHHSA thapmakoHarnagy, 3miHa ynoBHOBaXeHoi 0co6W, BiANOBIAa/IbHOI
chnakoHi; no 1 donakoHy KOHTPO/0 3a 3[jicCHEeHHS hapMakoHarisay; KOHTakTHOT ocobu 3
B KOMIMJ/IEKTi 3 MipHOIO AKOCTI: hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapMakoHarnsay B
JIOXKOIO B KAPTOHHIlA CeHekci CAC, YKpaiHi, AKLW0 BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0cobu,
naui ®paHuia, BiANOBIAA/IbLHOI 3a 34iliCHEHHS thapmakoHarnagy (Bkvakum
PoHTeHe-cy- KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
Bya, ®paHuis cucTemMu chapmakoHarnagy) 3miHa KOHTaKTHOI 0co6u 3anBHYIKa,
Bunyck cepil: BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay B YkpaiHi.
& . XohpmaHH- [Oitoyva pegakuia — oy, TeTsHa HOpiiBHa. MNponoHoBaHa pefakLis
Na Pow N14, — MoLwuHiHa Onbra IBaHiBHa.
LLiBefiuapis 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CO6M 3asiBHYMKA,

BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapMakoHarnsay B YkpaiHi.
3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34ilicCHEeHH:A ddapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOT AiSNIbHOCTI 3 hapMakoHarsay. 3MmiHa
MiCLLe3HaX0MKEHHSI MacTep-dhaiiaia cuctemn papmakoHarasgy.




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1

25. BETA®EPOH® | nopoLuok Baliep Al HimeyunHa Hepo3cacoBa HimeuunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/15287/01/01
niocpinizoBaHuin ans HWIA MPOAYKT, 3MiHK 3 AkocTi. ADl. KoHTponb AdL. 3miHa y napameTpax peyenmom
NPUrOTYBAHHSA PO3UMHY nepBrHHa cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
Ans iH'ekuii no 0,3 mr ynakoBKa: cneundikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
(9,6 mnH MO) BepiHrep NpoAyKT/peareHT, WO BYKOPUCTOBYIOTLCS Y MPOLECI
1 dhnakoH 3 NOPOLLKOM Yy IHrenbxaim BMPO6HMLTBA AD| (3BY)XEHHSA AONYCTUMUX MEX, BUSHAUEHNX Y
KOMMEKTi 3 dapma M'm6X i cneuudikauii) 3ByxeHHs NimiTiB cneumdikayii APl 3a
po34nHHMKOM (0,54 % Ko. KT, nokasHMKoM "YuctoTa 6inka MeToAoM Kari/IpHOro refieBoro
PO34MH HaTpIto x10puay) HimeuuunHa; enekTpogyopesy "(CGE)" (Protein Purity by Capillary Gel
no 1,2 mn y nonepefHo0 BTOPVHHA Electrophoresis (CGF)) nicnsi BnpoBaf)XeHHS B pyTUHHE
3anoBHeHUX Wwnpuuax ta ynakoBska, TecTyBaHHS Npy BUNYCKy. 3MiHa MiMiTiB NPONOHYETLCSA Ha OCHOBI
HacazKoto (afantepom) [03BiN Ha faHnx rlIFN 6eTa-1b G-25. 3miHu | Trny - 3MiHKW 3 KOCTi. FoTOBUIA
3 FO/IKOK0, 2 CNMPTOBUMM BUMYCK Cepii: nikapcbkuii 3aci6. KOHTPob roToBOro Nikapcbkoro 3acoby. 3miHa
cepBeTKamy B ynakosL,i Baiiep AT, napameTpiB cneuudikauiii Ta/abo JoMyCTUMUX MeX roTOBOro
3 KapToHy; no 15 HimeyunHa nNikapcbKoro 3acoby (3BY)XXeHHS AONYCTUMUX MeX) 3BY>KEHHS
yMakoBOK B KAPTOHHIl NiMiTIB 6ioHaBaHTaXeHHS 3 «He Ginblue 20 KOE /Mn» fo «He
Kopoo6Li 6inblwe 3 KYO /30 mn» BignosigHo 3 Note for Guidance on

Manufacture of Finished Dosage Form (CPMP/QWP/486/95), sika
npuiimMae nimitn He 6inbwe 10 KYO / 100 ma. 3miHum | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3aco6by. 3MiHa napamMeTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (3BY>KEHHS
ponyctummx mex) NMposeaeHo nepeowiHKy NimiTiB cneumdikadii
npomixHoro npoaykty(p.P.3.4) ana napametpy “Protein Purity by
Capillary Gel Electrophoresis” ("UncToTa 6is1ka" 3a 4ONOMOrol
KaninspHoro renesoro enektpocopesy “(CGE)") nicns
BNPOB3KEHHA B PyTUHHE TECTyBaHHS Npu BUNycky. [jaHa 3miHa
NPOMOHYETHLCS HA OCHOBI HasBHMX AaHunx ans rlEN 6eta-1b G-25.

26. BIMIKAH® Kpanni o4Hi, po3ynH, 0,3 | dPapmaveBTUY MonbLia Brpo6HMUTBO PymyHis;/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14708/01/01
Mr/mn no 3 mny HWli 3aBof, 3a NOBHUM Monbwa 33MiHM WoA0 6e3neku/eddekTVBHOCTI Ta dapMakoHarniagy. peuyenmom
chakoHi-KkpanebHuL; “NMONb®APM LMK/IOM Ta BeefeHHs ab0 3MiHU [0 y3arasibHEHWX AaHuX Npo cucTemy
no 1 cpiakoHy- A’C.A BignoBiga/IbHU thapmakoHarnagy (BBefeHHs y3ara/ibHeHUX faHuxX npo cuctemy
KpanesbHuLi y 71 3a BUNyCK hapmakoHarnsgy, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANoBifabHOI
KapTOHHIW nauuj cepii:C.K. “ 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3

Pomdapm hapmakoHarnagy 3asiBHUKa A5 34iliCHEHHA hbapmMakoHarnsay B
KomnaHi YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
c.p.n, BiANOBIAA/IbHOI 3a 34ilicCHEHHS thapMakoHarnagy (BKvakum
PyMmyHis; KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHI macTep-gaiina

MakyBaHHA Ta cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobum
BiANOBIAAIbHN 3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsag, : [iloya pegakuis:
11 3a BUNYCK Dr. Izabella Slowik . MponoHoBaHa pepakuis: Krzysztof Karpinski
cepii:
dapmaneBTuy
HWIA 3aBOf,
“NMONIb®APM

A" C.A,




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

MonbLa

27.

BIMIKAH® EKO

Kpanni o4Hi, po3unH 0,3
mr/Mn, no 3 mn
npenapary y ¢oakoHi-
KpanesbHuuj, no 1
(h/1aKOHY B KapTOHHiiA
Kopoobui

dapmaueBTny
HWli 3aBof,
“NMONb®APM
A’C.A

MonbLa

BapLuaBcbkuii
thapmaueBTny
HWA 3aBOg
Monbtha AT

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3arasibHEHWX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHX faHux Npo cuctemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi 0cobu
3a8BHMKa , BignosiganbHOI 3a hapmakoHarnag, : fitova
pepakuis : Dr. Izabella Slowik. NMponoHoBaHa pepakuis: Krzysztof
Karpinski.

3a
peyenmom

UA/16893/01/01

28.

BICENTON®

Tabnetkun no 100 mr/20
mr in bulk: no 5 kr
TabneTtok y
nonieTuaeHoBomy
MiLLKY, BMiLLLeHOMY Y
nonieTuIeHoBwi
KOHTelHep

AT "Apavepg
dapma”

MonbLa

Mab'AHiLbKNiA
hapmaueBTny
HWi1 3aBOf
Monbgha A.T.

MonbLa

BHECEHHS 3MiH 40 pPeeCcTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460): 3atBepakeHo: Mab6 aHilbkuii
hapmaueBTUUHMI 3aBog Monbga A.T., Monba /
Pharmaceutical Works Polfa in Pabianice Joint — Stock
Company, Poland. 3anponoHoBaHo: AT "Agameg ®apma”,
Monbwa / Adamed Pharma S.A., Poland. 3miHn | Tuny - 3miHn
uono 6e3nekun/edhekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs
ab0 3MiHK [0 y3araslbHEHUX AaHuX Npo cuctemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnisgy 3asaBHUKa A5 34iIMCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiiNOBIAANbHOI 3a 3AjiCHeHHs hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cuctemn dpapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHux
YNOBHOBaXXEHOI 0CO6OU 3aABHUKA, BiAMOBiAa/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX [AaHUX KOHTaKTHOI ocobwm,
BiANOBIAa/IbHOI 3a 34ilicHeHHA hapMmakoHarnsay B YkpaiHi.
3amiHa Micus 34iliCHeHHS OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3amiHa mMicLe3HaxoMpKeHHs1 MacTep-ghaiina
cucteMun dhapmakoHarnsgy.

UA/3028/01/01

29.

BICENTON®

Tabnetkun no 100 mr/20
Mr no 20 TabneTok y
6nictepi; no 1 6nictepy
B KapTOHHili kopo6Li, no
1000 Tabnetok y
MeTaneBoMy KOHTelHepi

AT "Apamvep,
Papma”

MonbLa

Mab6'sHiLbkWiA
thapmaueBTuy
HWi1 3aBOf
Monbtha A.T.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bi 23.07.2015 Ne 460): 3aTBepmxeHo: Mabd saHiLbkui
chapmaveBTnyHKiA 3aBog Monbtha A.T., MonbLua /
Pharmaceutical Works Polfa in Pabianice Joint — Stock
Company, Poland. 3anponoHoBaHo: AT "Agameg ®apma”,
Monbuwa / Adamed Pharma S.A., Poland. 3miHu | Tuny - 3miHu
oo 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay. BBegeHHs

3a
peyerimom

UA/3027/01/01




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
a60 3MiHN [0 y3araslbHEHMX AaHWX NPo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHX JaHnx Npo cuctemy
hapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHO! 0cobu, BiANoBifanbHOI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hbapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkaovaryumn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn hapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0cO6M 3asBHMKA, BiAMnoBifasIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobwm,
BiANOBIAaA/IbHOI 3a 34ilicHEHH:A hapMmakoHarnsay B YkpaiHi.
3amiHa Micus 34iiCHEHHA OCHOBHOI AjSIbHOCTI 3
thapmakoHarnsgy. 3amiHa MicLe3HaxoMKeHHs macTep-haina
cucteMun dhapmakoHarnsgy.
30. BICOMPONON- | Tabnetkn no 5 mr no 10 TOB YKpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/8959/01/02
ACTPA®PAPM Tabnetok y 6nictepi; no "AcTpadapm” "AcTpadapm” 3MiHM Woao 6e3neku/ehekTVBHOCTI Ta dhapMakoHarnsgy, 3amiHa peyenmom
2 abo 3 6nictepn y po3giny «padiyHe ohopMNIEHHSA YNAKOBKU» Ha Po3fin
KOpO6Lii 3 KapTOHY «MapKyBaHHs»
31. BICONPOSON- | Tabnetkn no 10 mr o 10 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/8959/01/03
ACTPA®APM TabneTtok y 6nictepi; no "AcTpadcapm” "AcTpadapm" 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta hapMakoHarasgy, 3aMmiHa peyenmom
2 abo 3 6nictepn 'y po3giny «padhiyHe ohopMIEHHS YNAKOBKMU» Ha PO3gin
KOpOGLii 3 KAPTOHY «MapkyBaHHS»
32. BAHATEKC TabneTkun, BKPUTI PapmaLeBTuy MonbLa dPapmareBTny Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnX maTepianis: 3MiHu | Tuny - 3a UA/12634/01/01
NiBKOBOK 060/I0HKOLO, HWIA 3aBOS, HWi1 3aBOf 3MiHa HoMepy creumdikalii Ha AONOMiXHY peyoBuHY (Cymill Ans peyenmom
80 mr, no 14 TabneTok y "MONb®APM "MONb®APM 060/10HKN)
6nicTepi, no 2 6nictepn A" C.A. A"C.A
B KQPTOHHIli Kopobu,i
33. BAHATEKC TabneTtkn, BKpUTI dapmaLeBTuy MonbLia dapmaLeBTuy Monbwa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12634/01/02
NAiBKOBOK 060I0HKOLO, HWi 3aBOf, HWi1 3aB0Of 3MiHa Homepy crneumdikalii Ha AONOMiXHY peyoBuHY (Cymill Ans peyenmom
160 wr, no 14 TabneTok "MONMb®APM "MOJSIb®APM 060/10HKM)
y 6nicTepi, no 2 A"C.A, A" C.A,
6nicTepn B KApTOHHI Monbwa MonbLa
Kopobui
34. BAHATEKC TabneTku, BKPUTI PapmaLesTny MonbLua PapmaLeBTny MonbLwa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12634/01/01
NAiBKOBOK 060/I0HKOLO, HWi 3aBOf, HWi1 3aBOf 3MiHM WoAo 6e3neku/ehekTMBHOCTI Ta chapmakoHarnagy. peyenmom
no 80 mr no 14 tabnetok | «MNOJIb®GAPM «MOJIb®APM BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
y 6nicTepi; no 2 A» C. A. A» C. A thapmakoHarnagy (BBeAeHHS y3arasibHeHUX faHunx Npo cuctemy

6nicTepu B KapTOHHI
Kopoo6Li

hapmMakoHarnsay, 3amMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOT
3a 3[iiCHEHHA hapMakoHarnsay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bk4akum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTtemn chapmakoHaraisgy) 3miHa ynoBHOBaXXEHOI 0cobu




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
3asBHVKa, BiANOBiAabHOI 3a thapmakoHarnsg;: [itoua pegakuis:
Dr. Izabella Slowik. NMponoHoBaHa pegakuis: Krzysztof Karpinski
35. BAHATEKC TabneTkun, BKPUTI PapmaLesTny MonbLua PapmaLeBTny MonbLwa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12634/01/02
NAiBKOBOK 060/I0HKOLO, HWi 3aBOf, HWi1 3aBOf 3MiHM WoAo 6e3neku/ethekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 160 mr no 14 «MOJIb®APM «MOJIb®APM BBeaeHHs ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
TabneTtok y 6nictepi; no A» C. A A» C. A thapmakoHarnagy (BBeAeHHS y3arasibHeHUX fAaHunx Npo cuctemy
2 6nicTepu B KAPTOHHIl thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6, BiANOBIAa/IbHOI
Kopo6Li 3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHoOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkvakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOI 0cobum
3asBHVKa, BigNoBigasIbHOT 3a dpapmakoHarnsag: [ivoya peakuis:
Dr. Izabella Slowik. NMponoHoBaHa pepaakuis: Krzysztof Karpinski
36. BAHATEKC TabneTkn, BKpUTI dapmaneBTuy MonbLlia dapmaneBTuy Monbwa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | Tuny - 3a UA/12839/01/01
KOMBI NMiBKOBOK 0GO/OHKOM0, HWii 3aBopg, HWiA 3aB0f, 3MiHU Woao 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnagy. peyenmom
no 160 mr/12,5 wr; «Monbthapma «MOJIb®APM BeefeHHs abo 3MiHU [0 y3araslbHEHUX [aHuX Npo cucTemy
no 14 TabneTtok y »C. A. A» C.A thapmakoHarnagy (BBeAeHHS y3arasibHeHNX daHnx Npo cucTemy
6nictepi; no 2 6nictepn thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
Y KapTOHHiIli kopobLi 3a 3[jiicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
hapMakoHarnisgy 3asaBHUKa A5 34iINCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiiNOBIAANbHOI 3a 3AjicHeHHs hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cuctemun chapmakoHarnsgy) 3miHa ynoBHOBaXeHoT 0cobu
3a8BHVKa, BiANOBiAabHOI 3a thapmakoHarnsag,: firoya pefakuis:
Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof Karpinski.
37. BAHATEKC TabneTkn, BKPUTI dapmaLeBTUy MonbLa dapmaLeBTuy Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12839/01/02
KOMBI NNiBKOBOK 060/TI0HKOHO, Huii 3aBog, HWi1 3aBOf 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsay. peyenmom
no 80 mr/12,5 mr, no 14 «Monbtapma «MOJIb®APM BBeaeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
TabneTok y 6nictepi; no »C.A A» C.A. thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux Npo cucTemy
2 6nicTepy y KapTOHHIl thapmakoHarnagy, 3MmiHa ynoBHOBaXeHoi 0Cco6W, BiANOBIAaIbHOI
Kopoobui 3a 3[jicCHEHHS hapMakoHarsay; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHS hapmakoHarnagy (BKvakum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOI 0cobum
3a8BHWVKa, BiANOBIAaIbHOI 3a hapmakoHarnsag,: ditoua pegakuis:
Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof Karpinski.
38. BAHATEKC TabneTkun, BKPUTI PapmanesTny MonbLua dapmaneBTny Monbwa BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/12839/01/03
KOMBI NNiBKOBOK 060/TI0HKOHO, HuiA 3aBop, HWA 3aBO 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 160mr/25 mr, no 14 «[Monbhapma «MNONIb®APM BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
TabneTok y 6aictepi; no » C. A A» C.A hapmakoHarnsgy (BBefeHHs y3arasibHeHnxX faHux Npo cuctemy




Hassa

dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
2 6nicTepu y KapTOHHIN thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0CO6, BiANOBIAA/IbHOI
Kopoo6Li 3a 3AjicHeHHs hapMakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifj yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cuctemn chapmakoHarssgy) 3miHa ynoBHOBaXXeHOI 0cobum
3a8BHWKa, BiANOBiAabHOT 3a thapmakoHarnsag,: ditoua pegakuis:
Dr. Izabella Slowik. MponoHoBaHa pefakuis: Krzysztof Karpinski.
39. BIBPAMILUMH® | Tabnetku, Wo NOAN3EP CLWA dPapeBa dpaHuis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiaiB: 3MiHW | Tuny - 3a UA/5464/01/01
A avcneprytoTbes no 100 IHK Ambya3 3MiHa napameTpiB cneumdikauiii Ta/abo foMyCTUMUX MeX peyenmom
Mr no 10 TabneTok y roTOBOro Nikapcbkoro 3acoby, 3MiHU B cneuudikauii Ha TepmiH
6nicTepi; no 1 6nictepy NPUAATHOCTI 3 BigNOBIAHMMM 3MiHAMM B METOAaX KOHTPO/I0
B KAPTOHHIlA ynakoBLy roTOBOrO NiKapCbKOro 3acoby 3a NoKasHMKOM «Onmc.
BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHU BHECEHI B iHCTPYKL,iO 4719 MEANYHOrO 3aCTOCYBaHHS
nikapckoro 3acoby y p. “flikapcbka chopma” (OCHOBHI i3vKO-
XiMiYHI BNacTUBOCTI); 3MiHK | TUMY: NOAaHHA OHOBJIEHOTO
cepTucbikaTa BiANOBIAHOCTI EBponeiickbkiin hapmakonei Ne R1-
CEP 1997-115-Rev 05 (3aTBepaxeH0:R1-CEP 1997-115-Rev 04)
ons aitodoi pedosrHu Doxycycline monohydrate Big, Bxe
3aTBEPKEHOro BUPOOHYKa, SK HACNiA0K 40oAaHO BUPOOHNYY
AinbHuuo ana A®l; 3MiHn | Tuny - nogaHHA OHOB/IEHOTO
cepTudcpikaTa BignoBigHOCTI E€Bponeiickbkilt hapmakonei Ne R1-
CEP 1997-115-Rev 06 ans gito4oi peyosuHu Doxycycline
monohydrate Big BXe 3aTBep4XEHOr0 BUPOGHMKA, SIK HACNIA0K
[0[aH0 BUPOBHMYY AinbHuLU0 ans Al
40. FAPOACUN | cycneHsist gns iH'ekyin; 1 Mepk LWapn i LLIBeliyapis Bupo6bHMLTBO CLlA/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/13451/01/01
GARDASIL® a6o 10 dpnakoHis (no 0,5 Ooym IAEA Hepo3schacoBa | HigepnaHg AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
BAKUUHA mn (1 fo3a)) y KapTOHHii 6X HOT NpoAayKu;i, " 3asBHUKA (B1ACHMKa PEECTPALiHOro NOCBIAYEHHS) - 3MiHA
MPOTW BIPYCY | kopo6uyj; KOHTPO/1b HaliMeHyBaHHS Ta aApecu 3asiBHMKa
NAMNINOMUA 1 a6o 6 nonepefHLO AKOCTi Ta
noanHn HamnoBHEHWX LUNPULLB nepBuHHe
(TvniB 6, 11, (mo 0,5 mn (1 gosa)) y nakyBaHHs:
16, 18) KOMNEKTi 3 1 rosikor y Mepk Wapn i
KBAAPUBANE KOHTYPHIli KOMipKOBIli [Joym Kopn.,
HTHA yNakoBLi B KAPTOHHIN CLUA;
PEKOMBIHAHT | kopo6ui BTopuHHe
HA nakyBaHHs,
[03BiN Ha
BUNYCK cepil:
Mepk Wapn i
Joywm B.B.,
Higepnanan
41. FAPOACUN | CYCNeH3is AN iH'eKuilt; Mepk Wapn i LBeliuapis Brpo6HMUTBO CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/13053/01/01
GARDASIL® no 0,5 mn (1 gosa) y Joym IAEA Hepo3chacoBa | HigepnaHg AZMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BAKUUHA chnakoHax Ne 480 a6o y 6X HOT MpoAyKu;i, " 3asBHUKa (BNacHVKa peecTpaLiiHoro NocBig4yeHHs) - 3MiHa
MPOTW BIPYCY | nonepefHbo KOHTPO/b HallMeHyBaHHS Ta afpecu 3asBHUKa
NAMNINIOMUA HanoBHEHMX LWNpuLax AKOCTi Ta
N anNHnN Ne 100 B KapTOHHIlA nepBuHHe
(TvnIB 6, 11, Kopoo6Ui nakyBaHHs:
16, 18) Mepk Wapn i
KBAAPUBANE [Joym Kopn.,
HTHA CLA;
PEKOMBIHAHT BTopuHHe
HA, IN BULK nakyBaHHs,
[03BiN Ha
BUNYyCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnanamn
42, FEKCAKCUM | CycneHsisa ans iH'ekuii CaHodpi ®paHuisa 3AT "CaHodi- YroplmHa BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu | Tuny - 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. ABeHTIC", 3MiHM 3 skocTi. A®l. BUpo6HMLTBO. 3MiHM B MpoLeci peyenmom
BAKUUHA ANA | nonepefHbo YropwumHa BMpo6HULTBa APl (He3HauYHa 3MmiHa y npoueci BUpobHuuTea Adl)
MPO®INIAKTUAK | 3anoBHEHUX wwnpuuax 3 (BTOPUHHE
M ANDTEPII, 1-e10 (abo 2-ma) nakyBaHHs); 3MiHU y onuci po3gineHHs Ta 06'efgHaHHA cepiii NPOMKHUX
NnPABLUA, oKpemumn ronkamm Ne 1 CaHodpi PEYOBUH, SIKi BUKOPUCTOBYHOTLCS 47151 BUPOOHULTBA
KALUTHOKY abo Ne 10 Tay Mactep C.A,, KOH'toroBaHoro nonicaxapugy Haemophilus polysaccharide type
(ALENONAPH hnakoHax Ne 10 PpaHuis b bulk (PRP-T), B TOMy uncni 3MiHa NPOMWC/IOBOI NPaKTUKX: ogHa
un (NOBHWIA LWKN cepisi NPOMIXXHOIO NPOAYKTY MOX€e BUKOPUCTOBYBATUCA [15
KOMMOHEHT), BVMPOGHMLTBA, BMPOGHMLTBA KiIbKOX cepiii ouneHoro PRP y 6yaisni V16.
FENATUTY B BUNYCK cepil) TepMiH BBEAEHHS 3MiH - )XOBTeHb 2021 p. 3MiHu | TUNY - 3MiHK 3
PEKOMBIHAHT akocTi. A®L. (iHWi 3mMiHN) BHECEHHS pefakuiiiHMX NpaBoK A0
HA, posginis: 3.2.5.2.1, 3.2.5.2.2,3.2.5.3.1, 3.2.S.5, 3.2.5.6 3 meTot0
noniomienity Y3rO[PKEHHS JOKYMEHTaL,i 3 IKOCTi 3 BUPOOHNYOH NPaKTUKOH.
IHAKTUBOBAH TepMmiH BBEAEHHS 3MiH - XXOBTeHb 2021 p.
ATA
3AXBOPIOBAH
b!
CNMPUYNHEHU
X
HAEMOPHILUS
TNy B
KOH''OrOBAH
A!
AQICOPBOBAH
A, PIOKA
43. FEKCAKCUM | CyCneHsis Ans iH'ekuii CaHodi ®paHuisa 3AT "CaHodpi- | YropuwwmHa/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A ABEHTIC", dpaHuis 3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkumii 3aci6. 3MiHW Y BUPOBHULITBI. peuyenmom
BAKUWMHA ANA | nonepefHb0 YropumHa 3MiHM y npoLieci BUPO6HULITBA FOTOBOTO iKapCbKOro 3acoby,
MPO®DINAKTUK | 3anoBHeHMX LwnpuLax 3 (BTOPUHHE BK/TO4AKOUM MPOMIKHWIA NPOAYKT, LLLO 3aCTOCOBYETHLCS MpU
N QUDTEPII, 1-€t0 (abo 2-ma) nakyBaHHs); BMPOBGHMUTBI TOTOBOTO /iKapCbKOro 3acoby (HesHayHa 3miHa y




niocpinisatom y

rOTOBOTO JIIKAPCLKOro 3aco6y (BU/Ty4EHHS YNaKoBKM NEBHOTO

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
MPABLA, okpemumu ronkamm Ne 1 CaHocpi npoueci BupobHuuTBa) logaBaHHs HOBOro pesepsyapy (300 n)
KALUHOKY abo Ne 10 Tay MacTtep C.A,, 07151 BUKOPUCTaHHS Ha eTani 3MillyBaHHS Ta TpaHCMOpPTyBaHHS
(ALENONAPH onakoHax Ne 10 PpaHuis roTOBOro Hepo3acoBaHOro NPoAaykTy 3 6yaisni, ge
un (noBHWIA LWKN BiAbyBaeTbCA hOPMyBaHHA MikapcbKoi hopmn fo Byaisni, ae
KOMMOHEHT), BVMPOGHMLTBA, 3[jACHIOETLCS HAMOBHEHHS.
FENATUTY B BUNYCK cepil)
PEKOMBIHAHT
HA,
noniomienIty
IHAKTUBOBAH
ATA
3AXBOPHOBAH
b,
CMPUYNHEHN
X
HAEMOPHILUS
TNy B
KOH'IOrOBAH
A,
AACOPBOBAH
A, PIOKA
44, FEKCOPAN® cnpeii ons poToBoi MakHin Benuvka PAMAP ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7714/01/01
nopoxHuHu 0,2 %; no 40 MpopakTc BpuTaHia OPJIEAH 3MmiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenma
M/1 B a/1ItOMiHIEBOMY Nimiteq 3MiHW)
6as10Hi; No 1 6as10Hy B 3MiHU BHECEHO [0 TEKCTY MapKyBaHHS yMakoBKM - TEKCT
KapTOHHIA ynakoBLi MapKyBaHHS YNakoBKV NikapcbKoro 3acoby OHOB/IEHO. BBefeHHSA
3MiH NPOTArom 6-Tu MicALiB Nicna 3aTBepaKeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHu
y TepaneBTUYHUX NOoKa3aHHAX (4oAaBaHHsA HOBOro
TepaneBTUYHOrO Noka3aHHs abo 3MiHa y 3aTBEPAXXEHOMY
nokasaHHi) 3MiHM BHeCeHO [0 IHCTPyKLii 41s MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainy "MokasaHHsa".
BBefeHHs1 3MiH NPOTAroM 6-Tu MiIcALIB Nic/A 3aTBePAKEHHSA
45, FEMUUTABIH- niocpinisaT ANs pO3UnHY TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/14104/01/01
DAPMEKC Ans iHdysiii no 200 wr; "®APMEKC "®APMEKC 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
1 donakoH 3 reyn reymn" KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBku
niocpinisatom y roTOBOrO /liKapCbKOro 3acoby (BW/TyYeHHsT yNakoBK/ NEBHOTO
KOHTYPHili YapyHKOBIi po3mipy)
ynakosLi; no 1 BunyyeHHa ynakoBoK Ans fo3ysaHHA no 200 mr ta 1000 mr, a
KOHTYPHIli YapyHKOBIl came 1 donakoH 3 NiopinizaTom y KOHTYPHI YapyHKOBIA
ynakoBLi y nauuii 3 ynakoBLii, N0 30 KOHTYPHUX YapyHKOBUX YNaKOBOK Y KapTOHHIl
KapToHy kopo6Lii; 30 N1aKOHIB Y KAPTOHHIV KOPOBLL.
46. FEMUUTABIH- niogpinisat 418 po3unHy TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | Tuny - 3a UA/14104/01/02
DPAPMEKC Ans iHdysili no 1000 wr; "®APMEKC "PAPMEKC 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
1 donakoH 3 reyn" reyn" KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBku




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
KOHTYPHIli YapyHKOBIi po3mipy)
ynakosui; no 1 BunyuyeHHs ynakoBok Ans fo3yeaHHs no 200 mr t1a 1000 wmr, a
KOHTYPHili YapyHKOBIi came 1 dpnakoH 3 niogoinizaToM y KOHTYpPHI YapyHKOBIl
ynakoBLji y nayui 3 ynakoBLi, N0 30 KOHTYPHUX YapyHKOBMX YMaKkoOBOK Y KapTOHHIi
KapTOHY Kopo6ui; 30 dh1akoHIB Y KAPTOHHIN KOPOO6LI.
47. FENAMETIOH® | niochinizaT Ans po3umHy NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/15978/01/01
ANs iH ekuiin no 400 wr; "Kuismegnpen "Tannudapm", 3MiHM WoAo 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy, peyenmom
5 donakoHiB 3 apar" (BMPOGHYMK OHOBJIEHHA BXE 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS BTOPUHHOT
niocpinizatom y PO3UYMNHHUKAY); Ta NepBUHHOT YyNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KomnnekTi 3 5 amnynamm MAT [0[aTKoBOI iHdhopmMaLii (BHECEHHS MO3HAYEHb OAUHULb
3 PO3YMHHMKOM (L-ni3uH, "Kuismegnpen BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro anidasiTy Ta
HaTpito rigpokcusa, Boja apat" TOLLO). BBEAEHHA 3MiH NPOTArom 6-Tu MicsiLiB nicns
Ans iH'ekuin) no 5 mn B (BUPOGHYK 3aTBepKEHHSA
KOHTYPHili YapyHKOBIi niodpinizary,
ynakosLi; no 1 BignoBiAabHU
KOHTYPHIli YapyHKOBIi 1 3a BUNYCK
yMaKoBLji B KAPTOHHIl cepii roToBoro
naui nikapcbKoro
3acoby)
48. FENALE® NOPOLLOK A/19 PO3UYNHY NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10752/01/01
KOMBI Ans iH'ekuiii no 1,0/1,0r; | "KvuiBmegnpen "Kuismegnpen OHOBJ1EHHSA BXe 3aTBep)KeHOro TeKCTY MapKyBaHHS BTOPUHHOT peyenmom
no 2,0 ry cprakoHi; no 1 apar” apar" Ta NepBMHHOT yNaKoBKM NiKAPCbKOro 3aco0y 3 BHECEHHAM
dhnakoHy B nauui; no 2,0 [oAaTkoBOl iHpopmalii (BHECEHHS NO3HaYeHb OAMHULL
r'y chnakoHi; no 10 BVMIpIOBAHHS, 3 BUKOPUCTaHHAM NiTep aTUHCLKOro andasity Ta
(PNaKOHIB Y KOHTYpPHil TOLWO). BBEAEHHA 3MiH NPOTArom 6-Tu MicsLiB micns
YapyHKOBI ynakoBLii No 3aTBEPAKEHHS
1 KOHTYpHIli YapyHKOBIl
yNakoBLi B NayLli
49. rMITENK niocpinizaT ANs po3vnHy NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12177/01/01
AN iH'ekuiii no 400 mr, 1 | "KniBmegnpen "Kuismepgnpen 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy; 3miHu peyenmom
chnakoH 3 niodpinizatom apat” apat" BHECEHI B TEKCT MapKyBaHHS ynakoBKM NikapCbKoro 3acoby o0
B KOMNNekTi 3 1 3a3HaYeHHs MDXHapPOAHWNX NO3HAYEHb OAVHNLb BUMIPIOBAHHS.
aMny o0 PO3YMHHMKA BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPKEHHSA
(Boga ans iH'exuiin) no
3,2 M1 B KOHTYpHilA
YapyHKOBI ynakoBLi; No
1 KOHTYpHIlA YapyHKOBIli
ynakoBLi B naui 3
KapToHy
50. rNYTOKCUM pO34uH N8 iH'ekuin 1 % TOB YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianis: BUNpaB/ieHHA 3a UA/5228/01/01
no 1 mn abo no 2 mn B "30PABO" «J1ekxim- TEXHIYHOT MOMU/IKM B IHCTPYKLii AN MeAUYHOrO peyenmom
amnynax; no 5 amnyny XapkiB» 3acTocyBaHHs (y ApYKOBaHili Bepcii), ika 3aTBepaKeHa

6nictepi B nauui 3
KapTOHY

Hakaszom MOS3 Ykpainu Ne 192 Big 24.01.2019 B npoueci
BHECEHHS 3MiH (3MiHU | TNy - AAMIHICTpaTUBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BMPOGHMKa/iMnopTepa roToBOro JIikapCbKoro 3acoby, BK/IYaun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SKOCTI.
(misnbHICTb, 3a AKy BiANOBILAE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
BWNYCK Cepiit) - 3MiHa HaliMeHyBaHHS Ta agpecn BupobHuka M3
MpAT "Nekxim-Xapkis", YkpaiHa; 3miHu | Tuny - AgMmiHicTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afipecu 3asiBHUKa (B/lacHUKa
peecTpaLiiHoro NocBigYeHHs) - 3MiHa agpecu 3asBHuka). B
OHOBJIEHIIi IHCTPYKLi 415 MeAMYHOro 3acTocyBaHHs 6yno
nponyLeHo gpasy "[arta oCcTaHHbLOro nepernsgy”.
51. rNyTOKCUM PO34nH A8 iH'eKUin 3 % TOB YkpaiHa MpAT "Nlekxim- Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: BUuNnpaBieHHA 3a UA/5228/01/02
no 1 mn B amnyni; no 5 "30PABO" Xapkis" TEXHIYHOT MOMUKMN B IHCTPYKLii AN MeAUYHOro peyenmom
amnyn y 6nictepi; no 1 3acTocyBaHHs (y ApYyKOBaHili Bepcii), Aka 3aTBepaKeHa
6nictepy B nayui 3 Hakazom MO3 Ykpainu Ne 192 Big 24.01.2019 B npoueci
KapToHy; No 2 MN B BHECEHHS 3MiH (3MiHV | TUny - AgMIHICTPATUBHI 3MiHX. 3MiHa
amnyni; no 5 amnyn y HalilMeHyBaHHs Ta/abo aapecy MicLs NPOBAKEHHS AiS/IbHOCTI
6nictepi; no 1 a6o no 2 BVPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby, BKoyaun
6nictepu B nayuj 3 AinbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOJIH0 SIKOCTI.
KapToHy (misnbHICTb, 3a AKy BiANOBILAaE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
BVNYCK Cepiit) - 3MiHa HaliMeHyBaHHS Ta agpecn BupobHuka M3
MpAT "NlekxiM-Xapkis", YkpaiHa; 3miHu | Tuny - AgmiHicTpaT1BHi
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu 3asiBHUKa (B/lacHUKa
peecTpaLiiHoro NocBigYeHHs) - 3MiHa agpecu 3asBHUKa). B
OHOBJ/IEHIN IHCTPYKLiT 4151 MeAMYHOro 3aCToCyBaHHA 6yno
nponyLeHo gpasy "[ata ocTaHHLOro nepernsgy”.
52. FNIOKATEH® 1 | niodhinisaT Ansi po3umHy A/T Hoeo [anis A/T Hoeo [anis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/13221/01/01
MIC TINOKIT ans iH'ekuii no 1 mr (1 Hopgaick, Hopaick, 3MiHa y MeTogax B1npobyBaHHs roTOBOrO NiKapCbKoro 3acooby; peuyenmom
MO); 1 chnakoH 3 [Janis [aHia 3aMiHa MeToAy KOHTPO/IH0 BU3HAUYEHHSI BMICTY BOAM 3a
MOPOLLKOM Y KOMMNJIEKTi 3 (BMPOGHYMK fonomoroto Metofa Kapn diep KonopumeTpuyHiM METOAOM Ha
PO34MHHMKOM (BOga ANs [Ansa 36UpaHHs, mMeToa BvnxHiii IHdbpayepBoHuii (BIY) cnekTpockoniuHuiA meTos
iH ekuji no 1 mn'y MapKyBaHHs AIK OCHOBHUIA MeToA, a MeTog Kapna diwepa sk pedhepeHTHHi
wnpuyi Ne 1) y Ta ynakoBKMu, MeToA. BeeAeHHs1 3MiH npoTaroM 3-x micsuiB nicns
NNacTuKoBI kopoobu BTOPWHHOTO 3aTBEPAKEHHS
nakyBaHHs);
AT Hoso
Hopaick,
[NaHis
(BMPOGHWMK
nikapcbKoro
3acoby,
nepBuHHa Ta
BTOPWHHA

ynakoska); AIT
Hoso Hopgick,
[aHia
(BUPOOBHYK,
BignoBiAa/IbHM




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20

53.

1 32 BMNyCK
cepiit
KiHLLeBOro
npoaykTy);
KataneHt
Benbrisi CA,
Benebris
(BMPOGHYK
PO3YMHHMKA
(cTepunbHa
Bofa Ans
iH'eKLin y
npuL),
KOHTPOb/BUM
pobyBaHHS
cepii
PO3YMHHNKA);
CrareHc
Cepym
IHCTUTYT,
[aHia
(BMPOBHYK
PO3YMHHMKA
(cTepunbHa
Boda Ans
iH'eKLin y
wnpuu),
KOHTPONb/BUM
pobyBaHHS
cepiii
PO34YMHHVKA)

nocsio4YeHHs

AENAKIH
XPOHO® 300
Mr

TabneTku, BKPUTI
060/10HKOIO,
MPOJIOHroBaHoI Aji No
300 mr Ne100 (50x2): no
50 TabneTtok y
KOHTeliHepi, 3aKkpuToMy
KPYLLIKOIO 3
BOJIOrOMNOrIHAYeM; Mo
2 KOHTeillHepwn y
KapTOHHIA Kopoo6Li

TOB "CaHodhi-
ABEHTIC
YkpaiHa"

YKpaiHa

CaHodpi
BiHTpon
IHpacTpia

PpaHuis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHa MapKyBaHHS Ha BTOPUHHIli yNakoBLyi: OHOB/IEHHSA
nikTOorpamu BariTHOI XiHKMN Ta 3aCTEPEXEHHS Ha 30BHILLHIN
ynakoBLi; 3MiHu Il Tuny - 3MiHW BHECEHO A0 IHCTPYKLT Ans
MeAUYHOro 3acToCcyBaHHS NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mob6iuHi peakyii”. 3miHu Il Tuny -
3MiHW BHECEHO [0 iIHCTPYKLT 4719 MEANYHOIo 3aCTOCYBaHHSA
niKapcbKoro 3acoby A0 po3ainy "B3aemogis 3 iHWnmun
nikapcbkumun 3acobamu Ta iHWi BUuAW B3aeMOZii"; 3miHu Il Tuny -
3MiHW BHECEHO [0 iIHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby go posginis "MpoTunokasaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
rpyaAr0” (yTouHeHHs iHcpopmalii), "Cnocib 3actocyBaHHS Ta
0031"(YTOYHEHHS iHhopmaLii). BBeAeHHA 3MiH NpOTArom 6-Tu
MicsILiB Nicns 3aTBEpAKEHHS

3a
peyenmom

UA/10298/01/01




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

54.

AN PUNID

renb, no 15 r a6o no 50
r, abo no 100 r y Ty6i; no
1 Ty6i y KAPTOHHiIl
Kopoo6ui

MeHTONaTym
Komnari
Nimiteq

AHrnis

MeHTONnaTym
KomnaHi
Nimitep

Benuka
BputaHis

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asiBHUka 45 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHSA (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-galina
cmcTeMu chapmakoHarnsgy) 3miHa KOHTakTHOI 0co6u
YNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAnoBigasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy B Ykpaini. [itoya pegakuis: TepeHTie
OnekcaHngp tOpiiosuy. MponoHoBaHa pegakuis : PormHebka
OneHa MNaBniBHa. 3MiHa KOHTAKTHUX AAaHUX KOHTaKTHOI 0co6u
YNOBHOB&XEHOT 0COOM 3as1BHMKA, BifMnoBifasIbHOI 3a 3AiACHEHHS
dhapMakoHaraisgy B YKpaiHi.

6e3
peyenma

UA/0377/01/01

55.

AN XIT

Kpem no 15 r abo no 67 r
y Ty6i; no 1 Ty6i y
KapTOHHIA KopoobLi

MeHTONaTYM
KomnaHi
Nimiteq

AHrnis

MeHTONaTYM
KomnaHi
Nimitepq,

Benvka
BputaHis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu Il Tuny -
3MiHa BUPO6HUKa BUXiAHOro/NpoOMKHOrO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTLCA Y BUPOGHMYOMY npoueci Ad®l, abo 3miHa
BMpO6HUKa (BK/IHOYaKOUK, Ae Heob6XiaHO, MicLe NPOBeAeHHS
KOHTpPO/It0 5KoCTi) AP - BBEAEHHS anlbTEPHATMBHOIO BUPOGHMKA
giroyoi pevoBuHY Onii eBkaninTooi Duellberg Konzentra GmbH
&Co KG Germany no paHiwe 3atBepaixeHoro R.C. Treatt &
Company Limited United Kingdom

6e3
peyenma

UA/1453/01/01

56.

ANDNHO30N®

kancynu no 50 mr no 7
Kancyn y 6nictepi; 1
6nicTep y nauui

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"Kuismegnpen
apar"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHY WoAo 6e3neku/ehekTBHOCTI Ta hapmakoHarnagy,
OHOBJIEHHA BXE 3aTBEPKEHOI0 TEKCTY MapKyBaHHS BTOPUHHOT
Ta NepBMHHOI YNaKoBKM /ikapCbKix 3ac06iB (BHECEHHS NO3HAYeHb
OAMHULb BUMIPIOBAHHSA 3 BUKOPUCTAHHAM NiTEP NaTUHCLKOro
andhasiTy). BBegeHHS 3MiH NPOTAroM 6-Tu MicALiB nic/s
3aTBEPAKEHHSA

3a
peyenmom

UA/5156/01/01

57.

ANDNI030N®

kancynu no 100 mr no 7
kancyn y 6nictepi; 1
6nictep y nauyui

MAT
"KviBmegnpen
apar”

YkpaiHa

MAT
"Knismegnpen
apar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy,
OHOBJIEHHA BXE 3aTBEPKEHOr0 TEKCTY MapkyBaHHS BTOPUHHOT
Ta NepBMHHOI YNakoBKW /iKapCbKix 3ac06iB (BHECEHHS NO3HaYeHb
OMHWLIb BUMIPIOBAHHS 3 BUKOPUCTAHHAM JliTEP NAaTUHCBKOro
andasiTy). BBeeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a
peyerimom

UA/5156/01/02




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1
58. ANDHO30N1® Kancynu no 150 mr no 1 MNAT YKpaiHa MNAT YKpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHu | Tuny - Ne 1 — 6e3 UA/5156/01/03
Kancyni y 6nictepi; 1 "KniBmegnpen "KviBmegnpen 3MiHM Woao 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy, peyenma;
abo 2 6nictepun y nadui; apat” apar” OHOBJ/IEHHA BXE 3aTBEPA)KEHOro TeKCTY MapKyBaHHS BTOPUHHOI Ne 2 — 3a
no 2 kancynu y énicrepi; Ta NepBUHHOT YNakoBKM NikapcbKix 3ac06iB (BHECEHHS MO3HAYEHb peyenmom
1 6nicTep y nauui OAMHULb BYMIPIOBAHHS 3 BUKOPUCTAHHSIM NliTEP NaTUHCBLKOro
andasiTy). BBegeHHS 3MiH NpOTAroM 6-T1 MicALiB nicns
3aTBEPKEHHS
59. AIATHON® NopoLUOK ANs NAT YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11708/01/01
Opa/IbHOrO PO34uHy, 64 "®Papmak” 3MiHN 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULITBI. peuyenmom
r/naket; no 73,69 r 3miHa po3mipy cepii (Bk/IlOuYatoum gianasoH po3Mipy cepir)
NOPOLLKY Y nakeTi; no 4 roTOBOrO JlikapCcbKoro 3acoby (36inbleHHs Ao 10 pasis
nakeTu B naui 3 NOPIBHAHO i3 3aTBEpAKEHUM po3mipom) (B.11.6.4. (a) 1A)
KapTOHY BBEJEHHS 4OAATKOBOro po3Mmipy cepii roToBOro fikapcbkoro
3acoby 550,00 kr.
[itova pepakuis
Brpo6Huya peuentypa
TeopeTnuHuii Buxiga:
90,00 Kr (KinbKicTb NakeTiB — 1221)
180,00 «kr (KifbKiCTb MakeTiB - 2442)
360,00 Kr (KinbKicTb NakeTiB — 4885)
MponoHoBaHa peaakuis
Brpo6Huya peuentypa
TeopeTnuHuii Buxiga:
90,00 kr (KinbKicTb NakeTiB — 1221)
180,00 «kr (KinbKiCTb MakeTiB - 2442)
360,00 Kr (KinbKicTb nakeTiB — 4885)
550,00 Kr (KilbKiCTb NakeTiB - 7463)
60. AONOBEHE renb; no 20r abo 50, patiothapm HimeyuunHa Mepkne 'm6X, | HimeyunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 6e3 UA/5565/01/01
a6o 100 r B Ty6i; no 1 M6X HimeyuunHa BW/TyYEHHS BUPOOHUYOT AinbHULI (BKIOYalouM AinbHULi ans Adl, peyenma
Ty6i B KOpPO6Lj (BUPOGHULTBO NPOMIXHOro NPoAyKTy abo roToBOro fikapcbKoro 3acoby,
Hepo3chacoBa OiNbHUUI ANS1 NPOBEAEHHS MaKyBaHHS, BUPOOHMKA,
HOro BiANOBIAA/ILHOIO 3a BUMYCK CEpIi, MiCLie NPOBEeAEHHS KOHTPO/HO
nNpoayKTy, cepil) abo nocTtavyanbHUKa BUXiAHOrO MaTepiasy, peareHTy abo
nepsunHHa Ta [L,0MOMIDKHOT PEUYOBMHU - BUSTYYEHHST BUPOOHUKa AD|
BTOPVHHA [ekcnaHTeHon siK HacnifoK OHOBMEHHS cneumdikayii Al Big,
ynakoBKa, BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby. BunyyeHHs
KOHTPO/b BMNPOOYBaHHS 3a NOKA3HMKOM “"Badkki meTanu" 3i cneyudikauii
cepii); roagir- A®I Big BUpO6HMKa roTOBOrO JliKapcbKoro 3acoby; 3miHu | Tuny -
Mepkne- nogaHHa Hosoro Ceptudiikaty RO-CEP 2012-365-Rev 00 ans
LTpacce 3, Ad| umeTuncynbqokeung, Bif BXe 3aTBEPAKEHOTO BUPOOHMKA,;
89143 3MiHu | TUNY - nogaHHA oHoBneHoro Ceptudpikata R1-CEP 2003-
Bnay6olipeH, 197-Rev 03 gnsa A®| MenapviH HATPIIO Bif BXe 3aTBEPKEHOr0
HimeuunHa BMPOGHMKA; 3MiHM | TUNY - NogaHHsA oHoB/ieHoro CepTudiikara
(po3Bin Ha R1-CEP 2003-197-Rev 04 ans A®I lenapuH HaTpito Bif, BXe

BUMYCK cepii))

3aTBEPKEHOr0 BUPOOHMKA; 3MiHM | TRy -
nogaHHsa oHossieHoro Ceptucpikata R1-CEP 2003-197-Rev 05
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61.

ans A®l MenapvH HaTPIlO Bif BXe 3aTBEPAKEHOr0 BUPOGHWMKA,;
3MiHM | TUNY - NogaHHa oHoBneHoro CepTtudiikata R1-CEP 2003-
197-Rev 06 gnsa APl MenapviH HATPIIO Bif, BXe 3aTBEPKEHOr0
BMPOGHMKa

62.

EKBATOP

EKBATOP

Tabnetkn, 20 mr/10 mr
no 10 TabneTtok y
6nictepi; no 1, abo 3,
abo 6 6nicTepiB y nayui

BAT "TeneoH
PixTep"

YropumHa

BAT "TegeoH
PixTep"

YropumHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHM y cneuudpikauii Aitoyoi pevoBuHM amnoauniHy 6esnnaty
BMPOGHMKa Aito4oi pevosrHy Gedeon Richter Plc., Hungary, wo
CTOCYHOTbCS NOKa3HMKa «MikpobionoriyHa unctota» ans
npuBeAeHHA MeToay Yy BiANOBiAHICTb BUMoram EP; 3miHu | Tuny -
3MiHM Y cneumdikauii 4iroyoi peyoBuHN amnoaunivy 6esmnary
BMPOGHMKA rOTOBOTO Nikapcbkoro 3acoby BAT "legeoH Pixtep",
YropLumHa, Lo CToCyrTbCs NokasHuka «MikpobionoriuHa
ynucToTa» A7 NpuBeAeHHS MeToAy Y BignoBigHicTb BuMoram EP

3a
peyenmom

UA/3211/01/02

63.

Tabnetku, 20 mr/5 Mr no
10 TabneTok y 6nicTepi;
no 1, 3 abo 6 6nictepis

Y KapPTOHHIl1 yrnakoBLi

BAT "TeneoH
PixTep"

YropLmHa

BAT "TeaeoH
PixTep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHV Y cneumdikauii Airoyoi peyoBuHN amnoaunidy 6esmnary
BMPOGHMKa rOTOBOrO Nikapcbkoro 3acoby BAT "l'egeoH Pixtep",
YropuiyHa, Lo CTOCyThCS NokasHuka «MikpobionoriyHa
yucToTa» N5 NPUBEAEHHA MeToay Yy BiAnoBigHICTL BUMoram EP;
3MiHK | TURy - 3MiHK y cneyudikauii Aito4oi pevoBUHM
amnioguniHy 6e3nnaTy BupobHuka fitoyoi peyoBuHn Gedeon
Richter Plc., Hungary, L0 CTOCYOTbCA NOKa3HuKa
«MikpobiosioriyHa uMcToTa» A5 NPUBEAEHHS MeToay Y
BignoBigHiCTb BUMoram EP

3a
peyenmom

UA/3211/01/03

64.

EKBATOP

Tabnetkun, 10 mr/5 mMr no
10 TabneTok y 6nicTepi;
no 1, a6o no 3, a6o no 6
6nicTtepis y nayui

BAT "leneoH
PixTep”

YropLmHa

BAT "l'egeoH
Pixtep”

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX maTepianis: 3MiHu | Tuny -
3MiHKM 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikar
BiAnoBigHOCTI EBponelickkiit hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (iHLWi 3MiHWU) 3MiHW Y
cneumdikaLii 4ito4oi peyoBmMHM amioauniHy 6esnnaty BUpobHuKa
aitoyoi peyosrHn Gedeon Richter Plc., Hungary, o ctocytoTbes
nokasHuka «MikpobionoriyHa uicToTa» ANnsa NpuBegeHHs meToay
y BignoBigHicTb BuMoram EP. 3MiHu | Tuny - 3MiHK 3 SKOCTi.
CeprtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadii Y
abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu €C (iHLWi 3MiHK) 3MiHW Y cneumdikawi
Aito40oi peyoBrHY amnogunidy 6esunaty BupobHuka N3 BAT
"l'epeoH PixTep", YropLuHa, Lo CTOCY0TbCS NOKa3HuKa
«MikpobionoriyHa ynctoTa» A8 NpUBEAEHHS MeToay Y
BiANOBiAHICTb BUMoram EP.

3a
peyerimom

UA/3211/01/01

EHANANPUN-
TEBA

TabneTkn no 2,5 mr no
10 Tabnetok y 6nictepi;

no 3 6nictepu y

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepeiiH3
MonaHg

MonbLa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHa y MeToax BUnpobyBaHHSA rOTOBOro NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAax BUNpobyBaHHs),

3a
peyenmom

UA/16349/01/01
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20
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KapTOHHI/ Kopoo6Li

BHECEHHS 3MiH B METOAVKY BU3HAUYEHHSI XpomatorpadivuHol
yuctoTu metogom BEPX /13, a came: fo4aHO YyTOUYHEHHS
CTOCOBHO TOrO, L0 Y BUMaAKy HEBIAMOBIAHOCTI yMOBam
npugaTHocTi cuctema PX mae 6yt ckoperoBaHa TakuM YMHOM,
o6 il mapameTpu Bignosigany Mexam, 3asHauyeHuM y po3gini
[oaTKoBOT iHchopMaLii; 3miHM | TUny - 3MiHa y MeTofax
BMNPOOYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEPAKEHNX MeTOAaxX BUNPO6YBaHHSA), BHECEHHS 3MiH B
MeTOAMKY BU3HAYEHHSA BMICTY eTaHo/y MeTodom X, a came:
3MiHa onncaHHsA NPUroTyBaHHS BUMPOGYBaHOTO PO3unHy. A
TaKoX BUMNPaB/IEHHA PeAakLiiHOT MOMUIIKM 38 NOKa3HNKOM
«lgeHTudpikauis, aHanisa BMIiCTy i of4HOpPIAHICTb BMICTY AdI
meTogom BEPX», y po3gini «MpurotyBaHHs 6ycepy, pH 2,0 —
pyxoma pasa B i po3uMHHUK» MICTKICTb MipHOT KON161
3a3HavaeTbesa «1000 Ma» 3aMicTb «1,000 max»

65.

EHANANPUN-
TEBA

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIi
Kopoo6Li

TOB "TeBa
Ykpaiva"

YkpaiHa

TOB TeBa
OnepeiiwH3
MonaHg

MonbLa

BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu | Tuny -
3MiHa y MeTodax BUNpo6yBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBepAKEeHNX MeTohax BUNpobyBaHHs),
BHECEHHS 3MiH B METOAVKY BU3HAUYEHHSI XpomatorpadiuHol
yuctoTn metogom BEPX /13, a came: foAaHO YyTOYHEHHS
CTOCOBHO TOrO, L0 Y BUNAAKY HEBIAMOBIAHOCTI ymoBam
npugaTHocTi cuctema PX mae 6yt ckoperoBaHa TakvuM YMHOM,
o6 i mapameTpu BignoBigany Mexam, 3asHauyeHUM y po3aini
[04aTKoBOT iHchopMaLii; 3miHM | TUNYy - 3mMiHa y meTofax
BMNPOOYBaHHSA rOTOBOTO JTiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEPKEHNX MeTOAaxX BUNPO6YBaHHSA), BHECEHHS 3MiH B
METOANKY BU3HAYEHHS BMICTY eTaHosy metofom X, a came:
3MiHa onncaHHsA NPUroTyBaHHS BUMPOGYBaHOTO PO3UnHy. A
TaKoX BUMNPaB/EHHA PeAakLiiHOi MOMUIIKM 38 NOKa3HWKOM
«lgeHTudikauis, aHanisa BMIiCTy i 0f4HOpPIAHICTb BMICTY AdI
meTogom BEPX», y po3gini «MpurotyBaHHs 6ycepy, pH 2,0 —
pyxoma hasa B i po3uMHHUK» MICTKICTb MipHOT KON161
3a3HavaeTbes «1000 Ma» 3aMicTb «1,000 max»

3a
peyerimom

UA/16349/01/02

66.

EHANAMNPUN-
TEBA

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6, abo no 9
6nicTepIB Y KAPTOHHIN
Kopoo6Li

TOB "TeBa
Ykpaiva"

YKpaiHa

TOB TeBa
OnepeiiwH3
MonaHg

MonbLa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | TNy -
3MiHa y MeTodax BUNpo6yBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX MeToAax BUNPOOYBaHHS),
BHECEHHS 3MiH B METOMKY BU3HAUYEHHA XpomatorpadiuHoi
yncTotu metogom BEPX /13, a came: fofaHO YTOYHEHHSA
CTOCOBHO TOrO, L0 Y BUNAAKY HEBIAMOBIAHOCTI ymoBam
npuaaTHOCTI cuctema PX mae 6yTn ckoperosaHa Takum YMHOM,
06 i napameTpu BignoBiganu Mexam, 3asHauyeHUM y po3aini
fopartkosoi iHdhopmadii; 3miHu | Tvny - 3MiHa y meTofax
BMNPOOYBaHHSA rOTOBOTO JTiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEPKEHNX METOAaxX BUNPO6YBaHHSA), BHECEHHS 3MiH B
MEeTOANKY BU3HAYEHHS BMICTY eTaHony metofdom MX, a came:
3MiHa ONMCaHHA NPUrOTYBaHHSA BUNPOOYBAHOr0 PO34nHY. A

3a
peyenmom

UA/16349/01/03




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
TakoX BMNpaBfeHHA pefakLiiHOT MOMUKM 38 NOKa3HUKOM
«laeHTudikauis, aHanis BMiCTy i ofHOpIgHICTb BMicTY AdI
MeTogom BEPX», y po3gini «MpurotysaHHsa 6ydepy, pH 2,0 —
pyxoma pasa B i po3UMHHUK» MICTKICTb MipHOT KO/161
3a3HavaeTbea «1000 ma» 3amicTb «1,000 ma»
67. EHANANPUN- Tabnetkun no 20 mr no 10 TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16349/01/04
TEBA TabneTtok y 6nictepi; no YkpaiHa" OnepeiH3 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro NiKapCbKoro 3acoby peuyenmom
3 abo no 6, abo no 9 MonaHpg (He3HauHa 3MiHa y 3aTBEpAXEeHUX MeTofax BUNpobyBaHHs),
6nicTepiB y KAPTOHHIl BHECEHHS 3MiH B METOAMKY BU3HAYEHHSA XpomaTtorpadivyHol
Kopoobui ynctoTn metogom BEPX 13, a came: A0AAHO YTOUHEHHS
CTOCOBHO TOrO, L0 Y BUMaAKy HEBIAMOBIAHOCTI yMOBam
npuaaTHoCTi cuctema PX mae 6yTu ckoperoBaHa Takum YMHOM,
LWO6 i napamMeTpu BIAMOBIAA/IM MEXaM, 3a3Ha4YeHUM Y po34ini
[04aTKoBOT iHchopMaLii; 3mMiHW | TUNY - 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEPMAKEHNX MeToAax BUNPoOyBaHHS), BHECEHHS 3MiH B
MeTOAMKY BU3HAUYEHHS BMICTy eTaHo/ly meTodom X, a came:
3MiHa ONMCaHHA NPUroTYBaHHA BUNPOOYBAHOr0 PO34nHy. A
TakoX BMNpaBfeHHs pefakLiiHOT MOMUKM 38 NOKa3HUKOM
«lgeHTudpikauis, aHanis BMiCTy i Of4HOpPIAHICTb BMiCTY A®I
meTogom BEPX», y po3gini «MpurotyBaHHsa 6ydepy, pH 2,0 —
pyxoma paza B i po3UMHHUK» MICTKICTb MipHOT KO/161
3a3HayvaeTbes «1000 M1» 3aMicTb «1,000 mx»
68. EHTUBIO® NOpPOLLOK ANA Takepa [aHis Bikxem Benuvka BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/15405/01/01
KOHUEHTpaTy A5 dapma A/C JlabopaTtopi3 BpwuTaHis/ 3MiHa y TepMiHax NpUAaTHOCTI abo ymMoBax 36epiraHHs rOTOBOTO peuyenmom
pO34uHy A8 iHgys3ili no Nimiten, ITania/ NikapcbKoro 3acoby - 3MiHa B TEpMiHax NpuaaTHOCTi FOTOBOroO
300 mry dpnakoHi; no 1 Benvka AscTpis/ nikapcbKoro 3acoby Ha nigcrasi HOBUX AaHKX LLOAO
oNakoHy Y KapTOHHIN BpuTaHis Cwa/ MiKpOGI0/I0riYyHOI CTabiNbHOCTI MpenapaTy nicns oro BiAKPUTTS
KopoobLi (koHTpO/b HimeyunHa Ta po3BefleHHs, a TakoX, IONOBHEHHSA AaHuX LWonao ¢isnko-
AKOCTI cepil: XiMiYHOT CTabiNIbHOCTI po3BeeHOro npenapaTty; 3MiHW BHECEHO
"CTepwbHICTb 00 IHCTPYKUiT 4Nsi MeguyHOro 3actocyBaHHs A0 po3giniB "Cnoci6
"Ta 3acTocyBaHHA Ta 031" (HaBefeHa IHCTPYKLiS 3 po3BeAEeHHs
"BakTepianbHi PO34MHY Ta BUKOPUCTaHHSA PO3BEAEHOrO Po3umnHy), "TepmiH
€HAO0TOKCHHN") npuAaTHOCTI" (3a3Ha4YeHO TepMiH NPUAATHOCTI TOTOBOTO PO3UMHY
; Aendapm Ta f0faHO a/lbTePHATVIBHWA PO3UYNHHUK - TAKTUPOBaHWA PO3YMH
Hosapa PiHrepa); 3mMiHu | TUNYy - 3MiHWM BHECEHO [0 IHCTPYKLIT ANA
C.p.n., ITania MeAUYHOro 3aCTocyBaHHA A0 po3giny “MobiyHi peakyii” (3a
(BTOpUHHE pekomeHaaujieto PRAC Ha nigcTasi OHOBMEHOrO 3BITy 3 6e3nekun
nakyBaHHA Ta [04aHO0 NOGIYHI peakLii: THEBMOHIA, PO3MUTUIA 3ip - 3 HACTOTOD
[03BiN Ha "nyxe pigko")
BUNyCK cepii);
KoBaHc
JlabopaTtopi3
Nimiten,
Benvka

BpuTaHis
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(koHTpO/b
AKOCTI cepii);
MateoH ITanisa
C.IM.A, lTania
(BpO6HMLTBO
'N13, KOHTPO/b
AKOCTI cepii:
"CTepwIbHICTb
", "MexaHiuHi
BK/IIOUEHHS",

nepBuHHe
nakyBaHHs);

Takepa
ABcTpia T'm6X,
ABCTpist

(BTOPUHHE
nakyBaHHS Ta

[03BiN Ha
BUMYCK cepil);
Xocnipa, IHkK.,

CLlA
(Bpo6HMLTBO
N3 ta
nepBuHHe
nakyBaHHs);
Yapnb3 PiBep
Biochapmacsto
Tikan Cepsici3
v6X,

HimeuunHa

(koHTpOsb

AKOCTI cepii:
"Bu3HauveHHsA
3B'A3yBaHHA")

69.

EMNPAKA/[

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 5 mr; no 10 TabneTok
B 6nicTepi; no 3
6nicTepn B KApTOHHIA
Kopoobui

[bxy6inaHt
[hxeHepikc
Nimiten

IHAjia

[xy6inaHt
LbxeHepikc
Nimviteq

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx Npo cuctemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cuctemn hapmakoHarnisgy) 3MiHa KOHTakTHOI 0co6u 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi:

3a
peyenmom

UA/15698/01/01




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a 3AiicCHEeHHA ddapmakoHarnsgy B YKpaiHi.

70.

EMNPAKA/[

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOHO,
no 5 wmr; in bulk Ne5000
y nosnieTn1eHoBOMY
nakerTi

[bxy6inaHt
[hxeHepikc
Nimiten

IHAjia

[xy6inaHt
LbxeHepikc
Nimviteq

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsy.
BeeaeHHs ab0 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasisHeHUX JaHux npo cuctemy
hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-gaiina
cuctemn dhapmakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3as1BHYMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay B YKpaiHi:
Litova pepakuin: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6K 3asBHYIKa,
BifnoBiga/IbHOI 3a 3AjCHEHHST dhapMakoHarnsay B YKpaiHi.

UA/15699/01/01

71.

EMNPAKA/[

TabneTku, BKPUTI
NiBKOBOK 060/1I0HKOLO,
no 10 mr; no 10
TabneTok B 6aicTepi; no
3 6nicTepn B KAPTOHHIN
KopoobLi

[bxy6inaHt
L[bxeHepikc
Nimiteq

IHais

Ibxy6inant
[bxeHepikc
Nimitep

IHais

BHECEHHS 3MiH [0 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny -
3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs1 abo 3MiHU 10 y3arasibHeHUX AaHKX NPo cUcTemMy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapMakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT 0Co6u, BiANOBigaIbHOT
3a 3[jicHEeHHs1 hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKW,0 BOHA BiAMIHHA Bif YNOBHOBa)XXeHOI 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bk4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-goaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHeHHSA hapMmakoHarnsaay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pegakuisi: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6K 3asiBHIIKA,
BiiNOBigaNbHOI 3a 3filiCHEHHS hapmakoHarnsaay B YKpaiHi.

3a
peyenmom

UA/15698/01/02

72,

EMPAKA/[

TabneTku, BKpUTI
NMiBKOBOK 0GO/OHKOI0,
no 10 wmr; in bulk Ne5000
y nonieTuneHoBomy
nakeri

[bxy6inaHt
L[hxeHepikc
Nimiten

IHais

[bxy6inaHt
L[bxeHepikc
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpaliiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 3[jiicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHA hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbLHOI 3a 34iicCHEHHS (hapMakoHarnaay (Bkouyatum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-goaiina

UA/15699/01/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapMmakoHarnsay B YkpaiHi.

73.

EMNPAKA/J

TabneTkn, BKpUTI
NMiBKOBOK 0GO/OHKOI0,
no 15 mr; no 10
TabneTok B 6nicTepi; no
3 6nicTepu B KAPTOHHIl
Kopobui

[bxy6inaHt
[hkeHepikc
Nimiteq

IHais

[bxy6inaHt
L[bkeHepikc
Nimitep

IHais

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX [aHnX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asBHUKa An5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6M 3asBHIIKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp BacunboBuy. MponoHoBaHa
pepaxuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi.

3a
peyerimom

UA/15698/01/03

74.

EMNPAKA/[

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 15 wr; in bulk Ne5000
y nosnieTnneHoBOMY
nakerTi

Lbxy6inaHt
[bxeHepikc
Nimiteq

IHais

Lxy6inaHt
[xeHepikc
Niviteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHY WoAo 6e3neku/ehekTUBHOCTI Ta hapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLAeHHs y3arasisHeHUX faHuX Npo cucTemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT ocoou 3
hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHA hapMakoHarnsay B
YKpaiHi, IKLLIO BOHA BigMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemu ghapmMakoHarnsgy) 3MiHa KOHTakTHOI 0cobu 3asiBHYMKA,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST chapMmakoHarnsay B YKpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6K 3asBHNIKa,
BiAnoBiAa/IbHOI 3a 3AiCHEHHsT chapMakoHarnsay B YKpaiHi.

UA/15699/01/03

75.

EMNPAKA/J

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 20 mr; no 10
Tabnetok B 6nicTepi; no
3 6nicTepu B KAPTOHHIl
KopooLi

[bxy6inaHt
[xeHepikc
Nimiteq

IHais

[bxy6inant
[xeHepikc
Nimitep

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAA/TbHOI
3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLW0 BOHA BiAMiHHA Bif YNOBHOBa)XEHOI 0cobu,

3a
peyerimom

UA/15698/01/04




Hassa

dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkaovaryumn
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi MacTep-haiina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0Co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsaay B YKpaiHi:
[itouva pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pefakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BifnoBiAa/IbHOI 3a 34jICHEHHsT chapMakoHarnsay B YKpaiHi.
76. ENPAKA/[ TabneTkn, BKpUTI [bxy6inant IHais [bxy6inaHT IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - - UA/15699/01/04
NAiBKOBOK 060/I0HKOLO, [xeHepikc [hxeHepikc 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
no 20 wmr; in bulk Ne5000 Nimiteq Nimitepq, BBeaeHHs ab0 3MiHU 10 y3arasibHeHUX AaHKX Npo cucTemy
y nonieTuneHoBoMy thapmakoHarnsgy (BBeAeHHs y3arasibHeHX fJaHuX Npo cucTemy
nakeri thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0Cco6U, BiANOBIAa/IbHOI
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS hapMakoHarnaay (Bk4akum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn ghapMakoHarnsgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapmakoHarnsay B YkpaiHi.
77. ECMEPOH® PO34MH N8 iH'ekuin, 10 LepiHr-Mnay LLIBeliyapis H. B. HigepnaHg BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/7719/01/01
mr/mn no 5 mn (50 mr) y CeHTpan Ict OpraHoH, n/ BHeceHHs1 CepTudikaTy BignoBigHOCTI €EBponeiicbKol peuyenmom
thnakoHi; no 10 Al HigepnaHgn HimeuunHa/ thapmakonei Ne R1-CEP 2009-231-Rev 00, 3aTBep)XEHOro
(hNaKoHIB Y KAPTOHHI (Bupo6bHuutBo | CrnoBayuHH BMpo6HMKa A®I pokypoHito 6pomigy Aspen Oss. B.V.,
KopoobLi in bulk, a Netherlands, 6e3 6yab — Skux 3miH. OCKinibky, AaHa Bepcisi He
nepBUHHE/BTO 6yna BK/OYEHA A0 MaTepianiB peecTpaLiiHoro fochbe; 3MiHu |
PUHHE TUMY - OHOB/IEHHA cneyudikauii A®| BiANOBIAHO A0 MOHOrpadii
nakyBaHHs, EP 9.0.; 3MiHn | TMNy - nofaHHA OHOB/IEHOro cepTudpikary
KOHTPONb BifnoBigHOCTI €Bponelicbkoi hapmakonei Ne R1-CEP 2009-231-
SKOCTi Ta Rev 01 Big 3aTBEpAKEHOTO BUPOOHMKA AD| poKypOoHito 6pomigy
BUNyCK cepii); Aspen Oss. B.V., Netherlands, y 3B'A3ky 3 geTasizauieto
Circopig BUPOGHMKIB A®| (yTOUHEHHS BUPOBHUYMX OYHKLIV Ta fofaBaHHS
XamesnbH 2 BMPOGHNYNX AiNbHULL MPOMIKHOIO NpoaykTy Adl)
M6X,
HimeuunHa
(Bnpo6HULUTBO
in bulk,
nepBuHHe
nakyBaHHA Ta
KOHTPO/b
AKOCTI);

XamesibH pac




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
a.c.,
Cnosa4nHHa
(AnbTepHaTVB
HWIN KOHTPOS1b
SKOCTI)
78. 3EPBAKCA® NOpOoLUOK AN Mepk LWapn i LLseiiuapis BUPOBHULTBO cuwA/ BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16362/01/01
KOHUEeHTpaTy Ans [oym IQEA, 3a NMOBHUM ®paHuisa 3MiHM 3 AkocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeci peyenmom
pO34uHy ANs iHgysil, 1 IHK, LMKNOM: BMPOGHMLUTBA ADI (iHLWi 3MiHX) 3MiHN Y BUPOGHMYOMY NPOLLECI
r/0,5 r no 10 chnakoHiB 3 Crepi-®apma, A®| TaszobakTamoBOI KUCNOTK Ta 061aHaHHI: - 3MiHa BigKPUTOI
MOPOLLKOM Y KapTOHHIl NNC, CWA; CMUCTEMU 3MilLyBaHHS, rpaHynsLii Ta HanmoBHEHHS Ha 3aKpuUTy
Kopo6Li a/lbTepHaTUBH cucremy;
NiA BUPOGHMK: - 3MiHM Y CcXeMi BUpOoBHUYOro npouecy. 3MiHv B cTepunisawii
BTOPUHHE nakyBasIbHUX MaTepianiB; - OHOB/IEHHS MOCUIAHHS Ha 3arasibHy
nakyBaHHs, NONITYKY MOHITOPUHTY Ha/IeXHOT BUPOOHNYOT NMPaKTUKK; -
BignoBiAabHU BMNpaB/ieHHa TunorpadivyHoi NOMUNKM Y Ha3Bi Tabnuui 1 B p.
1 3a BUNYCK 3.2.5.3.2. [lomiwkn. Ha3By Tabauui 3MiHEHO 3 «[ToTeHLilHI
cepii: [LOMILLKM B Ta3o6akTami HaTpito» Ha «[OTEeHLiHI 4OMILIKN B
Nab6opatopii Ta306aKTamMoBili KUCMOTi».
Mepk Wapn i 3MiHn | TURY - 3MiHK 3 aKocTi. A®l. BUpo6HULTBO. 3MiHM
[Joywm LWn6pe, BMNpobyBaHb abo JOMYCTVMUX MeX Yy npoLeci BupobHuutea AdI,
PpaHuin LLIO BCTAHOBNEHI y creundikaLisx (iHwi 3MiHM) 3MiHX B NpoLieci

KOHTPOIO B npoueci BUpobHuLTBa APl TazobakTraMoBoi
KUCNOTH:
- Yac 3millyBaHHA 3MiHEHO 3 12 XB Ha 5 XB; - JliMiT1 Barosoro
BMxofy 3miHeHo 3 90 % - 110 % Ha 75 % - 110 %;

- JlimiT NnepeBipK1 CMPOBUHM 3MiHEHO 3 95 % - 110 % Ha 75 % -
100 %. 3MmiHu | TNy - 3miHK 3 kocTi. APl KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHA APl abo BuXigHOrO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuLTBa AP (HE3HaUHI 3MiHK
y 3aTBep)KEHNX MeToAax BUNpobyBaHHA) 3MiHN y MeTodax
BMNpobyBaHHA A®| Ta306aKkTamMoBO| KUCOTU: - pefakuiiHi 3MiHu
B chopmyni meToAy aHani3y 3a NOKa3HUKOM «30/IbHUIA 3a/INLLIOK,
a came: Onuc W1 3miHeHo 3 «Macu nnaTMHOBOro TUrento Ta
3pasKy B MOCTIiliHiin Maci» Ha «Maca 3pa3ky Ta N1aT1HOBOro
TUresnto B NOCTIMHIA Maci»;

- 3a NOKa3HMKOM «BMiCT BOAM» 3MiHEHO BMMOTY BifHOCHOMO
BifIXWNIEHHA AN1A pe3y/bTaTiB NOBTOPIOBAHUX TECTIB /1A
BM3HAYEHHSA BMICTY BOAM, 6a3ylounch Ha JOAATKOBUX JaHuX Ta
NpakT1Lj 3aCTOCYBaHHS faHoro metoay. Kputepii NpuinHATHOCTI
3aNWNAnCA He3MiHHMMK. 3MiHW 40 cneuudikauii Ha
Ta306aKTamMoBYy KMUCNOTY:

- METO/ KOHTPO/IH0 3a NOKA3HUKOM «30BHILLHIA BUrA4» 3aMiHEHO
3 «Bi3ya/IbHO» Ha «BHYTPILLHIO METOAVKY»;

- pefakuiiiHi 3MiHV KpUTEpIiB NPUAHATHOCTI 32 NOKa3HUKOM
«laeHTudikauis» 6yn10 OHOBAEHO 3 «Yac yTpuMaHHs Ta po3mip




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1
OCHOBHOrO MNiKy» Ha «4ac yTpMmMaHHS OCHOBHOrO MiKy» 3 METO
npuBELEHHS Y BiANOBIAHICTb A0 YNHHOI NMPaKTWKK;

- 3@ NOKa3HWNKOM «KyT ONTUYHOrO 3a/10M/IEHHS» A0AAHO
MeTOAMKY Ta KpuTepii NPUAHATHOCTI BignoBigHo o EP;
- pefakuiiiHi 3MiHM y MeTofax KOHTPOJIH0 3a MOKa3HWUKOM
«lpeHTudikauis», «KinbkicHe BU3HauYeHHs», «CynpoBiaHi
OOMILLKM» Ta «m — Kpe30/» 3MiHeHO 3 USP 621 Ha BHyTpiLuHt0
METOANKY;
- BUMPaB/IEHHS NOMWIIKW, Sika fonyLieHa Npu nepeknagi, a came:
NOoKa3HWK «MyTHICTb PO34MHY» 3aMiHEHO Ha «[1po30picTb
pO3unHy». KpuTepii NpUIAHATHOCTI Ta MeToAMKA He 3MIHWUNCS;
- 3@ NOKA3HMKOM «M — KPe30s1» 3MiHW A0 NPUMITK/ (3aMiHEHO
HEPYTUHHUI TECT Ha PYTUHHUIA);
- YTOUHEHHS B MeTofax KOHTPOJIIO 3a nokasHukamn «MbU» Ta
«BbakTepianbHi eHA0TOKCUHU;

- 3BY)KEHHS KPUTEPIiB NPUAHATHOCTI 3a NOKA3HUKOM «2-
MepkanTobeH3oTnason»3 ? 50 ppt go 240 ppT; - MeTos
KOHTPO/O 32 NOKa3HWKOM «Bu3HauveHi MikpoopraHiaMm» 3MiHEHO

3 USP 62 Ha BHyTpilHIO MeETOAVKY;

- foAaBaHHSA NoKas3HUKIB «A3ngy», «HiTpar», «ligpasuHs»,
«Ta3zobaktam IHTepmegiaT llI», «Tazobaktam IHTepmegiat Vii»,
«Tasobaktam IHTepmeaiaT IX», «Bonbthpamat HaTpito» Ta
«TeTpabyTunamoHito 6pomia».

BunpasneHHst nomwsiku B p. 3.2.S.7.3. CtabinbHICTb. OCKifbKK,
KpuTepii NPUAHATHOCTI AN5 TecTy «MexaHiuHi BK/IYeHHs» 6yn
HEeKOpPEeKTHO 3a3HaueHi B Tabnuui faHux no cTabisilbHOCTI Ta He
Bignosiganu cneuudikauii MN3.
3miHn y p 3.2.5.4.5., ockinbku, MeTUMI306YTUIKETOH By0
oHoBrieHo 3 Knac 3 Ha Knac 2 3rigHo nepernsigy Q3C
MixxHapoaHoi KoHdpepeHuii 3 rapmoHizauii. 3miHu | Tuny - 3MiHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobysaHHa API
abo BMXigHOro martepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYETbLCA Y npoLeci BUpo6HuLTBa A®I (iHWi 3MiHW B
MeToAax BUNPobyBaHHA (BK/IHOYAOUM 3aMiHy ab0 JOMOBHEHHS)
AN peareHTy, WO He CNPUYMHSAE ICTOTHOTO BN/IMBY Ha AKICTb
Adl)

3MiHM Yy BMXiAHUX MaTepiasiax gns cMHTe3y Ta3ob6aktamoBoi
KMCNoTu:
- y MeTogi BUNpobyBaHHs BikapboHaTy HaTpito, sAKuii
BMKOPWCTOBYETLCA /1A CMHTE3Y TaszobakTamy HaTpito 3a
nokasHUKoM «laeHTudikauisi», a came: 3miHa MeTogy
BM3HAYEHHS Gikap6oHaTy HaTpito 3 XiMIYHOro aHanisy Ha
PomaHiBCbKy CnekTpocKonito.
- B cneumdikauii Ha «Bogy Ans iH'eKujiin» nepernsHyTo Tect

«BunpobyBaHHSA Ha rigponpoBIAHICTb», 3 METOI NPUBEAEHHS 40
peasibHOT NPaKTVKM KOHTPOJTI0 Ta YMHHOI JOKyMeHTawii




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BMpo6HuKa Lliny (Quilu).
79. 3IPKA 6asb3am pigkuia, no 5 [anacha B'eTHam [anacha B'eTHam BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/7031/03/01
My ¢hnakoHi; no 1 dapmachbioTik dapmacbioTika 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenma
h1aKoHyY Y KapTOHHI an [DKoiHT n MxoiHT CToK BeefeHHs ab0 3MiHU [0 y3arasibHEHWX AaHuX Npo cucTemy
nauui CT1oK KoMnaHi KomnaHi thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cucTemMu hapmMakoHarnsgy) - 3mMiHa KOHTakTHOT 0co6u 3as1BHYMKA,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuis: Iwyk Hatanka MeTpiBHa. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6M 3as1BHMKA, BignoBigaibHOT
3a 34jiicHeHHs chapmakoHarnsgy B Ykpaii
80. IBYNPO®EH TabneTku, BKPUTI My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: pMiHu | Tuny - 6e3 UA/3304/01/01
NAiBKOBOK 060JI0HKOIO, akujioHepHe akujioHepHe 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
no 200 mr, no 10 TOBapucTBO TOBapuCTBO KOHTeliHep/3aKynopoBa/ibHUIA 3aci6. 3MiHa PO3Mipy YNakoBKM
Tabnetok y 6nictepi, no "HaykoBo- "HaykoBo- rOTOBOrO J1iKapCbKOro 3acoby (B1y4YeHHs yNnakoBKy NEBHOr0
5 6nicTepis y nayy, BMPOBHNYNIA BUPOGHNUNIA po3Mmipy) - BUTYYEeHHS YNakoBKy likapcbkoro 3acoby no 50
LEHTP LEeHTp Tabnetok y 6ictepi. BBeAeHHS1 3MiH MpoTAroM 3-x MicsuiB nicns
"bopLuariBcbk "BopLuariscbk 3aTBEpKEHHA.
i Ximiko- Wi Ximiko-
thapmaueBTny hapmaueBTny
HWli 3aBoa” HWiA 3aBoa”
81. IBAB-5® TabneTkun, BKPUTI CKAH IHAisA BadHa IHAaia 3MiHM | TUNy - 3MiHa PO3Mipy YNakoBKX FOTOBOrO NiKapCbKoro 3a UA/13579/01/01
NiBKOBOK 060/I0HKOLO, BIOTEK NTA dapmacbioTika 3aco6y - BUy4YeHHs ynakoBku in bulk Ne 1000 Ta in bulk Ne 1400, | peyenmom
no 5 mr no 14 tabnetok nc nra. 3 BiANOBIAHMMU 3MiHAMU B PO34i/i YnakoBka
y 6nicTepi, no 2
6nicTepu B KApTOHHIA
ynakoBLii
82. IBAB-7,5® TabneTkun, BKPUTI CKAH IHAisa BadHa IHAain BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/13834/01/01
NAiBKOBOK 060/I0HKOD BIOTEK NTA dapmacbioTika 3MiHa po3Mipy ynakoBK/ roTOBOrO JlikapCbKoro 3acoby - peyenmom
no 7,5 mr; no 14 n3NTa BU/TyYeHHs ynakoBku in bulk Ne 1000 Ta in bulk Ne 1400, 3
Tabnetok y 6nictepi, no BIANOBIAHUMYM 3MiHAMMW B PO3iNi YNakoBka, BHECEHHS
2 6nicTepu B KApTOHHIl KOpUryBaHHs A0 po3ainy MapKyBaHHS B METOAax KOHTPOJIHO
ynakoB SIKOCTI JTiKapCbKOro 3acoby
83. IBOHIA3NA- pO34nH A1 iH'ekuiid, 100 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2671/02/01
AAPHNLUSA mr/mn; no 5 mn B "papmaueBTu "papmaLeBTn 3MiHM 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyn y yHa hipma YHa thipma KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3mipy ynakoBKu
KOHTYPHIli YapyHKOBIi "fapHuus” "fapHuus” roTOBOrO /IiKapCbKOro 3acoby (B1Iy4YeHHS yNnakoBKy NEBHOro

yNakoBLi; MO 2 KOHTYPHI
YapyHKOBI yNakoBKku B
nauuj

po3mipy) -
BW/TYYEHHS 3 MaTepianiB peecTpadiiHoro gocke, p. 3.2.P.7.

CuncTeMa KoHTelHep/3aKynopioBasibHWIA 3aci6, iHdhopmadii Wwoao




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1
O HOro 3 B1aiB ynakosku /13, a came: amnyn no 5 mn , no 10
amnyn y kopobui ans N3 I3oHiasng-AapHuus, po3ynH ans
iH'ekujii, 100 mMr/mn. BBeAeHHS 3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.
84. IHCNIPOH cupon, 2 mr/mn no 150 NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9922/01/01
My ¢hnakoHi; no 1 "Tanuudapm" "Tanuuchapm” 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay, peuyenmom
hnakoHy y nauuj 3 OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS BTOPUHHOT
KapTOoHy Ta NepBUHHOT YNaKoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
[oAaTkoBOl iHhopmalii (BHECEHHS NO3HaYeHb OANHULL
BVIMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep aTMHCLKOro andasity Ta
TOLLLO).BBEAEHHA 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
85. IHOAHPUKC cycneHsist (DTPa-HBV- nakcoCwmitKn Benvka nakcoCwmitKn Benbris BHECEHHS 3MiH [0 pPeeECTpaLiliHNX MaTepiasiB: BUNpaB/IeHHs UA/16235/01/01
FEKCA™I/INFA IPV) ons iH'ekuiii no 0,5 AliH EkcnopT BputaHis AH TexHiYHOi noMunku B N. 12. "Homep peecTpauiiiHoro
NRIX HEXA™ M (1 gosa) Ta Nimiteq Bionogxikans NocBiAYEHHA" TEKCTY MapKyBaHHS [0 peecTpavuiliHoro
KOMBIHOBAH niocpinisat (Hib) 1 C.A. NOCBIAYEHHS NiKapCbKOro 3acoby Npu BHECEHHI 3MiH, a came
A BAKUVHA nonepeaHL0 nponyLeHo cnew /" y HOMepi peecTpauiiiHoro nocBig4eHHs ans
ana HanoBHeHW BCIX BUfiB 30BHILLHBLOI YNaKOBKU
MPO®DINAKTUK | opgHopasoswuii wnpuy, (Mo
n ANDTEPII, 0,5 M (1 gosa)) y
NMPABLA, KOMM/EKTi 3 ABOMA
KALUNMHOKY rofikamy Ta onlakoH 3
(ALENONAPH niocpinizatom (Hib) ana
un 1 f03K, WO 3MillyTbeA
KOMMOHEHT), nepes BUKOPUCTaHHAM
FENATUTY B, (wnpuy 3 ronkamu
ANONIOMIENITY | 3akpuTi ryMOBUMM
TA KOBMaykamu); ABi rosiku
3AXBOPKOBAH | (ogHoro po3smipy),
b, LnpuL, Ta goiakoH
36YAHNKOM repMeTMyHO 3anakoBaHi
AKUX € y NNacTUKOBWiA
HAEMOPHILUS | koHTeiiHep; no 1 a6o no
INFLUENZAE 10 nnacTuKoBmx
TNy B KOHTEHepIB Y KapTOHHiiA

KOpOO6Li 3 MapKyBaHHAM
YKpaiHCbKOK MOBOIO; 1
nonepegHbL0
HanoBHeHU
ofHopasoBwuiA WNpuy, (no
0,5wmn (1 po3a)) y
KOMM/EKTi 3 ABOMA
ronkamu Ta diakoH 3
niocpinizatom (Hib) ana
1 803K, WO 3MiLYyTbCS
nepej BUKOPUCTaHHSAM




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
(wnpwy, 3 ronkamm
3aKpuTi 'yMOBUMU
KoBMaykamu); ABi rosiku
(ogHoro po3mipy),
LNpuL, Ta goy1akoH
repmMeTUYHO 3anakoBaHi
y N1aCTUKOBUIA
KOHTeliHep; no 1 a6o no
10 nnacTuKoBmx
KOHTEHepIiB Y KapTOHHI
KOpO6Li 3 MapKyBaHHSM
aHrNilicbkol MOBOIO 3i
CTMKepamu YKpaiHCbKOI
MOBOIO
86. IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCwmitKn Benvka FnakcoCmitKn | Benbria BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/16235/01/01
FEKCA™I/INFA IPV) ans iv'ekuin no 0,5 ANH EkcnopT BpuTaHia ANH 3MiHM 3 AKOCTi. A®I. BUpO6HMLTBO. 3MiHN B NpoLieci peyenmom
NRIX HEXA™ mn (1 gosa) Ta Nimiteq Bionomxkikans BMpo6HMLTBa AP| (He3HaYHa 3MiHa Y npoLeci BupobHuuTea AdI)
KOMBIHOBAH niocpinizat (Hib); C.A
A BAKUMHA cycneHsis (DTPa-HBV- BBefeHHA anbTepHaTUBHOIO MeToAy NPUroTyBaHHA PO3YUHY
ansa IPV) pns iH'exyiii no 0,5 Amino-Acids and Vitamins (AAV), L0 BUKOPUCTOBYETLCA B
MPO®DINAKTUK | mn (1 posa) Ta NnoXxmBHOMY cepegoBuLli ansa Vero cell culture npu BUPOGHULITBI
N ANDTEPII, niogpinizat (Hib) ana 1 MPOMIXHOro NPOAYKTY iHaKT1BOBaHOro noniosipycy (IPV).
nPABLUA, 0031, WO 3MiLYTbCA
KALUNMOKY nepes BUKOPUCTaHHAM;
(ALENONAPH 1 nonepefHLO
un HarnoBHEHMNI
KOMMOHEHT), ofHOpasoBuii Wwnpuy, (No
FENATUTY B, 0,5mn (1 go3a)) y

noniomienity
TA
3AXBOPIOBAH
b,
36YAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B

KOMM/EKTi 3 ABOMA
ronKkamu Ta ps1akoH 3
nioghinizatom (Hib) gns
1 fo3u, Wo 3milyoTbes
nepeg, BUKOPUCTaHHAM
(wnpwy, 3 ronkamm
3aKpuTi 'yMOBUMM
KoBMaykamu); ABi rosiku
(ogHoro po3mipy),
Lnpuy, Ta h1akoH
repmMeTUYHO 3anakoBaHi
y NNacTUKoBuiA y
KOHTeliHep; no 1 a6o no
10 nnacTuKoBmx
KOHTEHepIiB Y KapTOHHIi
KOpOOGLi 3 MapKyBaHHAM
YKpPaiHCLKOK MOBOIO;

1 nonepeiHbL0




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
HarnoBHeHN
ofHopasoBuii Wwnpuy, (Mo
0,5wmn (1 po3a)) y
KOMMNEKTi 3 ABOMA
ronkamu Ta hnakoH 3
niocpinizatom (Hib) ana
1 f03K, WO 3MilyTbes
nepef, BUKOPUCTaHHAM
(wnpwy, 3 ronkamm
3aKpuTi FyMOBUMM
KoBnaykamu); ABi roku
(ogHoro po3mipy),
LnpuL, Ta goiakoH
repMeT1YHO 3anakoBaHi
y NNacTUKoBuiA y
KOHTeliHep; no 1 a6o no
10 nnacTmkoBux
KOHTEHEPIB Y KapTOHHilA
KOpOo6Li 3 MapKyBaHHSAM
aHrNilicbKOK MOBOIO 3i
CTUKEPOM YKpPaiHCLKOI
MOBOIO
87. ITOMEA® TabneTku, BKPUTI MPO.MEA.LIC Yecbka BMPOGHMLTBO Mpara/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11446/01/01
NNiBKOBOK 060/I0HKOHO, Mpara a.c. Pecny6nika 3a NOBHUM CnoBaubka 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuyenmom
no 50 mr no 20 TabneTok LIMKIOM: /Yecbka BeeaeHHs ab0 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
y 6nicTepi, no 2 abo 5 MPO.MEA.LIC | Pecny6nika | dhapmakoHarnsgy (BBeAEHHS y3arasibHeHVX AaHUX Npo cucTemy
6nicTepiB y KAPTOHHIl Mpara a.c., hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
Kopobui Yecbka 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
Pecny6nika; chapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapmakoHarnagy B
BUPOGHMLTBO, YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
nepBuHHE i Bi4NOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsgy (Bkavaryumn
BTOPVHHE KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-gaiina
nakyBaHHs: cuctemu chapmakoHarnagy) 3MiHa KOHTakTHOI ocobu,
XBM dapma BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsay B YKpaiHi.
c.p.o., [itoua pepakuis: byiiHeHko OkcaHa FOp'iBHa MponoHoBaHa
Cnosaubka pepakuisi: CaBueHko AmunTpo CeprilioBuy
Pecny6nika; 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0cobu, BiANoBifasIbHOT 3a
nepBuHHE i 3[ificHeHHs hapmakoHarnsgy B YKpaiHi.
BTOPVHHE
nakyBaHHs:
KOO®APMA
C.p.0., Yecbka
Pecny6nika
88. KABIBEH emynbCia Ans iHdysii PpeseHiyc HimeyunHa PpeseHiyc Lseuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9044/01/01
LLEHTPANBbHN no 1026 mn, abo no Kabi Kab6i Ab nogaHHsa Hosoro CEP Ha M1oko3u MoHorigpar Big, BUpobHUKa peyenmom
n 1540 mn, abo no 2053 [oiiunang Roquette Freres, France CEP Ne R1-CEP 1996-030-Rev 04




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
M1, abo no 2566 mn 6X
emynbCii y
TprKamepHoMy
KOHTeliHepi "Biodhin" (1
Kamepa — 526 mn, abo
790 mn, a6o 1053 mn,
a6o 1316 mn 19 %
PO3UMHY /TH0KO3W; 2
Kamepa — 300 mn, abo
450 mn, a6o 600 mn,
abo 750 mn Baminy 18
Hosywm; 3 kamepa — 200
mn, aéo 300 mn, abo
400 mn, a6o 500 mn
IHTpaninigy 20 %), skuii
pa3oM 3 aHTMOKVCHUKOM
BMILLYIOTb B 30BHILLHilA
NAacTUKOBUIA MILLIOK;
KOHTEiHEpY B KaPTOHHIi
Kopobui
89. KAMNPEOMILUWH | nopowok Ans po3vuHy NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/9885/01/01
ons iH'ekuin no 1,0ry "KuiBmegnpen "Knismegnpen 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnisay, peyenmom
donakoHax apart” apar” OHOBJ/IEHHA BXE 3aTBEPA)KEHOro TeKCTy MapKyBaHHs BTOPUHHOI
Ta NepBUHHOT YNakoBKM NiKapcbkux 3aco6iB 06yMoB/IEHO
BHECEHHSM NO3HAYeHb OAMHWLb BUMIPIOBaHHS, 3 BUKOPUCTAHHSAM
niTep naTMHCLKOro andasiTy Ta BUAaNeHHs iHdopMait
cTocoBHO “Kopnopadii Aptepiym®.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALLIB MiC/1A 3aTBEPAKEHHS
90. KAPBEAUNON TabneTku, BKPUTI AypobiHao IHais Aypo6iHao IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15796/01/01
AYPOBIHAO NNiBKOBOK 060/I0HKOHO, ®apma /114, Papma AIMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 6,25 mr no 10 Nimiteq - FOHIT MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
Tabnetok B 6nicTepi; no Il nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYycKy cepii abo
3 6nicTepu B KApTOHHIiA MicLie NpoBeAEHHSA KOHTPOTIO AKOCTI. (AIANbHICTb, 3a AKY
Kopobui BiNOBiAa€ BUPOOHMK/iMNOpTEp, BKIOUYAKOUM BUNYCK Cepiit) -
3MiHa Ha3BW Ta agpecu BUpo6Huka 13 AypobiHao ®apma
Nimitea - FOHIT I, IHAia (BBEAEHHA 3MiH NPOTArOM 6-TW MicsLiB
nics1a 3aTBEPKEHHS)
91. KAPBEAUNON TabneTku, BKPUTI Aypob6iHa0 IHais Aypob6iHa0 IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15796/01/02
AYPOBIHAO NNiBKOBOK 060/I0HKOHO, ®apma /114 Papma AZMiHICTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 12,5 mr no 10 Nimiten - FOHIT MiCLil MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro

Tabnetok B 6nicTepi; no
3 6nicTepu B KApTOHHIiA
Kopoobui

nikapcbKoro 3acoby, BK/IYaloumM AinibHULI BUNYCKY cepil abo
MiCLie NpOBEAEHHSA KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpiid) -
3MiHa Ha3BW Ta agpecy BUpPo6HUuKa M13 AypobiHao ®apma
Nimiteq - FOHIT I, IHAia (BBeAeHHA 3MiH NPOTAroM 6-TW MicsuiB
nicnsa 3aTBEPKEHHS)




Hassa

dopma sunycky

3asiBHUK

Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
92. KAPBEAWNON TabneTkun, BKPUTI AypobiHao IHAisa Aypo6iHao IHAain BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15796/01/03
AYPOBIHAO NAiBKOBOK 060/1I0HKOLO, dapma /14, dapma AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 25 mr no 10 Ta6neTok Nimites - FOHIT MiCLA NPOBAMKEHHS [iANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
B 6nicTepi; no 3 1l nikapcbKoro 3acoby, BKIOUAKUM 4ifibHULI BUNYCKY cepii abo
6nicTepu B KapTOHHIA MicLie NpoBeAEeHHS KOHTPOJIH0 SKOCTI. (AISNbHICTb, 3a AKy
Kopobui BiANOBiAAe BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK CEpild) -
3MiHa Ha3BM Ta agpecun BMpo6Huka N3 AypobiHgo dapma
Nimitea - FOHIT I, IHgjs (BBeAeHHS 3MiH NPOTAroM 6-Tu MicsuiB
nicnsa 3aTBepKEHHS)
93. KATAPIA rpaHynm no 4,0 r/5,6; KYCYM IHAjsa Kycym IHAaia BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12090/01/01
no 5,6 r rpaHyn B calue; XENTXKEP Xentxkep MeT 3MiHa BUPO6HUKa BUXiAHOro/NpOMKHOrO NPOAYKTY/peareHTy, Lo peyenma
no 6 catle B KApPTOHHIl MBT NTA N, IHais BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, abo 3MiHa
Kopoobui BMPO6GHMKa (BKIKOYaOUM, Ae HeobXigHo, MicLie MPOBeAEeHHS
KOHTpOst0 skocTi) AP, 3miHa agpecn BUPOOHNYOT AiNSHKN
BUpo6HMKa AP HaTpilo unTpaty
94, KNABAM NMOPOLLOK 418 PO3UUHY Ankem IHais Ankem IHais BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3miHu Il Tuny - 3a UA/4469/01/01
Ans iH ekuiin, 500 mr/100 Na6opatopis Na6opatopis 3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peuyenmom
Mry donakoHax, no 1 Nt nrh BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYI
oNakoHy 3 MOPOLLKOM Y peecTpauiniHOro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHSA
KapTOHHIA ynakoBLi pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
noAasIbLIOro 06rpyHTyBaHHS HOBUMW [,0AaTKOBUM AAaHUMK, WO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKi/TbK/
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
BurKoHaHHA 3000B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 go MNopsiaky npoBeaeHHst
eKcnepTun3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpaLiio (nepepeecTpadiio), a
TaKoX eKcnepTu3n mMaTepiaslis NPO BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasiiB NPOTAroM Aii peecTpawiiiHoro
NocCBiAYEHHS, 3aTBepapKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
95. KNABAM NOPOLLOK A/19 PO3UNHY Ankem IHais Ankem IHais BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu Il Tuny - 3a UA/4469/01/02
ANs iH ekuiin, 1000 Nabopatopi3 NabopaTtopi3 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
Mr/200 Mr y dpriakoHax, nTp nrp, BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAAYi

no 1 cpnakoHy 3
MOPOLLKOM Y KapTOHHiiA
ynakoBLi

peecTpauiiHoro noceig4eHHs, BKIYaroum MNnax ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
noAasIbLLIOro 06I'PYHTYBaHHS HOBUMM JOLATKOBUM AaHUMMU, LLIO
MaloTb HafaBaTVCsA KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BrikoHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHKTy 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky npoBefeHHs
eKcnepTn3n peecTpauiiHnx MaTepianis Ha flikapcbki 3aco6u, Lo
noAalTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadii), a
TaKoX eKkcnepTW3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpaLlifiHix MaTepianis NpoTsArom Aii peectpauiiioro
NoCBiJYEHHs], 3aTBepapKeHoro Hakazom MO3 Big 26.08.2005 Ne




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

96.

KTABAM

MOPOLLOK A/151 PO3UUHY
Ans iH ekuiin, 500 mr/100
mr in bulk: no 25
(h/1aKOHIB y KapTOHHIl
Kopobui

Ankem
Na6opatopi3
nrtg,

IHAjia

Ankem
Nab6opaTtopi3
nig,

IHAjA

BHECEHHS 3MiH O peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay.
BHeceHHs abo 3miHa(n1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro noceig4yeHHs, BKYaroum MNnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHS HOBMMW [,0AaTKOBUM AAHUMM, L0
MaloTb HaaBaTVNCsA KOMNETEHTHUM OpraHoOM, OCKifTbK/
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHomMm) -
BrkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky npoBeaeHHs
eKcnepTun3n peecTpauiiHnx MaTepianis Ha flikapcbki 3aco6u, Lo
noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX eKcnepTW3n mMaTepiasliB NPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NPOTAroM Ail peecTpawiiiHoro
NOCBiJYEHHS!, 3aTBepaKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

UA/11092/01/01

97.

KNABAM

NOPOLLOK A1 PO3UUHY
ONs iH ekyii, 1000
Mr/200 Mr y dhnakoHax in
bulk: no 25 chnakoHis y
KapTOHHI KOpooL

Ankem
JTabopatopi3
nTg

IHais

Ankem
JlabopaTtopi3
nig

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHnx maTepianis: 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'13aHb Ta yMOB BUAaYi
peecTpauiiHoro nocBif4eHHs, BKIYaroum MNnaH ynpasniHHS
pusmKamm (3acTocyBaHHS 3MiH(1), siki(a) BMMararoTb(€)
noAasibLLIOro 06r'pyHTyBaHHS HOBUMM J0ATKOBUM AaHUMMU, LLIO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKK
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BrikoHaHHSA 3000B'A3aHb BiANOBIAHO A0 MignyHKTYy 1.13 nyHKTY 1,
nianyHKTy 2.3 NyHKTY 2 gogatky 15 go Mopagky npoBefeHHs
eKCMepTn3nN peecTpauliiHnX MaTepiasliB Ha Jlikapcbki 3acobwu, Lo
noJalTbCA Ha AepXaBHy peecTpaliio (nepepeecTpadiio), a
TakoX eKkcnepTusn matepiaslis PO BHECEHHSA 3MiH O
peecTpavuiiiH1X MaTepianiB NPOTAroM Aii peecTpauinHoro
NocBiJYeHHs, 3aTBepapkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

UA/11092/01/02

98.

KOHTPO/TOK®

TabneTkn
racTpopesncTeHTHI No
20 Mr no 14 Tabnetok y
6nictepi; no 1 6nictepy
B KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpaiHCbKOK Ta
aHrNilicbkolo MOBOBaMM

Takepa MM6X

HimeuunHa

BMPOGHMLTBO
3a NOBHUM
LMKIOM:
Takepa M'M6X,
micue
BMPOGHULITBA
OpaHieHbypr,
HimeuuunHa;
HaHeCceHHs
MOKPUTTSA Ha
aapa
Tabnetok:

AnBaHC

HimeuunHa/

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 3[jiicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHA hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4arum
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-gaina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaxXeHoi ocobu
BiAnoBiganbHOI 3a thapmakoHarnsag: fliroya pegakuis: Simon
Ashworth; MponoHoBaHa pegakuis: Sumit Munjal. 3miHa

3a
peyenmom

UA/0106/01/02




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
dapma M'vbX, KOHTaKTHUX JaHWX yNMOBHOBaXXEHOI 0cobu, BifnoBiAabHOI 3a
HimeyynHa chapmakoHarnsg. PEKOMEHAYIOTbCA A0 3aTBEPAKEHHS.
99. KOPAUMIH XL Tabnetku 3 KPKA, a.4., CnoseHis BMpOGHUMLTBO | LBeiiyapis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1105/02/02
mMoandikoBaHUM HoBso mecTo TabneTtok 3 ManbTta/ AIMIHICTpaTVBHI 3MiHW. BUly4eHHs1 BUPOOHMYOT AiNbHALI peyenmom
BUBINIbHEHHAM M0 40 Mr MoaudpikoBaHu CnoseHis (BrIrovatoum AinbHuui ana A®l, npoMixXHOro NpoaykTy abo
no 10 TabneTtok y M roTOBOrO NikapCbKOro 3acoby, AiNbHULI 4715 NPOBEAEHHS
6nictepi; no 2 6nictepn BWBI/TbBHEHHAM nakyBaHHs, BUPOGHMKa, BigMNoBigasibHOro 3a BUMYCK cepili, Micue
B KapPTOHHIi KopobLi : NpOBeLEHHS KOHTPO/IO cepii) abo nocTavasibHMKa BUXIAHOTO
Circppig mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO
dapma Arl, 3a3HayeHo y Aocbe) BunyyeHHs BupobHuYoi ainbHuui M3
LLiBeiiuapis; Mapudhapm 4.0.0., C/10BeHis ANs NepBUHHOIO Ta BTOPUHHOIO
BUPOBHULTBO nakyBaHHs. 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
Tabnetok 3 HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
MoaudpikoBaHu BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BKo4aun
M AinbHWLI BUNycKy cepii abo Micue NpoBeAeHHS KOHTPOSIH0 AKOCTI.
BMBISIbHEHHSIM ([isnbHICTb, 3a SKy BigNOBigaE BUPOOHMK/iMNopTep, He
: BK/IOUaA0UM BUMYCK cepiii) 3MiHa Ha3BM BUPOOHMKA
Circppig Bi4NoBiAaIbHOIO 3a BUPOGHMLTBO TabsieTok 3 MoaudikoBaHUM
ManbTa /174, BMBIIbHEHHAM ApeHa Papmac’toTukanc M'm6X, LLseiiuapis, 6e3
ManbTa; 3MiHV MicLl BUPOGHMLITBA.
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BWMNYCK cepil:
KPKA, 4.4.,
Hoso mecTo,
CnoBeHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
KPKA, 4.4.,
Hoso mecTo,
CnoBeHis
100. | KOPTIHE®® Tabnetku no 0,1 mr, no AT "Apamep MonbLia Mab'aHiLbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasnis: 3MiHa 3asiBHMKa 3a UA/9532/01/01
20 TabneToK y dhnakoHi; dapma” thapmavesTuy (BnacHvKa peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
no 1 cpsiakoHy B HWIA 3aBOg Big 23.07.2015 Ne 460): 3aTBepakeHo: Mab aHiLbk1in
KapTOHHI KopobLj; no Monbtha A.T. hapmavneBTMUHKI 3aBoa Monbda A.T., Monblua.
20 TabneTok y 6nicTepi; 3anponoHosaHo: AT "Agamves ®apma", MNonblua. BBegeHHA 3MiH
no 1 6nictepy B NPOTArom 6-Tv MiCSILiB NiCNA 3aTBEPAXKEHHS.
KapPTOHHI KOpoOLyi
101. | KOPTIHE®® Tabnetkun no 0,1 mMr no AT "Apavep, MonbLa Mab6'sHiLbkWiA MonbLya BHECEHHS 3MiH 10 peecTpavLjiiiH1x maTepianis: 3a UA/9532/01/01
20 TabneTok y onakoHi dapma” thapmaueBTuy 3MiHM | TUny - 3MiHU W0 6e3nekn/edheKTUBHOCTI Ta peyenmom
abo 6nictepi; no 1 HWi1 3aBOf hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3araslbHEHUX JaHnX
thnakoHy abo 6nictepy B Monbcha A.T. npo cuctemy thapmakoHarnsgy (BBefeHHS y3araslbHeHUX AaHnX

KapPTOHHI KOpooLyi

npo cuctemy hapMakoHarsigy, 3MiHa YNoBHOBaXXEHOi 0cobu,




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHuKa ANs 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemMun hapmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbLHOI 32 34ilicHeHHA hapmakoHarnsagy. 3miHa
KOHTaKTHUX OaHUX KOHTaKTHOI 0co6u, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsgy B YkpaiHi. 3amiHa micus
3[jiiCHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3amiHa
MicLle3HaxopKeHHs1 MacTep-haiina cuctemu dpapmakoHarnsgy
102. | KCONAP NMOPOLLOK A/19 PO3UUNHY HoBaprtic LLseiuapis HosaprTic LLseiuapis BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/9055/01/01
ONs iH'eKUin no 75 mr; 1 dapma Al dapma LUTeliH 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0 peyenmom
oNakoH 3 MOPOLLUKOM Y Al MoHorpadii 4PY abo Esponeiicbkoi thapmakonei, abo iHwoT
KOMMEKTi 3 HaLjioHasbHOT thapmakonei gepxasun €C, 3MiHa y cneumdikawii
PO34MHHMKOM (BOga ANns ans suxigHoro matepiany Dibasic Sodium Phosphate Anhydrous,
iH'eKwji1) No 2 mn B SIKUIA BUKOPUCTOBYETbLCS B Npoueci BUpobHuyTBa A®I, a came
amnynax Ne 1 B npuBefeHHs y BignosigHicTb Ao EP Ta USP
ynakoBLii
103. | KCONAP MOPOLLOK A/19 PO3UNHY Hosaprtic LBeliuapis HosaprTic LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/9055/01/02
ONs iH'exui no 150 mr; 1 dapwma Arll, dapma LUTeiH 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BigNOBIAHICTb A0 peuyenmom
hNakoH 3 NOPOLLUKOM Y Al MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoT
KOMMEKTi 3 HaLjioHasIbHOT thapmakonel gepxasun €C, 3MiHa y cneumdikadii
PO34MHHMKOM (BOga ANsi ans suxigHoro matepiany Dibasic Sodium Phosphate Anhydrous,
iH'eKwji1) Mo 2 MmN B AIKMIA BUKOPVCTOBYETbLCS B npoueci BupobHuytea A®l, a came
amnynax Ne 1 B npuBefeHHs y BignosigHicTb Ao EP Ta USP
yNaKoBLii
104. | NAPUTUNEH® Tabnetkn ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16643/01/01
PO3CMOKTYBaHHS 3i "Kuismegnpen "Kuismepgnpen 3MiHY LWoA0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy - 3MiHu peyenma
CMakom M'atu, no 10 apar" apar” BHECEHI B TEKCT MapKyBaHHS yMakoBKW ikapCbKOro 3acoby LoAo
Tabnetok y 6nictepi; no 3a3HavyeHHs MbXHapOAHUX No3Ha4YeHb OANHULL BUMIPIOBaHHS.
1, 2 abo 4 6nictepn 'y BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPKEHHSA
nauui
105. | TAPUTUNIEH® Tabnetkn ans NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/16644/01/01
PO3CMOKTYBaHHS 3i "Kuismegnpen "Kuismepgnpen 3MiHM Woa0 6e3nekn/ethekTMBHOCTI Ta hapMakoHariagy - 3MiHu peyenma
CMakom M'ATu Ta apar" apar”, BHECEHI B TEKCT MapKyBaHHS yNakoBKW ikapCbKoro 3acoby LoAo
nMMOoHy no 10 TabneTok 3a3HaYeHHsI MDXKHapPOAHWNX NO3HAYEHb OAVHNL BUMIPIOBAHHS.
y 6nicTepi; no 1, 2 a6o 4 BBefeHHs1 3MiH NpOTArom 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS
6nicTepur y nayui
106. | TAPUTUNIEH® Tabnetkn Ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16645/01/01
PO3CMOKTYBaHHS 3i "Kuismegnpen "Kuismepgnpen 3MiHVM Woao0 6e3nekn/ethekTMBHOCTI Ta hapMakoHariagy - 3MiHu peyenma
CMakom M'ATu Ta apar" apar” BHECEHI B TEKCT MapKyBaHHS yNakoBKW ikapCbKoro 3acoby LoAo

MasiHKu no 10 TabneTtok
y 6nicTepi; no 1, 2 a6o 4

3a3HaYeHHs MDKHApPOAHWNX NO3HAYEHb OAMHNL BUMIPIOBAHHS.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALLIB MiC/1A 3aTBEPAKEHHS




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1
6nicTepu y nayui
107. | NEBO®/IOKCA | po3uuH ANs iHdy3ii MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12726/01/01
LIVH 0,5% no 100 mn abo no akuioHepHe akuioHepHe BHECEHHS 404aTKOBOro TeOPeTUYHOro po3mipy cepii 6000,00 n peyenmom
150 mny naswui; no 1 TOBapUCTBO TOBapUCTBO 00 BXe 3aTBepaxeHoro posmipy 500,00 n, 2000,00 11, 4000,00 n
NAAWLI Yy navui "lHpy3ia” "lHpy3ia"
108. | NENCIKAL TabneTku, BKPUTI [bxy6inaHt IHAjisA Ibxy6inant IHAain BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/15521/01/01
NNiBKOBOK 060/TI0HKOHO, L[bxeHepikc [bxeHepikc 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peuyenmom
no 250 mr; no 10 Nimiteq Nimitep BBeaeHHs1 abo 3MiHU 10 y3arasibHEHUX AaHWX NPo cUCTeMy
TabneTtok y 6nictepi; no thapmakoHarnagy (BBeAeHHS y3arasibHeHUX fAaHnxX Npo cuctemy
3 6nicTepun y KapTOHHiIl hapMakoHarnsigy, 3mMiHa ynoBHOBaXXeHOT 0Co6u, BiANOBiga/IbHOT
Kopoo6Li 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif YNOBHOBa)XXeHOI 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bk4akum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-gaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHA hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pegakuisi: Kymap MaHogx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiiNOBigaNbHOI 3a 3/ilicCHEeHHs hapmakoHarnsaay B YKpaiHi.
109. | NENCIKAL, TabneTku, BKpUTI [bxy6inaHt IHgjsa [bxy6inaHt IHAaisa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/15522/01/01
NNiBKOBOK 060/1I0HKOHO, L[hxeHepikc L[bxeHepikc 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
no 250 wr; in bulk: no Nimiteq Nimitep BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuUX NPo cucTemy
5000 Tabnetok y thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
nosieTuNeHoBoOMy nakeTi thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 3[jiicHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHA hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHS (hapMakoHarnaay (Bkvatum
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-gaina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0Co6u 3asiBHMKA,
BiNOBIgaNbHOI 3a 3fjicCHeHHs hapmakoHarnsay B YKpaiHi:
[itova pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYIKA,
BifnoBiAa/IbHOI 3a 34jCHEHHsT hapMakoHarnsay B YKpaiHi.
110. | NENCIKAL TabneTkn, BKpUTI [xy6inant IHais [bxy6inaHT IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/15521/01/02
NAiBKOBOK 060/I0HKOLO, [xeHepikc [xeHepikc 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 500 mr; no 10 Nimiteq Nimiteq BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy

TabneTtok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopoobui

thapmakoHarnsgy (BBeAeHHs y3arasibHeHX faHuX Npo cucTemy
hapmakoHarnsay, 3miHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
3a 3[jficHeHHs hapMakoHaraay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bifj YNOBHOBaXKEHOI 0cobu,




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkaovaryumn
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi MacTep-haiina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0Co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsaay B YKpaiHi:
[itouva pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pefakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BifnoBiAa/IbHOI 3a 34jICHEHHsT chapMakoHarnsay B YKpaiHi.

111.

NENCIKAL

TabneTkn, BKpUTI
NAiBKOBOK 060/I0HKOLO,
no 500 wr; in bulk: no
5000 TabneTok y
nonieTuaeHoBOMy nakeTi

[bxy6inant
[xeHepikc
Nimiteq

IHais

[bxy6inaHT
[hxeHepikc
Nimitepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX faHux npo cuctemy
hapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS hapMakoHarnaay (Bk4akum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn ghapMakoHarnsgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapmakoHarnsay B YkpaiHi.

UA/15522/01/02

112.

NENCIKAL

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 750 wmr; no 10
TabneTtok y 6rictepi; no
3 6nicTepu y KapTOHHiN
Kopoo6Ui

Lxy6inaHT
[hxeHepikc
Nimiteq

IHais

Lbky6inaHt
LbkeHepikc
Nimiteq,

IHais

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHEHUX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHeHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnisgy 3asaBHUKa A5 34iINCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXkKeHOT ocobu,
BiZiNOBIAANbHOI 3a 3AjiCHeHHS hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cuctemu dhapmakoHarnsgy) 3mMiHa KOHTakTHOT 0co6U 3asBHUKA,
BiNOBIgaNbHOI 3a 3MjicHeHHs hapmakoHarnsaay B YKpaiHi:
[itova pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asBHMKA,
BifnoBiAa/IbHOI 3a 34jCHEHHsT chapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/15521/01/03

113.

NENCIKAL

TabneTkn, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 750 wmr; in bulk: no
5000 TabneTok y
nonieTuIeHoBOMy nakeTi

[bxy6inanT
[xeHepikc
Nimiteq

IHais

Lxy6inaHt
[xeHepikc
Niviteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBeaeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLEHHs y3arasisHEHUX faHuX NPo cUCTEMY
hapmakoHarnsay, 3amMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
3a 34iicCHeHHs chapmakoHarnasay; KOHTakTHOI 0coou 3

UA/15522/01/03




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

thapmakoHarnsgy 3asBHUKa A5 34iliCHEHH:A hapmakoHarnsay B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 3filicHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-ghalina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOT 0co6u 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsay B YkpaiHi:
[itoua pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asABHMKA,
BiANOBIAa/IbHOI 3a 3AiicCHeHHA ddapmakoHarnsgy B YKpaiHi.

114.

NENCIKAL

TabneTku, BKPUTI
NiBKOBOK 0B0JI0HKOIO,
no 1000 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHiN
Kopoobui

[bxy6inaHt
[hxeHepikc
Nimiten

IHAjia

[xy6inaHt
LbxeHepikc
Nimviteq

IHAjA

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasisHeHUxX JaHux npo cuctemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsaay B YKpaiHi:
Litova pepakuin: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6K 3asBHYIKa,
BinoBiga/IbHOI 3a 3AjCHEHHST dhapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/15521/01/04

115.

NENCIKAL

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 1000 wr; in bulk: no
5000 TabneTok y
noslieTuIeHOBOMY MakeTi

[xy6inant
L[bxeHepikc
Nimiteq

IHais

Ibxy6inant
[bxeHepikc
Nimitep

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny -
3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs1 abo 3MiHU 10 y3arasibHEHUX AaHKX NPo cUcTemMy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapMakoHarnsigy, 3mMiHa ynoBHOBaXXeHOT 0co6u, BiANOBigaIbHOT
3a 3[jicHeHHs1 hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMiIHHA Bif YNOBHOBa)XXeHOI 0cobu,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gpaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapMmakoHarnsaay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pegakuisi: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U 3asiBHIIKA,
BiiNOBiAaNbHOI 3a 3/iliCHeHHs hapmakoHarnsaay B YKpaiHi.

UA/15522/01/04

116.

NIBEPIA

MOPOLLIOK (CybCTaHuis) y
nonieTUIEHOBUX
naketax Ans
chapmaLeBTUYHOro

ToBapucTso 3

[04aTKOBOO

BiANOBIAa/TbHI
CTI0

YkpaiHa

LWaHaoHr Kigy
dapmacbioTika
n Ko., 114

Kutaii

BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 siKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHUKaA
BMXiHOrO/MPOMIKHOro NPoAyKTy/peareHTy, Lo
BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo 3MiHa

UA/11785/01/01




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

3aCTOCyBaHHS

"IHTEPXIM"

BMPOGHMKA (BKIKOYaOUM, Ae HeobXigHO, MicLie NPOBeAEHHS
KOHTpOsto sikocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[0CbE)(IHLLI 3MiHK) - 3aMiHa BUPOBHNYOI AiNbHULi 6€3 3MiHN
npouecy BUpo6GHMLTBA, 3MiH PO3Mipy cepii, MeToay
CUHTe3y,cneuudikadii, MeToais BUNPopOyBaHHS; 3MiHK | Tuny -
3MmiHu 3 sKocTi. APl KoHTponb A®I (iHLWi 3MiHW) - akTyautisauis
mMeToZiB KOHTposo Adl y BignoBigHICTb f0 3a T. lgeHTudikauis,
pH, CynpoBigHi gomiwiku, Baxxki MeTanu, KinbkicHe BU3HaY€eHHS,
MapkyBaHHSs; 3MiHV | TUny - 3MiHK 3 akocTi. APl KoHTponb AdL.
3miHa y meTogax BunpobyeaHHA APl abo BuXigHOrO
mMartepiany/npombKHOro NPoayKTy/peareHTy, Wo
BMKOPMCTOBYETLCA Y NpoLieci BUpobHuuTBa AP (iHLWi 3MiHN Y
MeToJax BUNPOOyBaHHS (BK/10HaUM 3aMiHy abo [OMOBHEHHS)
A®| a60 BUXiAHOTO/NPOMIXXHOrO NPOAYKTY) - 3MiHW Y MeTofax
BMNpo6yBaHHA A®I T. "3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHIKIB" Y 3B A3KY 3 ONTMMI3aLiE0 METOANKA; 3MiHW | TRy -
3MiHu 3 sikocTi. A®L. Cuctema KoHTeliHep/3aKynoproBasbHWi
3aci6. 3miHa y 6e3nocepegHii ynakosui Ad| (skicHi Ta/abo
KiNIbKIiCHI 3MiHM cKnagy) - 3MiHM cucTeMu ynakoBku Ad|

117.

NICOBAKT®

NbOAAHUKN NPEeCcOoBaHi
no 10 NboAsHUKIB Y
6nictepi, no 1 a6o 3
6nicTepun y KapTOHHiIl
Kopoobui

BocHanek a.4.

BocHist i
epuerosmHa

BocHanek a.4.

BocHis i
I'epuerosun
Ha

BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny -
noAaHHsa HOBOro cepTtudikaTa BiANOBIAHOCTI EBPONENChbkili
hapmakonei Ne RO-CEP 2013-165-Rev 01 a5 fito4oi peqyoBuHU
Pyridoxine hydrochloride Big HOBOro BUpO6HYKa, B AONOBHEHHS
[0 3aTBEPA)KEHOr0 BUPOBHMKA B siKoro HasiBHuii CEP R1-CEP
1998-099-Rev 02

6e3
peyenma

UA/2790/01/01

118.

NYMIrAH®

Kpanni o4Hi, po3unH, 0,1
mr/mn; no 3 My
donakoHi-KpanenbHUL;
no 1 donakoHy-
KpanesibHuLj y
KapTOHHI navi

AnnepraH
dapmachbHoTik
an3 lpnaxgis

Ipnangis

AnnepraH
dapmachbtoTika
n3 lpnaHgis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny -
3MiHa HallMeHyBaHHsi Ta/abo agpecy Micusi NPOBaYKEHHS
LOiSNbHOCTI BUPO6HUMKa (BK/IHOYakum, 3a He06XiAHOCTI, MicLe
NpoBeAeHHS KOHTPOJIO SIKOCTI), 260 BnacHuka mactep-caiina Ha
Adl, ab6o noctavanbHuka AdI/BrxigHOro
mMartepiany/peareHTy/nPoMKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS
y BUpO6GHULTBI AP - 3MiHa Ha3BM BnacHnka AM® Ha gitouy
pevoBuHy (6imatonpocT) 3 Daiich Fine Chemical Co., Ltd Ha
Kyowa Pharma Chemical Co., Ltd; 3miHu | Tuny - 3miHa y
MeTofax BunpobysaHHs AP abo BUXiAHOro
mMaTtepiany/npomikKHOro NPoAayKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUPOGHMLTBA ADI - 3MiHN Y
MeTofax BUNPO6YBaHHSA AjH040I PEYOBUHU - OHOB/IEHHS METOAY
BEPX g1 BUSHaY€HHS KOXXHOT AOMILLKM Ta CTPECOBOro
TecTyBaHHs nig yac Banigauii cneundiyHocTi; 3MiHum Il Tuny -
3arajibHe OHOB/IeHHs MaTepianis ASMF Ha fitody peyoBuHy
(6imaTonpocT)

3a
peyenmom

UA/13815/01/01

119.

NIOTEIHA

TabneTkun BariHanbHi No
200 wmr, no 10 TabneTok
y 6aicTepi; no 2 abo no

AT "Apamep,
Papma”

MonbLua

Mab'aHiLbkuii
thapmaveBTuy
HWIA 3aBOg,

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro NocBigYeHHs)
(3rigHo Haka3ly MO3 Big 23.07.2015 Ne 460): BBegeHHs1 3MiH

3a
peyenmom

UA/5244/01/03




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
3 6nicTtepu pasom 3 Monbcha A.T. MPOTAroM 6-TW MICALIB MiCNSA 3aTBEPIKEHHS
ansikaTopom B
KapTOHHI Kopobuyj;
no 10 TabneTtok y
6nictepi; no 2 a6o no 3
6nictepu 6e3
ansnikatopa B KapTOHHii
Kopobui
120. | NOTEIHA TabneTku BariHasbHi No AT "Apamep MonbLia Ma6'saHiLbKuii Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/5244/01/02
100 wr, no 15 TabneTok Papma” thapmaveBTUy (BnacHviKa peecTpauiiHoro NocBigYeHHs) peyenmom
y 6nicTepi; no 2 HWi1 3aBOf (3rigHo Haka3zy MO3 Big, 23.07.2015 Ne 460): BBegeHHS 3MiH
6nictepu pasom 3 Monbtha A.T. NPOTAroM 6-TW MICALIB NiCNA 3aTBePAKEHHS
ansnikaTopom B
KapTOHHI kopo6uyj;
no 15 tabneTtok y
6nicTepi; no 2 6nictepn
6e3 annikatopa B
KapTOHHI KOpoo6Li
121. | MAKCBIPUH® Kancynu Teepgi no 200 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/10004/01/01
Mmr, no 10 kancyny "®APMEKC "PAPMEKC AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
6nictepi; no 3 abo 6 reyn" reyn" 3asBHUKA (B1aCHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa
6nicTepiB y nauui 3 agpecy 3asiBHMKa BBegeHHS 3MiH NpoTarom 3-x micsAuiB nicns
KapToHy 3aTBEPAKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA
Ta/abo agpecun micua NPoBaKEHHS AisNbHOCTI
BMPOOGHWKa/iMnopTepa roToBOro Nikapcbkoro 3acoby, BKIYaUm
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS KOHTPOSIHO SKOCTI.
(@isnbHICTb, 3a 5Ky BignoBigae BUPOOHUK/iIMNOPTEp, BK/IHOYAOUN
BUMYCK Cepiii) — 3MiHa agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMpo6HUKa M3 TOB "®APMEKC I'PYT1", YkpaiHa, 6e3 3MiHu
MicLsi BAPOOGHULTBA (3MiHA MOLUTOBOTO iHAEKCY Ta YTOUHEHHS
HanmcaHHa agpecn BUPOOHUKa 3rigHO 3 MaTepiasiaMm
peecTpaujiiiHoro Aocke) BBeaeHHsA 3MiH NPOTSAroM 3-x Micsiuis
nicna 3aTBepKEHHS.
122. | MEHOIOH NOPOLLOK A/19 PO3UNHY deppiHr TM6X HimeyunHa BignosiganbHu | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9721/01/01
Ans iH'ekuii no 75 MO n3a Yecbka 3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. peyenmom
®CrI ta 75 MO /T; 10 BMPOGHMLUTBO, | Pecnybinka 3amiHa abo BBeAEeHHSA 4OAATKOBOI AifTbHNLi BUPOOGHMLTBA A5
amnyn 3 NopoLUKom Ta nepBuHHe YyacTuHK abo BCbOro BUPOGHNYOro NPoLLEeCy roTOBOrO /liKapCbKoro
10 amnyn 3 nakyBaHHA Ta 3aco0y (AinbHULA, Ha AKI NPOBOAATLCA ByAb-5Ki BUPOOHWYI
PO34YMHHMKOM NO 1 mn BWMNYCK Cepil: cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO AKOCTi Ta
(0,9 % po3uunH HaTpito ®eppiHr TM6X, BTOPWHHOIO NakyBaHHA A5 CTEPUNBHUX NiKapCbknX 3acobiB
X10puAaYy: HaTpito HimeuumnHa,; (BKHOYAOUM BUPOGNEHI aCeNTUYHUM METOA0M), KPIM NiKapCbKnX
X/0pua, Knucnota BigNoBiAa/IbHN 3ac06iB 6i0/10rYHOr0/iMyHOMOTYHOrO MOXOKEHHS) BBeAeHHS
X/10pUCTOBOAHEBA 1 3a BTOPMHHE [0AaTKOBOTrO BUPOBHWMKA 4718 PO3UMHY HaTpilo xopuay B
po3segeHa (10 % m./m.), nakyBaHHs: amnynax, Lo € PO34YMHHUKOM A1 NiKapCbKoro 3acoby MeHOroH -
BOJa ANs iH'EKUIN) B DdeppiHr- 3eHTiBa K.C., Yecbka Pecny6/iika, W0 € TaKoX BiAMOBiAa/IbHOK 3a




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
KapTOHHI ynakosL,i Neuusa, a.c., KOHTPO/b SKOCTi. BBEAEHHS 3MiH NpOTArom 6-Tv MicsAuiB nmicns
Yecbka 3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
Pecny6nika; nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHa iMnopTepa/amiHu,
BiANOBIAA/IbHN LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IHO SIKOCTi FOTOBOTO
n3a nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA AiNbHULL, Ha SKil
BUPOBHULTBO 3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBaHHS cepii) JofaBaHHs
PO3YMHHMKA: AiNbHULI, Ha 5K 34JCHIOETLCA KOHTPOb/BUNPOBYBaHHSA cepil
XaynT ®apma po34MHHKKA, 3eHTiBa K.C., Yecbka Pecny6nika. BBegeHHs 3MiH
BronbiHr NPOTArom 6-Tu MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
v6X, 3MiHu 3 sKocCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
HimeuyumnHa; 3MiHM y npoLeci BUPO6HULITBA FOTOBOTO /iKApCbKOro 3acoby,
BifNOBIabHM BK/THOH4AK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA MpK
n3a BWPOGHMLTBI TOTOBOTrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
BMPOGHMLTBO npoteci BUpo6HMLUTBa) He3HayHa 3MiHa y npoueci BUpobHuuTBa
PO3YMHHMKA Ta PO34MHHMKa, a came 3MiHa MaTtepiany gifbTpa 3 HelinoHa Ha
KOHTPO/b nonisiHinigeH ( PVDF).
SIKOCTI: BBefeHHS 3MiH NpOTArom 6-Tu MiCALIB MicNs 3aTBEPMAKEHHS.
3eHTiBa K.C., 3MiHu | TUNYy - 3MiHK 3 AkocTi. ADL. KoHTposib APl 3miHa y
Yecbka napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MeX, BUSHAUYEHUX
Pecny6nika y cneuudikauisix Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA

NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLECI
BMPO6HMLTBA AD| (4ONOBHEHHS cneuvdikalii HOBYM MOKa3HUKOM
AKOCTi Ta BiAMOBIAHMM METOA0M BUNPoOyBaHHs) [JONOBHEHHS
crneuudikaLii HOBUM NOKA3HWMKOM SIKOCTI Ta BigMNoBIgHUM
METOA0M BUMPOOYBAHHS - iIMYHOOTYHWIA TECT ANA igeHTudikaui
NC (ntoTeiHi3ytounii ropmoH). BBegeHHs 3MiH NpoTarom 6-1u
MicaLiB nicna 3aTBepmKeHHs. 3MiHU | Tuny - 3miHK 3 kocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikauin Ta/abo
[OMNyCTUMKX MEX, BU3Ha4YeHuX y crneuudikalisx Ha Adl, abo
BMXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCS Y
npoueci BupobHuuTea APl (onoBHeHHs crevmdikalii HoBUM
MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M BMNPOGYBaHHS)
[lonoBHeHHs cnevuuqikaLii HOBUM NOKAa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS - IMyHOMIOMYHWIA TECT AN
iaeHTudikauii @CI (cponikynocTUMyso4Umnii ropmMoH). BeegeHHs
3MiH NPOTArom 6-TM MiCALIB Nicna 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXiAHOro MaTepiasty/MpoMiKHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHA
(BKTtovatouM 3aMiHy abo JONoBHEHHS) AdD| abo
BUXIAHOrO/NPOMIXHOro NpoAaykTy) JofaBaHHA 415 KOHTPOSIO
aitoyoi pevosrHn (MeHoTponiH) meTog Real-Time PCR gns
KoHTponio Ha HB, HC, HIV Ha ginbHuui BioReliance Limited (BR)
[0 BXe 3aTBepapxkeHoro metoy PCR Ha ginbHuui Charles River
Laboratories Edinburgh Ltd. BBegeHHS 3MiH NpoTAarom 6-11
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MiCAUIB Micnsa 3aTBepKeHHs. 3MiHn | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLs NPOBaKEHHS
LisNbHOCTI BUPOOHMKa (BK/IOYaKouK, 3a HeobXifHOCTI, Micue
NpoBefEHHS KOHTPOJIIO AKOCTI), abo BnacHuka macTtep-caina Ha
Ad®l, a60 noctavanbHuka AdI/BrXigHOro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCSA
y BUPOGHMLTBI AP (SKLWO 3a3HAYEHO Y [OCbE Ha NikapCbKuii
3acib) 3a BigCcyTHOCTI cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei y 3aTBepykeHOMY 0Cbe, a60 BUPOGHMKA HOBOI
[OMOMDKHOT PEYOBMHY (SKLLIO 3a3HAYEHO Y A0ChE) 3MiHa
HaliMeHyBaHHs BUpO6HUKa cy6cTaHLii (BignoBiganbHuii 3a
KOHTPO/Ib AKOCTI (MepeBipka Ha Bipycu)) BeBeaeHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micLa NpoBaMKEHHS AisNbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JIikapCcbKoro 3acoby, BK/IYaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO SKOCTI.
(misnbHICTb, 3a AKy BiANOBILAE BUPOOHUK/IMNOPTEP, BK/IHOYAOUN
BUMYCK Cepiil) 3miHa agpecu BUpo6HrKa ®eppiHr MTmoX,
HimeuunHa, a came BMAaNEHHS NOLWTOBOTO iHAEKCA 3 agpecu
[ONS NpUBEEeHHs y BiANOBIAHICTb O OTPUMAHOro BMcHOBKY
040 NiATBEPKEHHS BiANOBIAHOCTI yMOB BUPOOHULTBA
BMMOram HasIeXXHOi BUPOGHMYOI NpakTVKi. BBeAeHHS 3MiH
NPOTArom 6-Tv MicALiB Nicna 3aTBepMKEeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX fJaHuX Npo cucTemy
hapmakoHarnsay, 3mMiHa ynoBHOBaXeHOT 0cobu, BiANOBiAaIbHOT
3a 3AjicHeHHs hapMakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifj yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cuctemun hapmakoHarnsgy) YnoBHoBakeHa ocoba,
BiANOBiAa/bHa 3a 34iiCHEHHS hapMmakoHarnsaay:
aitova pegakuis — Leslie Pharmaceutical Krause, MD;
nponoHoBaHa pegakuis — Lene Holdgrup, M Sc Pharm, PgD PV
Senior Director, Global Pharmacovigilance. 3miHa KOHTaKTHUX
[laHnX YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy. 3mMiHa KOHTaKTHUX SaHUX KOHTaKTHOI 0cobu 3
hapmakoHarnsagy ons 34iicHeHHs dpapmakoHarnisgy B YKpaiHi.
BBefeHHs1 HOMepY Ta MiCLLe3HaxoMKeHH MacTep-ainny. 3MiHn
| Tuny - 3miHK Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHwi 3miHM) 3amiHa rpadivyHOro ohopMIEHHS YMakoBKM Ha
MapKyBaHHs. BBeieHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEepMKEHHSA. 3MiHM Il TMny - 3MiHuK 3 AKocTi. AdI.
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Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiAHOrO/NPOMIKHOMO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKIKOUatouu, ae HeobXxigHo,
MiCLie NpoBeAEHHSA KOHTPO/IO AkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponeiichbkiin hapmakonei y
3aTBEpPAKEHOMY [OCbLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTPO/IEM aKTMBHOT PEYOBMHU GIOONYHOTO NOXOAKEHHS:
3amiHa abo gofaBaHHs OiNbHWLI, e NPOBOANUTLCSA
KOHTPO/b/BUNPOBYBaHHSA Cepii, BKIOYatoUn 3aCTOCyBaHHSA
6i010ri4YHOro/iMyHOOrYHOr0/iMyHOXIMIYHOrO MeToay) BBeaeHHs
popatkoBoi nabopaTtopii BioReliance Limited (BR) gnsi koHTponto
Ha HBV, HCV, HIV meTogom Real-Time PCR 1o Bxe
3aTBepAXeHOl ginbHuui Charles River Laboratories Edinburgh
Ltd. koHTponb HBV, HCV, HIV meTogom RCR. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALIB NiC/A 3aTBEPAKEHHS.
123. | MITOKCAHTPO | KoHueHTpaT Ans EBEBE ABcCTpist NOBHUIA LKA AscTpis/ BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu | Tuny - 3a UA/3145/01/01
H "EBEBE" pO34uHy ANs iHdysil, 2 dapma BMPOGHMLTBA: HiMeuyunHa | 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuid 3aci6. 3MiHW Y BUPOBGHMLTBI. peyenmom
mr/mn no 5 mn (10 mr) lec.m.6.X. EBEBE 3MiHM BUNPOGYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
a6o no 10 mn (20 mr) y Hdor. KI dapma cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO /iKapPCbKOro
donakoHi; no 1 dpnakony lec.m.6.X. 3aco0y (BWUyYEHHS HECYTTEBOTO BUMPOGYBaHHS B NPOLIECI
B KOpPOOLL Hdor. KT, BMPOOHULTBA) BUTyYEHHS BUNPOOYBaHHSA B NPOLECi
ABCTpis; BMPOG6HMLTBA /13 - BUyYeHHs eTany cTepunisauii 06TUCKHNX
TeCTyBaHHS: KPWLLIOK, OCKINIbKW Lieil eTan He NpoBOANTLCA Y MPOLLECI
M BUPOGHMLUTBA /13, HasiBHUIA TECT /18 KOHTPOJIK cTepunizawil
Mikpob6ionoriw Npo6oK,
ec (3aTBEpmKeHO: TemnepaTypa crtepuisauii 121° C 30 xB. Ans
Mptochnabop KPWLLIOK, NPO6OK, 3anponoHOBaHO: TeMnepaTypa cTtepunisauii
v6X, 121° C 30 xB. gn151 Npo60K). 3MiHW | TRy - 3MiHK 3 AKOCTI.

ABCTpisi;TECTY
BaHHs: Jlabop
N+C AT,
HimeuunHa

[OTOBMIA Nikapcbkuii 3aci6. 3MiHVM Yy BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO /iKapCbKOro
3aco0y (foAaBaHHs HOBOTO MeToAy BUMPOOYBaHHA Ta
[0MyCTUMUX MEX) A0AaBaHHA MeX A5 06°eMy HanOBHEHHS
nakoHiB nig yac BUpo6HMLTBA /13 y 3B°A3KY 3 NOrOAKEHHSAM
MarepianiB peecTpaLiiHoro JOCbE 3 3aTBEPIKEHUM
npomucnosum pernameHtom (Master Batch Record),
(3atBepmxeHo: 5,4 + 0,1 mn ana gosysaHHA 10 mr/ 5 mn 10, 5+
0.2 mn ansa gosysaHHa 20 mr/ 10 mn; 3anponoHosaHo: 5,1-5,5 mn
ans posyeaHHsA 10 mr/ 5 mn 10,3- 10,8 mn ans nosysaHHs 20 mr/
10 mn). 3Minn | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHM BUNPOOYBaHb abo AOMYCTUMUX MEeX,
BCTaHOB/IEHMX Y cnevmdikaLisx, nig yac BMpobHULITBA rOTOBOrO
NiKapcbKoro 3acoby (3BYyXEHHS JOMYCTUMUX MeX) 3MiHW Y
cneumdikauii nig yac Bupo6HuuTBa 13 3a Tectom pH y 3B A3Ky
3 MOropKEHHsIM MaTepianis peecTpaLiiHoro A0ockbe 3
3aTBEPKEHVMM NPOMUCNIOBMM pernameHTom (Master Batch
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Record), 3atBepgxeHo: pH 2,8-3,1,
3anponoHoBaHo: pH 2,6-2,8
124. | M-M- NOPOLLOK A1 cycneHsii Mepk LWapn i Lseiiuapis BupobHuk cuwA/ BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14950/01/01
PBAKCIMPO® ONs iH'eKUil; Joym IAEA BaKLMHM in HigepnaHg, AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
BAKUWUHA ANA | 1 donakoH 3 NOpOLLKOM M6X bulk Ta " 3asBHUKA (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
MPO®DINAKTUK | (1 gosa) Ta 1 chnakoH 3 nepBuHHe HallMeHyBaHHs Ta afipecu 3asiBHUKa
N KOPY, PO34MHHMKOM (BO4a ANst naxkyBaHHs:
ENIAEMIMHOI iH'ekyiin) no 0,7 mny Mepk Wapn i
O MAPOTUTY KapTOHHI Kopobuyj; Joywm Kopn.,
TA KPACHYXU 1 dp1akoH 3 MOPOLLKOM CLUA;
XXUBA (L posa)Tal BTopuHHe
nonepeaHLo nakyBaHHS,
HanoBHEeHWI Lwnpu, 3 BUMYCK cepil
PO34MHHMKOM (BOAa ANA BaKLMHM Ta
iH'ekyiit) no 0,7 mn B PO3YMHHMKA
KOMM/EKTi 3 ABOMa Mepk Wapn i
rosiKamy y KapTOHHIiA Joym B.B.,
Kopobu; HigepnaHnamn
10 dpnakoHis 3
nopotukom Ta 10
donakoHIB 3
PO34MHHMKOM (BOAA AN1s
iH'ekyiin) no 0,7 mn B
OKPEeMMNX KapTOHHUX
Kopobkax
125. | MYKANTUH® TabneTku XxyBasbHi; No NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/4038/01/01
POPTE 3 10 Tabnetok y 6nictepi; "Tanuudgapm" "Knismegnpen 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay, peyenma
BITAMIHOM C no 2 a6o 10 6nicTepiB y apar" OHOBJIEHHS BXEe 3aTBepAXEHOro TEKCTY MapKyBaHHA BTOPUHHOT
nauui Ta NepBUHHOT YNakoBKM NiKapCbKOro 3acoby (BHECEHHS
no3HayeHb OAVHULL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM niTep
NaTUHCLKOro anipasiTy). BBeAeHHS 3MiH MPOTArom 6-Tu MicALiB
nicns 3aTBepaKeHHs
126. | HAKOM® Tabnetkn no 250 mr/25 CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH 40 peecTpauiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/9134/01/01
mr no 10 TabneTtok y dapmacbHoTiK dapmaveBTny 3MiHKM 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikar peyenmom
6nictepi, no 10 ans a.a. Ha KoMnaHis BiAnoBigHOCTI EBponelickkiit hapmakonei/MoHorpadii. 3miHu,
6nicTepiB y KApPTOHHIi a.o. noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
Kopoobui MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y cnevumdikauisx,
noB'si3aHa 3i 3miHamu B dY, abo EBponeiicbkiii hapmakonei,
abo iHLWIn HauioHanbHI chapmakonei aepxasu €C) 3miHa 'y
cneyudikalii noB‘A3aHa 3i 3MiHamy y €Bponeiicbkili hapmakonet,
3MiHa BHOCMTbCS BUKIOYHO 4718 NPUBEAEHHS Y BIANOBIAHICTL A0
OHOB/IEHOI MOHOrpadii €Bponeiicbkoi chapmakonei Ha Ad|
nesogona.
127. | HEMPOAUKNO | kancynu, no 10 kancyny TOB YKpaiHa I.J1. dapma ABCTpist BHECEHHS 3MiH [10 peecTpaliinHMx MaTepiasis: 3MiHu | Tuny - 3a UA/5909/01/01
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BIT 6nictepi, no 3 abo no 5 "BAJIEAHT m6X, noJaHHs OHOBJ/IEHOro cepTuddikarta BiANOBiIAHOCTI EBPONENChKii peyenmom
6nictepiB y kopobu,i ®APMACBLIO ABcTpis; IJ1. thapmakonei R1-CEP 1997-066-Rev 03 gns AdI Bif Bxe
TIKAN3" dapma M'M6X, 3aTBepXeHOro BUpo6HuKa (Bigbynncb 3MiHM Ha3Bu Ta agpecu
ABCTpIs BnacHuka CEP Ta Ha3Bu BMpo6HUka Adl)
(BMPOGHYK
BignoBigabHU
1 3a BMNyCK
NPOAYKTY)
128. | HI®EAUNIH NMOPOLLIOK KpUCTaniuHuiA MpAT YkpaiHa Inka IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/8830/01/01
(cybeTaHuis) y nakeTtax "hapmaueBTn NabopaTtopic 3MiHn 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat
noABiliHMX yHa thipma Nimitep BiANOBIAHOCTI E€Bponelickbkili hapmakonei/moHorpadii. MogaHHA
nosieTuNeHoBux Ans "OapHuus" HOBOro abo OHOBMIEHOrO cepTudikaTa BigNoBiAHOCTI a60
hapmaueBTUYHOro BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii
3acTocyBaHHsA thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns JONOMKHOT
peyoBUHM (cepTudikaT BiAMOBIAHOCTI EBpONechbkili
thapmakone’) - HoBuii cepTudpikat Bif Bxe 3aTBEpAXEHOro
BMPOGHMKA - MoAaHHSA HOBOro cepTudiikaTy BiAnoBigHOCTI
€sponelicbkinn dhapmakonei (Ne RO-CEP 2014-102-Rev 00) ans
A®| HiheauniH Bif BXe 3aTBEPLKEHOr0 BUPOGHYKa Inka
Na6opaTopis NimiTes, HAiA, 3 NpMBEAEHHAM METOAIB KOHTPO/IHO
AKOCTI Y BifnoBigHICTb A0 MoHorpadiii EP ta CEP; Buny4eHHs
afMiHICTpaTMBHOT aApecu BUPOOHMKA; BBEAEHHS HOBUX
BMPOGHWNYMX AifIbHULb HA [OAATOK [0 3aTBEPMAXEHOT BUPOBHNYOT
AinbHWUI; 3aMiHa TepMiHy NpuaaTHOCTI 5 pokiB Ha TepMiH
nepekoHTPosto 3 poku. BBeAeHHs 3MiH NpoTSArom 6-Tv MicAuiB
nicns 3aTBepAKeHHS.
129. | HOBIPUH Tabnetku no 500 mr, no AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12436/01/01
10 TabneTok y 6nicTepi; "KNIBCbKWI "KNIBCbKWI 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuid 3aci6. CtabinbHicTb. 3MiHay | peyenmom
no 2 a6o no 4 6nicrepu BITAMIHHUIA BITAMIHHUIA TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs roTOBOro
B nauui 3ABO4" 3ABO4" nikapcbKoro 3aco6y (36i/bLUeHHs TEpMiHY NpUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11a Toprosoi ynakoBku (NigTBEPAXYETLCA
LAHUMU peasibHOro yacy) - 36i/IbLUEHHSI TEPMiHY NpUAATHOCTI
roTOBOrO /liKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI Yy peaslbHOMY yaci:
3arBepakeHo: TepMiH NpuAATHOCTI. 2 POKW; 3anpONOHOBaHO:
TepMiH npugaTHocTi. 3 poku (BBefeHHS 3MiH NPOTAToM 6-Tn
MicsLiB MiCNsA 3aTBEPAKEHHS)
130. | HOBOKAIH PO34UH A8 iH'eKUin, 5 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5126/01/01
Mr/mn no 5 mn B amnyni, "Tanuucapm" "Tanuuchapm” OHOBJ/IEHHA BXE 3aTBEP)KEHOro TeKCTy MapKyBaHHS BTOPUHHOI peyenmom

no 5 amnyn y KOHTYpHii
YapyHKOBII yrnakoBLi, No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLi

Ta NePBMHHOI YNaKkoBKM NiKapCbKOro 3acoby (BHECEHHS
No3Ha4YeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
NaTUHCLKOro anhasiTy Ta 3a3HayeHHs iHopmaLii CTOCOBHO
norotuny).
BBegeHHs1 3MiH NPOTAroM 6-Tu MiICALIB Nic/1A 3aTBepAKEHHS
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131.

HOKCOH

TabneTkn, BKpUTI
NNiBKOBOK 060/TI0HKOHO,
no 450 wmr, no 10
Tabnetok y 6nictepi; no
2 6nictepu y navui

MAT
"KviBmegnpen
apar”

YkpaiHa

MAT
"Knismegnpen
apart”,

Ykpaina

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy,
OHOBJIEHHA BXE 3aTBEPXEHOr0 TEKCTY MapkKyBaHHS BTOPUHHOT
Ta NEPBMHHOI YNaKkoBKW NiKapCbKOro 3acoby 3 BHECEHHSAM
[0[aTKoBoil iHhopmaLii (BHECEHHSI MO3HAYEHb OAUHULB
BMMIPIOBAHHSA 3 BUKOPUCTaHHAM fiTep NaTuHCLKOro andgasity 1a
TOLWO). BBEAEHHA 3MiH NPOTArom 6-Tu MicsLiB micns
3aTBEPMAKEHHS

6e3
peyenma

UA/15232/01/01

132.

HOOBYT® IC
100

MOPOLLIOK ans
opanibHOro po3yunHy, 100
mr/gosy; no 25 r y
cawe; no 10 cawe vy
nauuj 3 KapToHy

ToBapucTso 3
[0[aTKOBOKO
BignoBiganbHi
cTio
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOKO
BiANOBigaNbHI
CTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH j0 pEECTpaLiiiHMX MaTepiasliB: BUNPaB/IEHHS
TEXHIYHOT NOMUSIKW B IHCTPYKLT A1 MEANYHOTO 3aCTOCYBaHHS (y
[ApyKoBaHili Bepcii), B po3gini "®apmakoTepaneBTuyHa rpyna’,
sKa 3aTBepxeHa Hakazom MO3 Ykpaiuu Ne 464 Big 22.02.2019
B npoveci BHeCeHHs 3MiH (3MiHu | TUnY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AinbHuLi (BKIHOHYaKUM AinbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo roToBOro fikapcbKoro 3acoby,
AINbHULI ANA NpOBeAEeHHS NaKyBaHHS, BUPOOHNMKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEpiii, MicLie NPOBeAEHHS KOHTPO/IHO
cepii) abo nocTtavyanbHUKa BUXiZAHOrO MaTepiany, peareHTy abo
[OMOMDKHOT PEYOBMHY (SKLLO 3a3HAYEHO Y A0ChE) BUTYUYEHHS
AinbHUU YkpaiHa, 65080, Opecbka 0611., M.Ogeca,
NMocTaopdcbka fgopora, 6ya. 86, Ae 34ilicHIETLCA 36epiraHHs
roTOBOI NPOAYKLUIl, Ta BUyYeHHs iHchopmMaLlii Wwoa0 BUPOBHYKa,
BiANOBIA&/ILHOIO 3a BUNYCK cepii. 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[OTOBMIA NikapcbKuMii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPOSI0
AIKOCTI FOTOBOrO NliKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
[AiNbHULI, Ha AKil 34iACHIOETBCSE KOHTPOL/BUNPOGYBaHHS cepii)
3amiHa AiflbHULUb , A€ NPOBOANTLCS BUNPOGYBaHHSA KOHTPOTH0
cepii : 3 AinbHMLB 3a agpecamu YkpaiHa, 65080, Opecbka 0671.,
M. Opeca, Jlioctaopdcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-it km. CTapoKUiBCbKOT AOPOry, 23 Ha AiNIbHULIO 3a
agpecoto YkpaiHa, 65025, M. Ogeca, 21-ii kM. CTapoKUiBCbKOT
noporu, 40-A).

Ha eTani pefakuiiHOro y3rogkeHHs MPOEKTiB peecTpauinHmx
[OKYMeHTIB 6y/f10 HafaHO OHOB/IEHI Bepcil IHCTpyKLii 6e3
ypaxyBaHHS 3MiH, siki 6ynu 3aTBepakeHi Hakazom MO3 YkpaiHu
Ne 467 Big 13.03.2018 (3miHu | TNy - AOMIHICTPaTUBHI 3MiHW.
3miHa Kogy ATX (BHecTu 3MiHW [0 iHCTPYKUIT y po3gin
«®apmakoTepaneBTMYHa rpyna», BiANoBigHO A0 knacudikaTopa
kogis ATC BOO3) (TepMmiH BBEEHHS 3MiH NPOTArom 3 micsuis
nicnsa 3aTBepKEHHS).

6e3
peyenma

UA/8831/02/01

133.

HOOBYT® IC
500

MOPOLLIOK A5
opasibHOro po3ynHy, 500
mr/gosy; no2,5ry
cauwle; no 10 cawe y
nayui 3 KApTOHY

ToBapucTso 3
[04aTKOBOO
BignoBigasIbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBO
BignoBiganbHi
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix MaTepianis: BUNPaBIeHHS
TEXHIYHOT MOMW/IKW B iIHCTPYKLT 4151 MeANYHOro 3acTocyBaHHs (y
[ApyKoBaHili Bepcii), B po3gini "®apmakoTepaneBTuyHa rpyna”,
sika 3aTBep/xeHa Hakazom MO3 YkpaiHn Ne 464 Big 22.02.2019
B NPOLECi BHECEHHS 3MiH (3MiHM | TMNY - AOMIHICTPATUBHI 3MiHN.

6e3
peyenma

UA/8831/02/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

BunyyeHHss BUPOGHWYOT AinbHuLi (BKAOHaoun ginbHuui ans Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
OinbHULI ANS NPOBeAEHHSA NakyBaHHS, BUPOOHUKa,
BiANOBIAA/IbHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS KOHTPO/IO
cepii) abo nocTavanbHVKa BUXIQHOTO Matepiasny, peareHTy abo
[OMOMIXHOI PEHOBMHM (SIKLLO 3a3HAYEHO Y [OCLE) BUTYUYEHHS
AinbHULU Ykpaina, 65080, Ogecbka 0611., M.Ogeca,
MocTpopdcbka gopora, 6ya. 86, Ae 34iiCHIOETLCA 36epiraHHs
roToBOI NPOAYKLIi, Ta BUNy4YeHHs iHdhopMaLii LWoA0 BUPOGHYKA,
BiANOBiAabHOro 3a BMNycK cepii. 3MiHn | TUNYy - 3MiHN 3 SKOCTI.
['OTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IO
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
AiNbHULI, Ha AKIl 34iACHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii)
3aMiHa AiNbHYLG , Aie MPOBOAUTLCS BUMPOBYBaHHA KOHTPOSIO
cepii : 3 AinbHMLB 3a agpecammn YkpaiHa, 65080, Ogecbka 06:1.,
M. Ogfieca, MllocTaopdickbka gopora, 6ya. 86 Ta YkpaiHa, 65025, M.
Opeca, 21-it km. CTapoKUIBCHKOT AOpory, 23 Ha AiflbHULIO 3a
agpecoro YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapOKMIBCbKOT
poporu, 40-A).

Ha eTani peaakuiiiHoro y3rompkeHHs1 NPOeKTiB peecTpaviliHuix
[OKYMeHTIB 6yN10 HafaHo OHOB/EHI BepcCil IHCTpyKLii 6e3
ypaxyBaHHs 3MiH, ki 6ynn 3aTBepxeHi Hakazom MO3 YkpaiHn
Ne 467 Big 13.03.2018 (3MiHuM | TUNY - AOMIHICTPATUBHI 3MiHW.
3miHa kogy ATX (BHecTv 3MiHM A0 iHCTPYKLiTy po3gin
«®apmakoTepaneBTMYHa rpyna», BiAnoBigHO A0 kiacudikaTtopa
konis ATC BOO3) (TepMiH BBe€HHS 3MiH NPOTAroM 3 MicALiB
nicns 3aTBepAKEHHS).

134.

OBAPIYM
KOMMNO3UNTYM

PO34UH A8 iH'EKLA No
2,2 Mn B amnyni; no 5
amnys y KOHTYpPHIi
YapyHKOBIl1 yrnakoBLij; No
1 a6o 2, abo 20
KOHTYPHUX YapyHKOBWX
ynakoBOK y KOpob6Lii 3
KapToHy

Bionoriwe
Xalnbmitrenb
Xeenb M'm6X

HimeyunHa

Bionoriwe
XainbMitTenb
Xeenb M'm6X

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHK 3 AKOCTi. A®l. CTabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHa A®I (3a
BifJICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei, Lo BkIoYae nepiog NOBTOPHOrO
BMNpoGYyBaHHS) (Nepiog NOBTOPHOrO BUMPOGYBaHHS/Nepiog,
36epiraHHs) - 3MeHLIEeHHS1 — 3MiHa nepiofly NOBTOPHUX
BMNpo6yBaHb An1a Acidum cis-aconiticum: 3MeHLIEeHHs nepiogy
NOBTOPHOrO BUNPOBYBaHHS 3 5-TW POKiB A0 2-X POkKiB. 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar
BiAnoBiaHOCTI EBponelickkii hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (3miHa y cnevmdikayisx,
noB'A3aHa 3i 3aMiHo BUMOr MoHorpadii IdY abo iHwoi
HauioHas1bHOT hapmakornel gepxasn €C Ha BUMOrM MoHorpadii
€Bponeiicbkoi thapmakonel) - 3mMiHa y cneuudikauii Ha
Magnesium phosphoricum nos'sisaHa 3i 3aMiHOt BUMOT

3a
peyenmom

UA/3973/01/01




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
MoHorpadii HAB “Magnesuimhydrogenphosphat-Trihydrat” Ha
BMMoOru mMoHorpadii EP “Magnesium phosphoricum”.
3arBepaKeHo:
Specification accordung HAB
monograph“Magnesuimhydrogenphosphat-Trihydrat”.
3anponoHoBaHo: Specification accordung EP monograph
“Magnesium phosphoricum”.
135. | OKTArAM PO34UH A1 iH'EKUIA, No "Okrathapma ABCTpIA OKTA®APMA Lseuis/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13905/01/01
20 mn abo no 50 mn, dapmaLeBTuk AB, LBeUis; HimeuunHa/ peBanigauis npoueaypv BUNpo6yBaHHs BMICTY IgG. TepmiH peuyenmom
a6o no 100 mn, abo no a OkTadapma AscTpis/ BBE/EHHS 3MiH - MPOTAroM 3-X MICALIB NiCNA 3aTBEPAYKEHHS;
200 mn y nasawui; no 1 MpoayKTioHCr [Leccay 'm6X, PpaHuis 3MiHuM | TUNY - 3aMiHa CTaHA4AapPTHOroO 3pasky 415 MeToay
NAAWLI Y KAPTOHHIi ec M.6.X HimeyunHa BMNPOB6YBaHHA "dakTop Xla-nofibHa akTUBHICTL". 3MiHa 0AVHULb
Kopoobui (AnbTepHaTvB BMMiptoBaHHs "mU/ml" Ha "mIU/ml". 3anponoHosaHo: WHO
Ha BMpOGHMYa 13/100. TepmiH BBELEHHSA 3MiH - MPOTAroM 3-X MiCALiB nicns
ninsiHka ansa 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHa NnapameTpiB cneundikavii
BTOPVHHOTO 0151 TOTOBOrO NPOAYKTY 3a nokasHukoMm "Molecular size
nakyBaHHs); distribution”.
OkTachapma TepMiH BBEAEHHS 3MiH - NPOTAroM 3-x MicsLiB nicns
PapmaueBTUK 3aTBEPMKEHHS; 3MiHM |l TUNy - 3amiHa BUNpobyBaHHSA "MiporeHn”
a Ha BUNpo6yBaHHSA "EHAOTOKCUHN" METOLOM KIHETUYHOrO
MpopaykTioHcre XPOMOrE€HHOro aHasi3y 3 NociA0BHOI rapMOoHi3aLieto a1 BCixX
c. Mm.6.X., BMPOGHNUMNX AiNbHULL. TEPMiH BBEAEHHS 3MiH - MPOTAroM 3-X
ABCTpif; MiCALB Nicna 3aTBepKeHHs; 3MiHu Il Tuny - 3aMiHa metoay
OkTtadhapma, BMNPOGYBaHHA Ta 3BTy 3 BaslifaLii AN BUNnpobyBaHHSA
®paHuis "KinbkicHe BU3HaYeHHs reHepoBaHoro TpombiHy (TGA)",
BK/THOHAI0UN 3MiHY LLOZI0 BUPEXKEHHS NPOKOArynaTMBHOT
aKTMBHOCTI 3 "Mika TPOMBIHOBOI KOHUeHTpauii B nMol" Ha "FXla-
nogibHa akTnBHiCTb B mU/ml".
TepMiH BBEAEHHS 3MiH - NPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS; 3MiHM || TUNY - 3aMiHa MeToAy BMNPOOYBaHHSA Ta
3BiTY 3 Banigauii Bunpo6ysaHHs "BMicT imyHornobyniny G".
TepMiH BBEAEHHS 3MiH - NPOTAroM 3 MicAuiB nicns
3aTBEPKEHHS; 3MiHu Il Tuny -
3amiHa meTofy BMNpobyBaHHA Ta 3BiTy 3 Banigaii ans
BMNpobyBaHHA "AHTuTINA A0 HBs-aHTureHa Bipycy renatuty B".
TepMiH BBEAEHHS 3MiH - NPOTAroM 3 MicALiB nicns
3aTBEPKEHHS
136. | ONNAH3AMNIH Tabnetku, LWo Lbxy6inaHt IHais Lxy6inaHt IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15719/01/01
OmcnepryoTbca B [hxeHepikc LbxeHepikc 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peyenmom
POTOBIA NOPOXHWHI N0 5 Nimiteq Niviteq BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHuX NPo CUCTeMy

mr; no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTEpPN Y KApPTOHHIN
Kopoo6Li

hapmakoHarnsgy (BBeLeHHs y3arasisHEHUX faHuX Npo cucTemy
hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHs hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHA BifMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST hapmakoHarnsaay (BKayawum




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hbapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asaBHMKA,
BiANOBIAa/IbHOI 3a 34iicCHEeHHA ddapmakoHarnsgy B YKpaiHi.

137.

ONAHSAMIH

TabneTtku, Wo
[AVCNepryTbes B
POTOBI NOPOXHWHI M0 5
mr; in bulk: no 5000
Tabnetoky
noslieTUNEHoBMX
nakeTax

[bxy6inaHt
[hxeHepikc
Nimiten

IHAjia

[xy6inaHt
LbxeHepikc
Nimviteq

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
BeeaeHHs ab0 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasisHeHUxX JaHux npo cuctemy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHI macTep-gaiina
cuctemn dhapmakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3asiBHYMKA,
BiANOBIAA/IbHOI 3a 34iicCHEeHH:A hapmakoHarnsay B YKpaiHi:
Litova pepakuin: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepaxuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6K 3asBHYIKa,
BinoBiga/IbHOI 3a 3AiCHEHHST dhapMakoHarnsay B YKpaiHi.

UA/16641/01/01

138.

ONAHSAMIH

TabneTtku, Wo
ANCnepryoTbes B
POTOBI NOPOXHWHI MO
10 mr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHiIl
Kopoo6Ui

[bxy6inaHt
L[bxeHepikc
Nimiteq

IHais

Ibxy6inant
[bxeHepikc
Nimitep

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny -
3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs1 abo 3MiHU 10 y3arasibHeHUX AaHKX NpPo cUcTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
hapMakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT 0Co6M, BiANOBigaIbHOT
3a 3[jicCHEeHHST hapMakoHarisay; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKW,0 BOHA BiAMiIHHA Bif YNOBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-gaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHA hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pegakuis: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U 3asiBHIIKA,
BiiNOBigaNbHOI 3a 3/iliCHEeHHs hapmakoHarnsaay B YKpaiHi.

3a
peyenmom

UA/15719/01/02

139.

ONAHSAMIH

TabneTtku, Wwo
[AVCnepryTbes B
POTOBI NOPOXHWHI NO
10 wr; in bulk: no 5000
Tabnetoky
nosieTuIeHoBMX
nakeTax

[bxy6inaHt
L[hxeHepikc
Nimiten

IHais

[bxy6inaHt
L[bxeHepikc
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 3[jiicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
hapMakoHarnsay 3asaBHUKa A5 34iCHEHHA hapmakoHarisay B

UA/16641/01/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

YKpaiHi, KLL0 BOHA BigMiHHa Bif, YyNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapMmakoHarnsay B YkpaiHi.

140.

ONAHSAMIH

TabneTtku, Wwo
AVCnepryoTbes B
POTOBI NOPOXHWHI N0
15 wr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHiIl
Kopoobui

[bxy6inaHt
[hkeHepikc
Nimiteq

IHais

[bxy6inaHt
L[bkeHepikc
Nimitep

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHUX [aHnX Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asBHUka An5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6M 3asBHIIKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp BacunboBuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi.

3a
peyerimom

UA/15719/01/03

141.

OJIAHS3AMMIH

Tabnetku, LWo
AVCNepryTbes B
POTOBIA NOPOXHWUHI MO
20 wr; in bulk: no 5000
TabneTtok y
nonieTUIeHOBMX
nakeTax

Lbxy6inaHt
[xeHepikc
Nimiteq

IHais

Lxy6inaHt
[xeHepikc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHY WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLeHHs y3arasisHEHUX JaHuX Npo cucTemy
hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnisgy; KOHTakTHOT 0coou 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHA BifMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iICHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-gaiina
cuctemu gpapmMakoHarnsgy) 3MiHa KOHTakTHOI 0cobu 3asiBHYMKA,
Bi4NOBiAa/IbHOI 3a 34jICHEHHST chapmakoHarnsay B YKpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6M 3asBHNIKa,
BiAnoBiAa/bHOI 3a 3AiCHEHHsI hapMakoHarnsay B YKpaiHi.

UA/16641/01/04

142.

ONAHSAMIH

TabneTtku, Wwo
AVCnepryoTbes B
POTOBI NOPOXHWHI MO
15 wr; in bulk: no 5000
TabneTok y

[bxy6inaHt
[xeHepikc
Nimiteq

IHais

[bxy6inant
[xeHepikc
Nimitep

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasisHeHUX faHux Npo cucTemy
hapMakoHarnsay, 3MiHa ynoBHOBaXXEHOT 0co6u, BiANOBigaIbHOT

UA/16641/01/03




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky
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nonieTuNeHoOBUX
nakeTax

3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MmilLieHHi MacTep-gaiina
cuctemn hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3asiBHYKA,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dhapmakoHarnsagy B YKpaiHi:
[itouva pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKA,
BifnoBiAa/IbHOI 3a 34jICHEHHsT chapMakoHarnsay B YKpaiHi.

143.

OJIAH3AMMIH

TabneTtku, Wwo
AVCnepryloTbes B
POTOBI NOPOXHWHI MO
20 wmr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHIl
Kopobui

[bxy6inant
[xeHepikc
Nimiteq

IHais

[bxy6inaHT
[xeHepikc
Nimitepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta hapmakoHarnagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux npo cuctemy
hapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bk4akum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn goapMakoHarnsgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsaay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHogx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3as8BHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapmakoHarnsay B YkpaiHi.

3a
peyenmom

UA/15719/01/04

144.

OMHIMNAK

PO34MH A8 iH EKLiA,
300 wmr inogy/mn; no 50
M a6o no 100 mny
donakoHi; no 10
h/1aKOHIB Y KapTOHHIl
Kopoo6Li

xunl Xenckea
AC

Hopgeris

Dxul Xenckea
Ipnangis
Nimiteq,

IpnaHgis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTepiasiiB: yTOUHEHHs
peecTpauiiiHoi npoueaypy B Hakasi MO3 Ykpaitu Ne 1979
Bif 31.10.2018 - 3MiHu | TNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS Ais/IbHOCTI
BMPOGHMKa (BK/IOUakUM, 3a HEOOXIAHOCTI, MicLie NpoBeAEeHHS
KOHTPO0 AKOCTi), abo BnacHuka mactep-chaiina Ha Ad®l, abo

noctavanbHuka A®I/BnxigHOro matepiasny/peareHTy/npoMixXHOro

NPOAYKTY, L0 3aCTOCOBYIOThLCA Y BUPOOHMLTBI ADI (SKLL0

3a3HayeHo Y AOCbE Ha NiKapcbkuii 3aci6b) 3a BifCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponelicbkili hapmakonei y
3aTBEpPAKEHOMY [10CbE, a60 BUPOGHVKA HOBOI OMOMKHOI
pPeUOBUHM (SKLLO 3a3HAYEHO Y JOCLE) - 3MiHA agpecy BUpobHUKa
xunl Xenckea AC, Hopaerist A®| lorekcon, 6e3 3MiH1 Micus
BMPO6GHULITBA

3a
peyenmom

UA/2688/01/03

145.

OMHIMNAK

PO34MH ANA iH EKLIA,
350 wmr inogy/mn; no 50
M1 a6o 100 mn, abo 200
M, abo 500 mny
donakoHi; no 10

[xunl Xenckea
AC

Hopseris

[xul Xenckea
IpnaHgjs
Nimitep

Ipnangis

BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianiB: yTOUHEHHs
peecTpauiiiHoi npoueaypu B Hakasi MO3 Ykpaitu Ne 1979
Big 31.10.2018 - 3MiHu | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicuA NPOBaMKEHHS Ais/IbHOCTI
BMPO6HMKa (BK/IHOYAKYM, 32 HEOOXIAHOCTI, MicLie NpoBeAeHHs

3a
peyerimom

UA/2688/01/04




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
pNaKoHIB Y KAPTOHHI KOHTPO/IO SIKOCTI), 260 BniacHuka macTtep-chaina Ha A®l, abo
Kopoo6Li noctavancHrka Ad®|/BuxigHoro matepiany/peareHTy/npomMikKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI AD| (SKLLO
3a3Ha4YeHo y [0CbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponeiichbkiin hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA agpecn BUpobHMKa
[xul Xenckea AC, Hopgerist A®| lorekcon, 6e3 3MiHu MicLA
BMpO6GHULTBA
146. | OPHIAA30/1- Kancynu no 500 mr no TOB YKpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiaiB: 3MiHW | Tuny - 3a UA/4987/01/01
ACTPA®PAPM 10 kancyn y 6nictepi; no | "AcTpadapm" "AcTpadapm” 3MiHM Woao 6e3nekun/ehekTVBHOCTI Ta dhapMakoHarnsgy; 3amiHa peyenmom
1 6nicTepy B KOpoOLi 3 po3giny «padiyHe othopMNIEHHSA YNAKOBKU» Ha pPO3fin
KapToHy «MapkyBaHHS» 3 BifNOBIAHUMM 3MiHAMW B MeTO4aX KOHTPO/IO
SIKOCTi NlikapCbKOro 3acoby
147. | OP®AAVH Kancynu Teepgi no 2 mr; Csigiw Lseuis BMPOGHMLITBO Lseuis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/13603/01/01
no 60 kancyn y ¢onakoHi; OpcphaH 3a MOBHUM 3MiHK 3 AKoCTi. ADIl. KoHTposib A®I. 3miHa y meTogax peuyenmom
no 1 cpnakoHy B BiosiTpym LMKNOM: BMNpo6yBaHHsA A®I| abo BUXiAHOro MaTepiasy/npoMixKHOro
KapTOHHIiA ynakoBLi IHTepHelleHe AnoTek NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
n Ab MpogakwH & BUPO6HMUTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHMX METOAAxX
Tle6bopeTpiep BUNPOOYBaHHS)
AB, WBeLis; He3HauHi 3MiHM y 3aTBeppKeHNX crieumdikalisax Ta MeToankax
KOHTPO/b A®|:- 3a NokasHMKaMu «lgeHTudikauis» (YTOUHEHHS MOCUIaHHS
AKOCTi: AnoTek Ha meToamKy USP);- 3a noka3sHukamu «KinbkicHe BU3HaYeHHS Ta
MpogakiiH & OpraHiyHi JoMmilkn» (BkIoYeHHA SST B meTogn HPLC). 3MiHu |
JNlebopeTpiep TMNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHN Y
AB, LBeuis BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0ONYCTUMUX MEX,

BCTAHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HMULTBA rOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHW) HE3HAYHI 3MiHW e/1IEMEeHTIB
KOHTPO/I0 KPUTUYHMX TOHOK Ta NPOMiIXHUX eTaniB A1a 3MiHKn
HOMEepIB aHaNiTUYHNX METOANK, SKi BAKOPUCTOBYIOTLCA A1
KOHTPOJ0 MPOMIKHOT MpoAykuii B p. 3.2.P.3.3. Ta 3.2.P.3.4.
KpuTepii NpUAHATHOCTI He 3MiHWAnCS. 3MiHuW | Tuny - 3MiHK 3

AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa y NEePBUHHINA yNakoBL,i
roTOBOrO likapcbKoro 3acoby (SiKiCHUIA Ta KinbKicHWIA cknag) -

Teepai nikapcbki hopmu - 3miHa 6apBHKKa B Ck1aji NEPBUHHOT

yMakoBKM Kancy/si, a came: cknag niacTMKoBOro KoHTelHepa, Lo

BUKOPUCTOBYETLCA ANs 13 3amMiHeHO Yepes 3MiHy 6in1oro

OCHOBHOrO NOKpuUTTA (6apBHUKa). 3MiHKM | TUNY - 3MiHK 3 AKOCTI.
[oToBWIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX NEPBUHHOI YNaKoBKW
rOTOBOrO NKAPCbKOro 3acoby (3BYXEHHS LONYCTUMUX MEX,
BM3HAYeHUX y crneyudikauii) 3miHa go crneundikawii
NAacTUKOBOrO KOHTEMHEpPY 3a NokasHUKoM «MBU». 3miHu | Tuny -

3MmiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikart




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii. MogaHHA

HOBOro abo OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BU/yYEHHS cepTudpikaTta BignoBigHOCTI EBponeiickkiii
thapmakonei: gna A®l; ans BuxigHoro
matepiany/peareHTy/npomMiKHOro NpPOAYyKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
peyosuHu (FE-ceptuddikaT BignoBigHOCTI €Bponenchkii
thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npomMibKHOro NPoAykTy abo AOMNOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat Ans BUXigHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo AOMOMIKHOI
PeyoBMHM Bif, HOBOrO abo BXe 3aTBEPMAKEHOTO BUPOGHMKA -
noAaHHsa HOBOro cepTtudikaTy BignoBifHOCTI €EBpoNencLKOT
thapmakonei Ne R1 — CEP — 2010-043-Rev 00 Big,
3aTBEPAKEHOr0 BUPOGHUMKA XenaTnHy Rousselot. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTuddikat
BiAMOBIAHOCTI €Bponelickkili hapmakonei/moHorpadii. MogaHH:A
HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBiAHOCTI a60
BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichKii
thapmakonei: gns A®l; ans BuxigHoro
mMartepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI AD|; ANns SONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponenchkiii
hapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMKHOI
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian) — BUIyYeHHs
cepTudiikaTy BignoBigHOCTI €Bponeiicbkoi dhapmakonei Ne R1-
CEP-2003-172-Rev 01 Big Bupo6Huka xenatuHy Gelita Group.
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikaT BiAMNOBIAHOCTI EBpPONENChKiln
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTuduikara BiZNOBIAHOCTI abo BUNYyYeHH: cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns A®l; ona
BUXIiQHOr0 Marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
peyosuHu (FE-ceptudikaT BignoBigHOCTI €Bponenchkii
thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npomMibKHOro NPoAykTy abo AOMNOMDKHOT
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
MyNbTUMIETHOTO cepTuddikaTa Ha maTepian) BUTyUYeHHs
cepTudikaTy BignoBigHOCTI €EBponeiickkoi papmakonei Ne R1-
CEP-2002-110-Rev 00 Big Bvpo6HuKa xenatuHy PB Gelatins.
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BignoBigHOCTI EBponeichkiii

thapmakonei/MoHorpadii. NMogaHHs HOBOro abo OHOBEHOrO
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cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ons
BMXiAHOrO MaTepiany/peareHTy/MPoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI AD|; ANns SONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponenchkiii
thapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMKHOI
peyoBuHM) - BunyyeHHsa ceptudikaTis (y BUNagKy HasBHOCTI
My/IbTUM/IETHOIO cepTudiikaTa Ha martepian) BUNyYeHHs

ceptuddikaTy BignosigHocTi €sponeicbkoi dhapmakonei Ne Ne R1-

CEP-2001-332-Rev 02 Big BMpo6HMKa xenatnHy Rousselot.
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikaT BiAMNOBIAHOCTI €EBpPONENChKin
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTudpikara BiZNOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ona
BUXIiQHOr0 Marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
peyosuHu (FE-ceptudikaT BignoBigHOCTI €Bponenchkii
thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPoAykTy abo AOMNOMDKHOT
peyoBuHM) - BunyyeHHsa ceptudikaTis (y BUNagKy HasBHOCTI
MyNbTUMIETHOTO cepTudikaTa Ha maTepian) BUTyUYeHHs
cepTudikaTy BignoBigHOCTI €EBponeiickkoi papmakonei Ne R1-

CEP-2000-027-Rev 02 ans xenatuHy ans BupobHuka Rousselot.

148.

OP®AIVH

Kancynu TBepgi no 5 mr;
no 60 kancyn y gonakoHi;
no 1 donakoHy B
KapTOHHI ynakoBL,i

Csaigiw
OpcpaH
BiogiTpym
IHTepHelleHe
n Ab

Lseujis

BMPOGHMLTBO
3a NOBHUM
LMKIOM:
AnoTek
MNpojakwH &
JNe6opeTpiep
AB, WsBeLUis;
KOHTPO/1b
AKOCTi: AnoTek
MNpofakiH &
Neb6opeTpiep
AB, LLiBeuis

Lseuin

3MiHK | TUNY - 3MiHK 3 AKOoCTi. A®I. KoHTposb AdL. 3miHa y
mMeToAax BunpobysaHHa APl abo BUXigHOro
marepiany/npomiKHOr0 MPoAYKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLUTBa AD| (He3HAYHI 3MiHK
y 3aTBEPKEHUX MeTofax BUNPOOYBaHHS)

He3HauHi 3MiHM y 3aTBeppKeHnX crieumdikalisx Ta MeToankax
A®I:- 3a nokasHukamu «lgeHTudikauis» (YTOUHEHHSA NOCUNAHHSA
Ha meToamky USP);- 3a nokasHukamu «KinbkicHe BU3HaYeHHs Ta
OpraHiuHi gomilkn» (BkoveHHs SST B metogn HPLC). 3MiHn |
TMny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBOHULTBI. 3MiHU BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BUPoO6HMLTBA roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHWN) HE3HAYHI 3MIHW eNIEMEHTIB
KOHTPOJO KPUTUYHMX TOYOK Ta MPOMIKHUX eTanis 419 3MiHN
HOMEPIB aHaNiTUYHNX METOANK, SKi BAKOPUCTOBYHOTLCA A/15
KOHTPOJI0 MPOMDKHOT npoaykuii B p. 3.2.P.3.3. Ta 3.2.P.3.4.
KpuTepii NPUAHATHOCTI He 3MiHUAUCS. 3MiHKW | Tuny - 3MiHKW 3
skocTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3MiHa Y MEepPBUHHIl ynakoBLi

rOTOBOrO NliKapcbKoro 3acoby (siKicHUiA Ta KinbkKicHWIA cknag) -
TBepai Nikapcbki hopmu - 3miHa 6apBHMKA B CKaji NEPBUHHOI

3a
peyenmom

UA/13603/01/02
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ynakoBKU Kancys, a came: cknag nnacTUKoBOro KOHTelHepa, Lo
BMKOPUCTOBYETbLCA A5 /13 3aMiHeHO Yepe3 3MiHy 6inoro
OCHOBHOrO MOKpUTTA (6apBHMKA). 3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oToBWIA Nikapcbkmit 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa napameTpis
cneumdgikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKoBKU
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS AOMYCTUMUX MEX,
BM3HAYeHNX Y cneuudikauii) 3miHa 4o cneuudikauii
NAacTUKOBOrO KOHTENHEepPY 3a NokasHUKkoM «MBU». 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTuddikat
BiAMOBIAHOCTI €Bponeiickkili hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BigNoBiAHOCTI a60
BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii
thapmakonei: gns A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANns JONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponenchkiii
hapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTy abo [OMOMDKHOI
peyoBuHM) - HoBWiA cepTudpikaT Ans BUXigHOTO
mMartepiany/peareHTy/npoMibKHOIo NPoAykTy abo AOMNOMDKHOT
PeYoBUHM Bif, HOBOTO abo BXe 3aTBEPAKEHOTO BUPOOHMKA -
noAaHHs HOBOro cepTudikaTy BignoBigHOCTI EBponeiicbKol
thapmakonei Ne R1 — CEP — 2010-043-Rev 00 Big,
3aTBEPAKEHOro BUPOGHUMKa xenatuHy Rousselot. 3miHm | Tuny -
3miHu 3 sKkocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MmoHorpadii. MogaHHsA
HOBOro ab0 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ANns LONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
peyoBUHW) - BunyyeHHs cepTudikaTis (y BUNaaKy HassBHOCTI
MyNbTUNIETHOrO cepTudpikaTa Ha martepian) — BUNyYEHHS
cepTudikaTy BignoBigHOCTI €EBponeiicbkoi hapmakonei Ne R1-
CEP-2003-172-Rev 01 Big BUp0o6HUKa xenatuHy Gelita Group.
3MiHn | TURY - 3MiHn 3 axocTi. CepTudikaT BignosigHoCTI/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBMEHOrO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ons
BUXiAHOrO MaTepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 418 AONOMIKHOI




Hassa

n/n

JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

149.

OP®AOVNH

peyosuHu (FE-ceptudikaT BignoBigHOCTI €Bponenchkii
thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npoMibKHOro NPoAykTy abo AOMNOMDKHOI
peyoBuHM) - BunyyeHHsa ceptudikaTis (y BUNagKy HasBHOCTI
MyNbTUMIETHOTO cepTudikaTa Ha maTepian) BUTyUYeHHs
cepTudikaTy BignoBigHOCTI €EBponeiickkoi papmakonei Ne R1-
CEP-2002-110-Rev 00 Big Bvpo6HuKa xenatuHy PB Gelatins.
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHs HOBOro a6o OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnst A®I; ans
BMXiAHOTO MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ANns LONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
peyoBUHW) - BunyyeHHs cepTudikaTiB (y BUNaaKy HassBHOCTI
MynbTUNIETHOTO cepTuddikaTa Ha matepian) BUIyYeHHs
cepTudiikaTy BignosigHocTi €Bponeiicbkoi dhapmakonei Ne Ne R1-
CEP-2001-332-Rev 02 Bif BUpo6HMKa xenatuHy Rousselot.
3MiHn | TURY - 3MiHn 3 axocTi. CepTudikaT BignosigHoCTI/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOrO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ons
BMXiAHOrO MaTepiany/peareHTy/MPoOMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; ANna JONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponenchkiii
hapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMKHOI
peyoBuHM) - BunyyeHHsa ceptudikaTis (y BUNagKy HasBHOCTI
My/IbTUM/IETHOIO cepTudiikaTa Ha martepian) BUNyYeHHs
cepTudikaTy BignoBigHOCTI €Bponeiicbkoi dpapmakonei Ne R1-
CEP-2000-027-Rev 02 ans xenatuHy ans BMpo6Huka Rousselot.

Kancynu TBepAi no 10
Mmr; no 60 kancyny
donakoHi; no 1 dpnakony
B KapTOHHIlA ynakoBLi

Csigiw
OpcphaH
BiosiTpym
IHTepHelLeHe
n Ab

Lseuis

BUPOBHULTBO
3a NOBHUM
LK/IOM:
Anorek
MpojakwH &
TNebopeTpiep
AB, LBeuis;
KOHTPO/b
AKOCTi: AnoTek
MNpojakwH &

JlebopeTpiep

Lisewis

BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny -
3MiHK 3 AKocCTi. ADIl. KoHTposib A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BUXiAHOro MaTepiasy/npoMiKHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX MeTofax
BMNPOOYBaHHS)

He3HauHi 3MiHK y 3aTBepMKeHNX cneyndikalisx Ta MeToamkax
A®| - 33 nokasHukamu «lgeHTndikauis» (YTOYHEHHS NOCKMNAHHSA
Ha MeToaukKy USP);- 3a nokasHukamu «KinbKicHe BU3HAYeHHS Ta
OpraHiyHi AoMilKn» (BKNOYeHHSA SST B meToan HPLC). 3MiHn |

TMNy - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKWii 3aci6. 3MiHN Y

3a
peyenmom

UA/13603/01/03
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Ab BMPOGHMLTBI. 3MiHN BUNpoOyBaHb abo A0ONYCTUMUX MEX,

BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HMLTBA rOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHW) HE3HAYHI 3MiHW efleMeHTIB
KOHTPOJO KPUTUYHMX TOUOK Ta MPOMIXHMX eTanis 418 3MiHN
HOMepiB aHaTITUYHNX METOAVIK, SiKi BAKOPUCTOBYHOTLCS A/1A
KOHTPOIO NMPOMDKHOT npoaykuii B p. 3.2.P.3.3. Ta 3.2.P.3.4.

KpwuTepii NpUAHATHOCTI He 3MiHUANCS. 3MiHn | Tuny - 3MiHu 3
AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWIA 3aci6. 3MiHa Y NEPBUHHIl ynakoBLii
roTOBOrO MiKapCbKOro 3acoby (SKiCHWIA Ta KiNbKICHWI cknag) -
TBepai nikapcbki hopmu - 3miHa 6apBHMKaA B Cknagi NEPBUHHOI
ynakoBKM Kancy/n, a came: ckiag nnacTUKoBOro KOHTenHepa, Lo
BMKOPUCTOBYETLCA A5 /13 3aMiHeHO Yepe3 3MiHy 6inoro
OCHOBHOrO NokputTA (6apBHUKa). 3MiHK | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEePBUHHOT YNakoBKU
roTOBOrO NiKapCbKOro 3acoby (3BY)XEHHSA JONYCTUMUX MEX,
BM3HAYeHNX Y cneuundikauii) 3miHa Ao cneuudikauii

N1acTMKOBOrO KOHTEHepY 3a NoKasHMKOM «MBUY». 3miHu | Tuny -

3MiHu 3 siKkocTi. CepTuddikat signosigHocTi/lE-cepTudikar

BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA

HOBOro abo OHOBMIEHOro cepTudpikaTa BignoBigHOCTI abo
BU/YYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii

thapmakonei: gna Ad®l; ans suxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO

BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT

peyosuHu (FE-ceptudikaT BignoBigHOCTI €Bponenchkii

thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPoAykTy abo AOMNOMDKHOT
peyoBuHK) - HoBwiA cepTuddikat Ans BUXigHOro
marepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI

PeyoBMHM Bif, HOBOrO abo BXe 3aTBEPMAKEHOr0 BUPOGHMKA -

noAaHHsa HOBOro cepTtudikaTy BignoBigHOCTI EBpoNencLKOT

thapmakonei Ne R1 — CEP — 2010-043-Rev 00 Big,
3aTBEPAKEHOr0 BUPOGHMKA XenaTnHy Rousselot. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikat

BiAMOBIAHOCTI €Bponeiickkili hapmakonei/moHorpadii. MogaHHsA

HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a60

BUYYEHHS cepTudikaTta BignoBigHOCTI EBponelichkii

thapmakonei: gns A®l; ans BuxigHoro
mMartepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ana JONOMKHOT

peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponenchkiii

thapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npomMikKHOro NpoAyKTy abo [O0MOMIKHOI
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peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI

MyNbTUNIETHOrO cepTudikaTa Ha maTtepian) — BUyYEHHS
cepTudikaTy BignoBigHOCTI €EBponeiicbkoi papmakonei Ne R1-
CEP-2003-172-Rev 01 Big Bupo6HuKa xxenatuHy Gelita Group.

3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnst A®I; ans
BMXiAHOTO MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ANns LONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
pevoBUHW) - BunyyeHHs cepTudikaTis (y BUNaaKy HassBHOCTI
MynbTUNIETHOTO cepTuddikaTa Ha matepian) BUIyYeHHs
cepTudikaTy BignoBigHOCTI €EBponeiicbkoi hapmakonei Ne R1-
CEP-2002-110-Rev 00 Big B1po6bHuKa xenatuHy PB Gelatins.
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikaT BignosigHoCTI/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBMEHOTO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ons
BMXiZAHOrO MaTepiany/peareHTy/MPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans JONOMKHOT
peuoBuHu (FE-cepTudikaT BignoBigHOCTI €EBponenchkiii
hapmakonei gna Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTy abo [OMOMDKHOI
peyoBuHM) - BunyyeHHsa ceptudikaTis (y BUNagKy HasBHOCTI
My/IbTUM/IETHOIO cepTudiikaTa Ha martepian) BUNyYeHHs
cepTudikaTy BignosigHocTi €sponeicbkoi dhapmakonei Ne Ne R1-
CEP-2001-332-Rev 02 Big BMpo6HMKa xenatuHy Rousselot.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTI/IE-
cepTudikaT BiAMNOBIAHOCTI EBpPONENChKiln
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTudpikara BiZNOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns A®l; ona
BUXIiQHOrO Marepiany/peareHTy/npoMiKHOTro NPOAYKTY, L0
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
peyosuHu (FE-ceptudikaT BignoBigHOCTI €Bponenchkii
thapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/npomMibKHOro NPoAykTy abo AOMNOMDKHOI
peyoBuHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
MynbTUMIETHOTO cepTuddikaTa Ha maTepian) BUTyUYeHHs

cepTudikaTy BignoBigHOCTI €EBponeiickkoi papmakonei Ne R1-

CEP-2000-027-Rev 02 ans xenatuHy ans BupobHuka Rousselot.
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150. | NAKNITAKCEN KOHUEeHTpaT Ans Akkopa Benuvka AkKopg, Benuka BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu |l Tuny - 3a UA/13924/01/01
AKKOPJ, pO34uHy Ans iHdysili, 6 Xenckea /Tq, BputaHis Xenckea BpuTanis/ 3MiHV KpUTEpIiiB NPUIHATHOCTI B crieumdikalii Ha MOMEHT peyenmom
mr/mn no 5 mn (30 mr), Nimiten, IHais BMNYCKY rOTOBOrO NiKapCbKOro 3acoby 3a n. «CynyTHi AOMILLKU».
no 16,7 mn (100 mr), no Benvka Cnevyudpikauis Ha TepMiH NpuAaTHOCTI 3aUMwInIach 6e3 3MmiH;
50 mn (300 mr) y BputaHis 3MiHu Il Tuny - 36iNbLIeHHs po3mipy cepii Ans 06’emy

donakoHi; no 1 dpnakoHy
Y KapTOHHIli kopoobLi

(BignosigansbH
1A 3a BUMNYCK
cepif); Akkopg,
Xerickea
Nimites,
Benvka
BpuTaHis
(BTOPUHHE
nakyBaHHs);
IHTac
dapmachbtoTika
n3 Nimitep,
IHais
(Bpo6HMLTBO
roToBOro
nikapcbKoro
3acoby,
BMPOGHMLTBO
bulk,
nepBrHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
KOHTPO/b
SAKOCTI cepil);
IHTac
dapmacbioTika
nc Nimiten,
IHais
(BpO6HNLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI cepil
(anbTepHaTVB
HUIA

HanoBHEHHS 3anponoHoBaHo: 16,7 mn: 60,0 n, 536,480 n (500,0
Kkr, 30,303 chnakonis) 50 mn: 60,0 n, 536,480 n (500,0 kr, 10,356
chnakoHiB). BBefieHHS1 3MiH NpOTArom 6-Tv MicAUIB micns
3aTBEPAKEHHS; 3MiHM | TUNY - NOAaHHA OHOBEHOTO cepTudikaTta
BiANOBiAHOCTI €Bponeiickkil hapmakonei Ne Ne RO-CEP 2012-
385-Rev 01 ansa gitovoi peyoBmHu Paclitaxel Big yxe
3aTBEPAKEHHOrO BUPOBHYMKA; 3MiHW | TUNY - NOAAHHS HOBOTO
cepTucbikaTa BiANOBIAHOCTI E€Bponeiickkiin thapmakonei Ne RO-
CEP 2012-385-Rev 00 ans filo4oi peyoBrHY Bif HOBOTO
BMPOOHVKa [04aTKOBO A0 3aTBepAKEHHOroBUPOGHMKa; 3MiHW Il
TUMy - 3MiHa y napameTpax cneumdikauin Ta/abo gonyctummx
MeX, BU3Ha4YeHux y crneumndikayisx Ha Ad®l, abo
BMXiAHWIA/NPOMIDKHUWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP - 3MiHW KpUTEpIiB NPUAHATHOCTI B
cneuudikauii APl 3a nokasHUKOM «CynpoBigHi AOMILLIKN»
(PO3LMpeHHsA MexX AoMiLKn A: 3anponoHoBaHo: 0,7%) -
npuseaeHHs Ao BuMor MoHorpadii Paclitaxel (semi-synthetic
process) EP
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BMPOBGHUK))
151. | NAHTOMNPA30 | Tabnetku [xy6inaHt IHais [xy6inaHt IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/13664/01/01
n KMLLKOBOPO34MHHI no 20 [hxeHepikc LbxeHepikc 3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peuenmom
mr, no 10 TabneTok B Nimiteq Niviteq BBefeHHs abo 3MiHM [0 y3arasibHEHNX JaHWX NPO CUcTeMy
6nictepi; no 1 a6o 3 thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
6nicTepun y KapTOHHiIl hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
Kopobui 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn dhapmMakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3asiBHYMKA,
BiANOBIAa/bHOI 3a 34ilicHeHHs thapmakoHarnagy B Ykpaini:itoua
pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6K 3asBHYIKa,
BinoBiga/IbHOI 3a 3AjCHEHHST dhapMakoHarnsay B YKpaiHi.
152. | NAHTOMPA30O | Tabnetku [bky6inaHt IHAjisA Ibxy6inant IHAain BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/13664/01/02
n KMLIKOBOPO34MHHI no 40 L[bxeHepikc [bxeHepikc 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peuyenmom
mr, no 10 TabneTok B Nimiteq Nimitep BBeaeHHs1 abo 3MiHU 10 y3arasibHEHUX AaHKX NPo cUcTemMy
6nictepi; no 1 a6o 3 hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
6nicTEpPN Y KApPTOHHIN hapMakoHarnsigy, 3mMiHa ynoBHOBaXXeHOT 0co6u, BiANOBigaIbHOT
Kopo6Li 3a 34iiCHEHHA chapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLW,0 BOHA BiAMiIHHA Bif YNOBHOBa)XXeHOI 0cobu,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gpaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAANbHOI 3a 3ilicHeHHs (hapmakoHarnagy B Ykpaini:ditoua
pepaxuis: CtaxoB OnekcaHap BacunboBuu. MNMponoHoBaHa
pegakuisi: Kymap MaHogx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asaBHMKA,
BiiNOBiAaNbHOI 3a 3/iliCHeHHs hapmakoHarnsaay B YKpaiHi.
153. | MAHTOMNPA30 | Tabnetku [bxy6inaHt IHgjsa [bxy6inaHt IHAaisa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - - UA/13665/01/02
n KMLLKOBOPO34UHHI no 40 L[hxeHepikc L[bxeHepikc 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnsgy.
mr, in bulk: no 5000 Nimiteq Nimitep BBefeHHSA abo 3MiHM [0 y3arasibHEHUX JaHWX Npo CucTeMy

Tabnetoky
nosieTuNeHoBoOMY nakeTi

thapmakoHarnsgy (BBefieHHs y3arasibHeHX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 3[jiicCHEHHsT hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHA hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4arum
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi macTep-gaina
cuctemu hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0Co6u 3asiBHMKA,
BiANOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsaay B YkpaiHi:[jroua
pepakuisi: Ctaxos OnekcaHgp Bacunbosuy. MNponoHosaHa
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pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapMmakoHarnsay B YkpaiHi.
154. | NAHTOMNPA30 | TabneTku [bxy6inaHt IHAjsa [bxy6inaHt IHAaia BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu | Tuny - - UA/13665/01/01
n KMLIKOBOPO34UHHI Nno 20 [hkeHepikc L[bkeHepikc 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy.
mr, in bulk: no 5000 Nimiteq Nimitep BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
TabneTtoky hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux nNpo cuctemy
nosieTuIeHoBOMY NakeTi thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHeHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asiBHUka 415 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT ocobu,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6M 3asBHIIKA,
BiZANOBiAANbHOI 3a 3filicHeHHs (hapmakoHarnagy B Ykpaini:ditoua
pegakuisi: CtaxoB OnekcaHap BacunboBuy. MNMponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi.
155. | NEMETPEKCE NOpPOLLOK MicTtpan Benvka BMPOGHMLTBO Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16247/01/01
A-BICTA niochinizoBaHuin ans Kenitan BpuTaHia Ta nepBuHHe Pecny6nika 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peyenmom
NpUroTyBaHHs MeHemKMeHT nakyBaHHs / BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux npo cuctemy
KOHUEHTpaTy Ans Nimiteq nikapcbKoro Bonrapisi/lc | chapmakoHarnsgy (BBeAEeHHs y3araslbHeHUX faHuX Npo cuctemy
pO34MHy AN8 iHdy3iii no 3acoby: naHis thapmakoHarnagy, 3MmiHa ynoBHOBaXeHoi 0cobW, BiANOBIAaIbHOI
100 wmr, no 100 mry OHKOMef, 3a 3fiiCHEHHA hapMakoHarnsay; KOHTaKTHoOT ocobm 3
donakoHi; no 1 dpnakony MaHyhaKTopiH thapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHS hapMakoHarnsay B
3 MOPOLLUKOM Y KapTOHHIlA ra.c., Uecbka YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Kopobui Pecnyb6rnika; BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsgy (Bkavaryumn
BTOPVHHE KOHTaKTHi jaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-gaiina
nakyBaHHs cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaxeHOi ocobw,
nikapcbkoro Bi4NoBiAa/IbHOI 3a hapMakoHarnsga:
3acoby: [itoua pepakuin: Nly6ay TeTsiHa BikTopiBHa; MponoHoBaHa
Oxi | pepakuis: CoTHikoBa CaiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
dapmacbtoTika [aHnx yrnoBHOBaXXEHOT 0co6MU, BigNoBigabHOI 3a
nc, nra., thapmakoHarnag. 3miHa MicLs 3AiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
Bonrapis; thapmakoHarnagy.
BiAgNoBigabHi 3MiHa MicLe3Haxo4KeHHs macTep-gaiina.
3a BUNYyCK
cepii:
CiHTOH
Xicnanis, C.J1.,
Icnanis;
CiHTOH c.p.0.,
Yecbka
Pecny6nika
156. | NEMETPEKCE NOpPOLLOK Mictpan Benvka BMPOGHULITBO Yecbka BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHuM | Tuny - 3a UA/16247/01/02




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
A-BICTA niocpinisoBaHuii gns Kenitan BpuTaHin Ta nepBuHHe Pecny6nika 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
NpUroTyBaHHs MeHemKMeHT nakyBaHHs / Bonrapisi/ BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
KOHL,eHTpaTy Ans Nimiteq nikapcbkoro Icnanis thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux Npo cuctemy
pO3unHy A8 iHdysiii no 3acoby: thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0CO6U, BiANOBIAA/IbHOI
500 mr, no 500 mry OHKOMe[, 3a 3fiiCHEHHA hapMakoHarnsay; KOHTaKTHOT 0cobm 3
donakoHi; no 1 dpnakoHy MaHyhaKTopiH hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHSA hapMakoHarnsay B
3 MOPOLLUKOM Y KapTOHHIW ra.c., Uecbka YKpaiHi, AKLW,0 BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0co6M,
Kopoo6Ui Pecny6nika; BiANOBIAA/LHOI 3a 34ilicCHEHHS thapMakoHarnagy (BKvakum
BTOPVHHE KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
nakyBaHHs cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOI ocobwm,
nikapcbKoro BiANOBIAa/IbHOI 3a thapmakoHarnsag;:
3acoby: Litova pepakuis: Aybau TeTsaHa BikTopiBHa; MponoHoBaHa
Ixi | pepakuis: CoTHikoBa CaiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
dapmacbioTika [JaHvX yNoBHOB&XeEHOI 0co6M, BiANOBIAA/ILHOI 3a
nc, nra., thapmakoHarnag. 3miHa MicLsa 3AiACHEHHS] OCHOBHOT AisiNIbHOCTI 3
Bonrapis; thapmakoHarnagy.
BignoBigabHi 3MiHa MicLe3HaxomKeHHs macTep-caiina.
3a BUNYyCK
cepii:
CiHTOH
Xicnanis, C.J1.,
IcnaHis;
CiHTOH c.p.0.,
Yecbka
Pecny6nika
157. | NEHTAKCUM® | nopowok Haemophilus CaHodi PpaHuis CaHodpi ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13010/01/01
BAKUUHA ANA | influenzae tuny b ta MacTep MacTtep, ITania/ AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
MNPO®PINAKTUK | cycneHsia ans iH'ekuji PpaHuis; YroplmHa 3asBHUKa (BNacHVKa peecTpaLiiHoro NocBig4yeHHs) - 3MiHa
M ANDTEPII, (0,5 mn), no 1 donakoHy CAHO®I HalilMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHWKa peecTpauiiHoro
MPABLSA, 3 nopowkom Ta 1 C.N.A,, Itanis; noceigyeHHs)) TepMiH BBEAEHHS 3MiH - MPOTArOM 6-Tu MicsLIB
KALUTHOKY nonepeaHL0 CaHodi- nicns 3aTBepmXeHHs; 3MiHU | TUNy - AgMIHICTPaTUBHI 3MiHW.
(ALENONAPH 3arnoBHEHOMY LUNpULY ABeHTIC 3MiHa Ha3BM MikapcbKoro 3acoby - 3MiHa TOpProBesibHOT Ha3BM
nin (0,5 mn) 3 npukpinaeHoo MpaiiBiT Ko. nikapcbKoro 3acoby (6yno - MEHTAKCUM BAKUMHA ANA
KOMMOHEHT), | ronkoto (a6o 2 nra., MPODINAKTUKN ANGTEPIT, MPABLIA,
MONIOMIENITY | okpemMumu ronkamu), LLO YropwumHa KALL/TIOKY (ALIEMTKONAPHN KOMMOHEHT), MOMNIOMIENITY
IHAKTUBOBAH | MicTuTb cycneHsito ans IHAKTBOBAHA TA BAKLMHA 0714 MPO®INAKTUKA
ATA iH'EKLLi, B KAPTOHHIM IHOEKLIIA, CMPUYMHEHNX HAEMOPHILUS TUMY B
BAKUWHA ONA | kopobui abo B KOH''OTOBAHA, ALCOPEOBAHA). TepMiH BBEAEHHS 3MiH -
MNPO®PINAKTUK | cTaHOapTHO-EKCMOPTHIl NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK
W IHDEKLYIIA, yMakoBLii, fika MICTUTbCA oo 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
CMPUYNHEHW | y KkapTOHHIi kopobui [oJaBaHHsA anibTepHATUBHOI BTOPUHHOI YNakoBKW 3 BiAMNOBIAHUM
X MapKyBaHHAM Y 3B'A3Ky 3 BNpoBamKeHHsAM CTparterii KoMnaHii
HAEMOPHILUS «CaHogpi MacTep» wWoa0 60poTbom 3 thanbcudikoBaHo
TANY B NpoaykKLui€eto, B paMmkax siKoi 6yie BUKOPUCTOBYBaTUCh MEXaHI3M
KOH’''OrOBAH KOHTPOJI0 NepLUOro po3kpuTTs (knanaH-Hakneika abo eTUKeTka
A, KOHTPO/0 NepLioro po3kputTs). TepMiH BBEAEHHS 3MiH -




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
AACOPBOBAH MPOTAroM 6-TW MICALIB MiCNSA 3aTBEPIKEHHS
A
158. | NPOMAHOPM® | po3uuH gns iH'ekuiid 3,5 MPO.MEA.LC Yecbka NMPO.MEA.LC Yecbka BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5421/02/01
mr/mn no 10 mn B MNpara a.T. Pecny6nika Mpara a.T7 Pecny6nika 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. peyenmom
amnyni; no 5 amnyny BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
KOHTelHepax; no 2 thapmakoHarnsgy (BBeAeHHs y3arasibHeHX fJaHux Npo cucTemy
KOHTEHepW Y KapTOHHIl thapmakoHarnsgy, 3miHa ynoBHOBa&XeHOi 0co6, BiANOBIAa/IbHOI
Kopo6Li 3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHoOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHS hapMakoHarnagy (Bk4vakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cucTemn chapMakoHarnsgy) 3miHa KOHTakTHOI 0cobum
YNOBHOB&XEHOI 0CO6M 3asBHVKA, BiAMNOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnsgy B Ykpaini. [itova pegakuis: BacuneHko
BaneHTuHa puropisHa. MNponoHoBaHa pedakuis: CaB4eHKO
Omuntpo CeprilioBuy. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u
YNOBHOBaXKEHOT 0CO6M 3asIBHMKA, BiAnoBigasibHOI 3a 3AiACHEHHS
hapmakoHarnsgy B Ykpaii.
159. | NPOCTUH €2 renb BariHanbHWi, 1 MNOAN3EP CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10048/01/01
mMr/3rno3rs IHK., MeHtocbekuyp 3MiHa HaliMeHyBaHHS Ta/abo afpecy MicLsa NPOBaKEHHS peyenmom
nonepegHL0 HanoBHEMY WHr Benbris LisiNbHOCTI BUPOGOHMKa (BKOUAOUM, 3a HEOOXiAHOCTI, Micue
Lwnpmui; no 1 wnpuuy B HB, Benbrisa NpoBeAeHHA KOHTPOJ0 SIKOCTi), abo BnacHvka mactep-caiina Ha
KapTOHHilA KOpo6L A®I, abo noctavasnbHuka APl/BuxigHoro
mMaTtepiany/peareHTy/MpoOMKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS
y BUpo6HMLTBI ADI. 3miHa Ha3BuM Ta agpecu BUpobHuka Ad|
[NHOMNPOCTOHY
160. | NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHgjsa EBepTomXeH IHAaisa BHECEHHS 3MiH 40 peecTpaliiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3347/01/01
060/10HKot0, No 10 Navicp Naiidp 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
Tabnetok y 6nictepi; no CaeHcu3 MMBT. CaeHcus KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBku
3 6nicTepu y navyi 3 nra. Niviten rOTOBOrO JliKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHMLb
KapToHy; no 10 (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBsLi:) - 3MiHa nosa
Tabnetok y 6nictepi; no AianasoHoM 3aTBepA)KEHNX PO3MIPIB YNakoBKM - BBEAEHHS
3 6nicTepu y navyi 3 [0[aTKOBOT ynakoBku no 120 Tabs1eTok y KOHTelHepi, 6e3 3MiHK
KapTOHy; Mo 3 naukn y NepBUHHOTO NakKyBaslbHOr0 MaTtepiasy, 3 BigMoBiAHUMU 3MiHAMU
nauui 3 kapToHy; no 30, [0 p. «YnakoBka» (BBegeHHs 3MiH npoTsarom 3-micsuis nicns
60 a6o 120 TabneTtok y 3aTBEpKEHHS)
KOHTelHepax; no 1
KOHTelHepy B naui 3
KapTOHY
161. | NY/IbMOBPI3® | TabneTku, BKPUTI Mosi Xenc LLseiiuapis Megaiton IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/10212/01/01
060/10HKO0, M0 9 v6X, dapmacbioTika 3MiHa y MeTogax B1npobyBaHHA roTOBOrO NikapCbKoro 3acoby, y peyenma
Tabnetok y 6nictepi; no nnra., 3B'A3KY 3 AOMYLLEHO MOMUWIKOK B PO3paxyHKOBIi chopmy i
1 6nicTepy B KapTOHHiIl YropLmHa; KiNNbKICHOr0 BU3HAYeHHA aueTUALMCTEIHY, MICTUTLCA HEKOPEKTHE

ynakosLi; no 20

CaBa Xesnckea

3HaYEHHS KOeqiLiEHTY pO3BEfEHHS CTaHAAPTHOIO PO3YMHY




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
TabneTtok y 6nictepi; no nTa auetTmnuncTeiHy «100», 3aMiCTb KOPEKTHOTO 3HaYeHHS «50x»
1 a6o no 2 6nictepu B
KapTOHHI ynakoBsLi
162. | NYNbMOBPI3® | TabneTkun, BKPUTI Mosi Xenc LLBeiuapis Megiton YropwwHa/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10213/01/01
o60n0Hkoto, in bulk: no v6X, dPapmacbioTika IHais 3MiHa y MeTogax B1unpobyBaHHs roTOBOrO /iKapCbKoro 3acoby, y peyenma
10000 TabneTtok y LBeiiLapis nnra., 3B'A3KY 3 [AOMYLLEHOK MOMMW/IKOK B PO3pPaxyHKOBIi chopmy i
noABiiHMX YropLmHa; KifIbKICHOTrO BU3HAYEHHS aueTUNLUCTEIHY, MICTUTBCS HEKOPEKTHE
nonieTMNeHoBux CaBa Xesnckea 3HaYeHHs KoediLlieHTy po3BefeHHs CTaHAapPTHOTO PO3YNHY
nakeTtax Nt IHAis aueTuacucTeiHy «100», 3aMiCTb KOPEKTHOTO 3HaYeHHs1 «50»
163. | PEBMAJTTUH Tabnetku no 7,5 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu Il Tuny - 3a UA/11608/03/01
10 TabneTok y 6nicTepi; "®APMEKC "PAPMEKC 3MiHM KiNIbKICHOTO cknagy AONOMDKHUX PEYOBUH [/181 A,O03YBAHHSA peyenmom
no 2 6nictepu B nauui reyn" reyn" 7,5 ™r 3i 3MiHOIO Macy TabneTkm
KapTOHHIW
164. | PEHHI® BE3 TabneTku XyBasibHi 3 Baiiep LBeiiuapis [enbtapm PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6025/01/01
LLYKPY M'ATHAM CMaKoM; Mo 6 KoHcbtomep [ailapa 3MiHN 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULITBI. peyenma
Tabnetok y 6nictepi; no Kep Al 3miHa po3mipy cepil (Bk/IloYatoum gianasoH po3Mipy cepir)
2 abo 4 6nictepu B roTOBOrO JlikapCcbKoro 3acoby (36inbLeHHs Ao 10 pasis
KapTOHHI Kopo6Lj; no NOPIBHSAHO i3 3aTBEPKEHMM PO3MipoM) BBeaeHHS 4O4ATKOBOrO
12 TabneTok y 6nicTepi 3 po3mipy cepii gnsa N3 1255 kr (999 830 TabneTok)
nepdopadieto; no 1 abo [Litova pepakuis:
2 6nicTepun B KAPTOHHiIl Po3mip cepii 1204 kr (959 200 TabneTok)
Kopoobui MponoHoBaHa pefakuis:
Po3mip cepii 1204 kr (959 200 Ta6netok); 1255 kr(999 830
TabneTok)
3MiHM | TUMy - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKNii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHU Y MpoLeci BUPO6HMLTBA rOTOBOr0
NiKapCcbKoro 3acoby, BK/IHOHaUM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOrO MiKAPCHKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpobHULTBa) BBEAEHHS
anbTepHaTMBHOro npotiecy BupobHuuTea (Delpharm granule) i3
3acTocyBaHHAM rpaHynsTopy Zanchetta Rondo 2000 L Ta
kanibpatopy Frewitt
165. | PEMAT/IHIA Tabnetku no 0,5 mr; no [bxy6inaHt IHAisa Ibxy6inant IHAain BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/15518/01/01
10 TabneTok y 6nicTepi; [xeHepikc [xeHepikc 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 3 6nictepu y Nimiteq Nimitep BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy

KapTOHHI/ Kopoo6Li

thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX fJaHuX Npo cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEeHHA chapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A5 34iliCHEHH:A hapmakoHarnsay B
YKpaiHi, SKLLO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-ghalina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapMmakoHarnsay B YkpaiHi.

166.

PENAIHIA

Tabnetkn no 0,5 mr; in
bulk: no 5000 TabneTok
y nakerti

[bxy6inaHt
[hkeHepikc
Nimiteq

IHais

[bxy6inaHt
L[bkeHepikc
Nimitep

IHais

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX [aHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux nNpo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHeHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asiBHUka 415 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT ocobu,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6M 3asBHIIKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp BacunboBuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi.

UA/15519/01/01

167.

PENAIHIA

Tabnetku no 1,0 mr; no
10 Tabnetok y 6nicTepi;
no 3 6nictepun y
KapTOHHIA Kopoo6Li

Lbxy6inaHt
[xeHepikc
Nimiteq

IHais

Lxy6inaHt
[xeHepikc
Niviteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHY WoAo 6e3neku/ehekTBHOCTI Ta hapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLeHHs y3arasisHeHUX faHuX Npo cuctemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
thapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHS hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHA BifMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi jaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-gaiina
cuctemu ghapmMakoHarnsgy) 3MiHa KOHTakTHOI 0cobu 3asiBHYMKA,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST chapmakoHarnsay B YKpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6K 3asBHNIKa,
BiAnoBiAa/IbHOI 3a 3AiCHEHHsT hapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/15518/01/02

168.

PENAIHIA

Tabnetkn no 1,0 mr; in
bulk: no 5000 TabneTok
y nakerti

[bxy6inaHt
[xeHepikc
Nimiteq

IHais

[bxy6inaHt
[xeHepikc
Nimitep

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAA/TbHOI
3a 34iliCHEHHA chapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-goaiina
cucTemn dpapMakoHarnsay) 3mMiHa KOHTakTHOI 0co6M 3asiBHYMKA,

UA/15519/01/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

BiANOBIAA/IbHOI 3a 34iicCHEeHH:A dhapmakoHarnsaay B YKpaiHi:
[itoua pepakuis: Ctaxos OnekcaHgp BacunboBuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CO6M 3asiBHYKA,
BifnoBiAa/IbHOI 3a 34jCHEHHST chapMakoHarnsay B YKpaiHi.

169.

PENAIHIA

Tabnetku no 2,0 Mr; no
10 TabneTok y 6nicTepi;
no 3 6nictepu y
KapTOHHIA KOopooLi

[bxy6inant
[xeHepikc
Nimiteq

IHais

[bxy6inaHT
[xeHepikc
Nimitepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ethekTMBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux npo cuctemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHoOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHa BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkvakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-gaiina
cucTemn ghapMakoHarnsgy) 3mMiHa KOHTakTHOI 0Co6u 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapmakoHarnsay B YkpaiHi.

3a
peyenmom

UA/15518/01/03

170.

PENAIHIA

Tabnetku no 2,0 mr; in
bulk: no 5000 TabneTok
y nakeTi

Lky6inaHT
[bxeHepikc
Nimiteq

IHais

Lbky6inaHt
LbkeHepikc
Nimiteq,

IHais

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny -
3MiHM LWoao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHEHUX [aHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnisgy 3asaBHUKa A5 34iIMCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiiNOBIAANbHOI 3a 3AjiCHeHHs hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cuctemu dhapmakoHarnsgy) 3mMiHa KOHTakTHOT 0co6U 3asBHUKA,
BiNOBIAaNbHOI 3a 3fjicCHeHHs hapmakoHarnsaay B YKpaiHi:
[itoua pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHosaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asBHMKA,
BifnoBiAa/IbHOI 3a 34iCHEHHST chapMakoHarnsay B YKpaiHi.

UA/15519/01/03

171.

PENNATCAN

KOHLieHTpaT Ans
pO34nHy Ans iHdysii, 1
mr/mn no 3,5 mn
KOHUEHTpaTy Yy h/1akoHi;
no 1 donakoHy y
KapTOHHI/ Kopoo6Li

LWaviep
PapmacboThK
an3 AlineHg
nTg

Ipnangis

BignoBigabHU
i1 3a BUNyCK
cepii:
Laviep
PapmacboTUK
an3 AlineHg
nTg

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULLTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHWKA, LLO BiANOBiJa€e 3a BBE3eHHA Ta/abo
BMMNYCK cepii) - He Bk/1oYaroun KOHTPOb/BUNPo6yBaHHS cepii -
3aMiHa MicLA 3HaxXoMKeHHs BUpo6Huka LLlaviep apmacbioTukan3
Aiineng N1p, IpnaHais BignoBigansHOro 3a BUMycK cepii; 3MiHu |
TMNYy - AOMIHICTPATUBHI 3MiHW. 3MiHa HaliMeHyBaHHS1 Ta/abo

3a
peyenmom

UA/15890/01/01




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
agpecy 3asBHVKa (BNacHvKa peecTpauiiHoro nocBigveHHs) -
3aMiHa agpecu 3asaBHUKa
172. | PUBABIPUH- Kancynu no 200 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/8369/01/01
ACTPA®APM 10 kancyn y 6nictepi; no "Actpacapm” "AcTpadhapm” 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy, 3aMmiHa peyenmom
3 abo 6 bnictepiB y po3giny «IpadiuHe ohopMIIEHHSA YNAaKOBKU» Ha pPo3fin
KOpobLi 3 KapTOHY "MapkyBaHHs"
173. | PUCCET® PO34MH OopanibHUiA, 1 TeBa I3painb Mepkne 'm6X, | HimeyunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/13379/01/01
mr/mn no 30 mn y $apmaueBTika HimeyuunHa 3MiHW [0 IHCTPYKLIT A1 Me4UYHOro 3aCTOCyBaHHA y po3ainu: peuyenmom
donakoHi; no 1 dpnakoHy n lHpacTpis (ginbHUUSA, Ska "B3aemMogis 3 iHWMMK NikapcbKuMK 3acobamm Ta iHWi Buan
pasom i3 agantepom i nrg., BignoBigae 3a B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS" BIAMOBIAHO A0
[,03YH04YUM NPUCTPOEM Y BMPOGHMLTBO OHOBJ/IEHOT iHdhopMaLii 3 6e3neku filovoi pevoBuHW. BBegeHHs
Kopo6bui; no 100 mn y Hepo3cacosa 3MiH NPOTArom 3-X MiCALIB NiCNsA 3aTBEPLKEHHS
donakoHi; no 1 dpakoHy HOI NpoAYyKLUiT,
pasom i3 agantepom i NepBUHHY Ta
[03y0UNM MPUCTPOEM Y BTOPUHHY
Kopobui YyMakoBKy);
Mepkne 'M6X,
HimeuunHa
(AinbHUUS, Ska
Bignosigae 3a
[03Bin Ha
BMNYCK cepii)
174. | CAHAOCTATU NOPOLLOK A1 cycneHsii Hosapric LBeiiuapis BTopuHHe LLiBeiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1537/02/01
H® NAP AN iH'ekuiii no 10 mr, 1 dapma Al nakyBaHHs, HigepnaHpg, 3MiHa NPUCTPOIB AN BUMIPIOBAHHS 4031 ab0 BBEAEHHS peyenmom
chnakoH 3 BUMYCK cepil n/ nikapcbkoro 3acoby (gofaBaHHs abo 3amiHa NPUCTPOIO, KU He
Mikpocchepamu y roToBOro ABCTpIst € HeBiZl'EMHOI YaCTUHO NEePBUHHOT YNakoBKK) - MpuUcTpiid, Skuii
KOMMEKTi 3 NPOAYKTY: Mae CE-mMapKyBaHHS - 3MiHa iH'EKLiHOT ronku
PO34YMHHMKOM (HaTpito HoBaprTic
Kapmenosy/Hatpito dapma LUTeliH
Kap6OKCUMETU/ILLENH0MO0 AT,
3y, maHiT (E 421), Bogy LLiefiuapis;
ONs iH'eKUl, B1po6HMLTBO,
nosokcamep 188) no 2 KOHTPOb
M1y nonepeaHL0 AKOCTI,
3anoBHEHOMY LUMpPWL, nepBuHHe
Ta OAHOIO rOJIKOK Ta nakyBaHHs
OfH/M aganTepom B PO3YMHHMKA Ta
KapTOHHiA KopooLi anbTepHaTUBH
nii BUPOGHUK
ans
BTOPWHHOTO
nakyBaHHs
roToBOro
NPOAYKTY:
ABGOTT

Bionomkukanc




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3chacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamm
3a
BUK/TIOYEHHSAM
MOJIEKYNAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

175.

CAHAOCTATHU
H® NAP

NOPOLLOK A/1A CycneHsil
Ans iH'ekuii no 20 wr, 1
hnakoH 3
Mikpochepamu y
KOMM/EKTI 3
PO3UYMHHMKOM (HaTpito
Kapmenosy/Harpito
Kap6OKCUMETUNLENIONO
3y, maHiT (E 421), Bogy
ONS iH'EKUIN,
nosokcamep 188) no 2
My nonepegHs0
3arnoBHEHOMY LUMPWL,
Ta OJIHOIO TONKOK Ta
OfiHUM afanTepom B
KapTOHHIA Kopoo6Li

Hosapric
®apma Al

LLBeiuapis

BTopuHHe
nakyBaHHS,
BUMYCK cepil

roToBOro

NPOAYKTY:

HosaprTic

dapma LUTeliH
AT,
LLsefiuapis;
Brpo6HMLTBO,
KOHTPONb
SIKOCTI,
nepBuHHe
nakyBaHHS
PO3YMHHMKA Ta
a/lbTepHaTVBH
nii BUPOBHUK
ans
BTOPWHHOTO
nakyBaHHS
roToBOro

LLBeriuapis/
HigepnaHg
n/
ABCTpIA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa NpUCTPOIB A4151 BUMIPIOBaHHS 4,031 ab0 BBEAEHHS
nNikapcbKoro 3acoby (4ofaBaHHA abo 3aMiHa MPUCTPOLO, KW He
€ HeBi'EMHOI YaCTUHO NEepPBUHHOT YNakoBKK) - MpuUcTpiid, Skuii
Mae CE-mMapKyBaHHS - 3MiHa iH'€KLiHOT rosikn

3a
peyenmom

UA/1537/02/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

NPOAYKTY:
AGGOTT
Bionompxukanc
B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3cacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamm
3a
BUK/TIOYEHHSAM
MOJIEKYNAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

176.

CAHAOCTATHU
H® NAP

NOPOLLOK A/1A CycneHsil
Ans iH'ekuii no 30 wr, 1
hnakoH 3
Mikpochepamu y
KOMM/EKTi 3
PO3UYMHHMKOM (HaTpito
Kapmenosy/Harpito
Kap6OKCUMETUNLENIONO
3y, maHiT (E 421), Bogy
ONS iH'EKUIN,
nosokcamep 188) no 2
My nonepegHs0
3arnoBHEHOMY LUMPWL,
Ta OZIHOIO TONKOK Ta
OfiHUM afanTepom B
KapTOHHIA Kopoo6Li

Hosapric
®apma Al

LLBeiuapis

BTopuHHe
nakyBaHHS,
BUMYCK cepil

roToBOro

NPOAYKTY:

HosaprTic

dapma LUTeliH
AT,
LLisefiuapis;
Brpo6HMLTBO,
KOHTPONb
SIKOCTI,
nepBuHHe
nakyBaHHS
PO3YMHHMKaA Ta
a/lbTepHaTVBH
nii BUPOBHUK
ans

LLBeriuapis/
HigepnaHg
n/
ABCTpIA

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHa NPUCTPOIB A4151 BUMIPIOBaHHS 4,031 ab0 BBEAEHHSA
nNikapcbKoro 3acoby (AofaBaHHA abo 3aMiHa MPUCTPOLO, KW He
€ HeBi'EMHOI YaCTUHO NEePBUHHOT YNakoBKK) - MpuUCTpiid, Skuii
Mae CE-mMapKyBaHHS - 3MiHa iH'eKLiHOT rosikn

3a
peyenmom

UA/1537/02/03




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

BTOPWHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionompxkukanc
B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3cacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamm
3a
BUK/IIOYEHHSAM
MOJIEKYNAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

177.

CAHAOCTATHU
H® NAP

NOPOLLOK A/1A CycneHsii
Ans iH'ekuii no 10 wr, 1
hnakoH 3
Mikpochepamu y
KOMMEKTI 3
PO3UYMHHMKOM (HaTpito
Kapmenosy/Harpito
Kap6OKCUMETUNLENIONO
3y, maHiT (E 421), Bogy
ONS iH'EKUIN,
nosokcamep 188) no 2
My nonepegHs0
3arnoBHEHOMY LUMPWL,
Ta OJIHOIO TONKOK Ta
O0flHUM aganTepom B

Hosapric
®apma Al

LLBeiiuapis

BTopuHHe
nakyBaHHS,
BUMYCK cepil

roToBOro

NPOAYKTY:

HosaprTic

dapma LUTeliH
AT,
LLseiuapis;
Brpo6HMLTBO,
KOHTPONb
SIKOCTI,
nepBuHHe
nakyBaHHS
pO34YMHHMKA Ta

LLBeriuapis/
HigepnaHg
n/
ABCTpIA

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis (MoBTOPHUIA
posrnag): 3miHu | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
npo cuctemy hapmakoHarnsgy (BBefleHHs y3arasibHeHnx fAaHux

npo cuctemy thapmakoHarnsgy, 3mMiHa ynosHOBaXeHo! ocoou,

BIANOBIAA/bHOI 32 34iiCHEHH:A ddapmakoHarnsay; KOHTakTHoT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34ICHEHHN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Big,
YMOBHOBaXEHOI 0c06U, BifNOBiAaIbHOI 3a 34iCHEHHS

hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu y

PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3MmiHa
yMNOBHOBaXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa pejakuis:

Gabriele Hecker-Barth. 3miHa KOHTaKkTHOT 0CO6U 3aABHUKA.

MponoHoBaHa pepakuis: Opnos B'Ayecnas. 3MiHa KOHTAKTHUX
[aHUX YNOBHOBaXEHOT 0COOU. 3MiHA KOHTAKTHUX AaHUX

3a
peyenmom

UA/1537/02/01




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

KapTOHHI/ Kopoo6Li

anbTepHaTUBH
Ui BUPOBHUK
ans
BTOPWHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionompxkukanc
B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3cacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamu
3a
BUK/TIOYEHHSAM
MOJIEKYNAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

KOHTaKTHOI 0cobu. 3MiHa MicLA 3AiACHEHHS OCHOBHOI AisiNIbHOCTI
3 chapmakoHarnsgy. 3miHa agpecu mactep-daiina cuctemu
thapmakoHarnsgy 3asBHuka

178.

CAHAOCTATHU
H® NAP

NOPOLLOK A/1A CycneHsil
Ans iH'ekuii no 20 wr, 1
hnakoH 3
Mikpochepamu y
KOMMEKTI 3
PO3UYMHHMKOM (HaTpito
Kapmenosy/Harpito
Kap6OKCUMETUNLENIONO
3y, maHiT (E 421), Bogy
ONS iH'EKUIN,
nosokcamep 188) no 2
My nonepeaHb0

Hosapric
®apma Al

LLBeiuapis

BTopuHHe
nakyBaHHS,
BUMYCK cepil
roToBOro
NPOAYKTY:
HosaprTic
dapma LUTeliH
AT,
LLisefiuapis;
Brpo6HMLTBO,
KOHTPONb
SIKOCTI,

LLBeriuapis/
HigepnaHg
n/
ABCTpIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis (MoBTOPHUIA
po3rnapg): 3miHu | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHuX
npo cuctemy hapmakoHarnsgy (BBefleHHs y3arasibHeHnx fAaHux

npo cuctemy thapmakoHarnsgy, 3mMiHa ynosHOBaXeHoi ocoou,
BIANOBIAA/LHOI 32 34iiCHEHH:A dhapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHUKa AN 34IMCHEHHN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BifNOBiAaIbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
yNOBHOBaXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa pefakLis:

3a
peyenmom

UA/1537/02/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

3anoBHEHOMY LUMPUL,
Ta OZHOIO TO/KOK Ta
OfH/M aganTepom B
KapTOHHI/ Kopoo6Li

nepBrHHE
nakyBaHHs
PO3YMHHMKA Ta
anbTepHaTUBH
Ui BUPOBHUK
ans
BTOPWHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionompkukanc
B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3chacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHS
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamu
3a
BUK/IIOYEHHSAM
MOJIEKYNIAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

Gabriele Hecker-Barth. 3miHa KOHTaKkTHOT 0CO6U 3aABHUKA.
MponoHoBaHa pegakuis: Opnos B'ayecnas. 3MiHa KOHTAKTHUX
[aHuX yNnoBHOBaXeHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu. 3MiHa MicLA 3AiACHEHHS OCHOBHOI AisiNIbHOCTI
3 chapmakoHarnsgy. 3miHa agpecu mactep-daiina cuctemu
thapmakoHarnsgy 3asBHuka

179.

CAHAOCTATHU
H® NAP

NOPOLLOK A/1A CycneHsii
Ans iH'ekuii no 30 wr, 1
hnakoH 3
Mikpochepamu y
KOMM/EKTi 3
PO3UYMHHMKOM (HaTpito
Kapmenosy/Harpito
KapbOoKCUMETU/LENION0
3y, MaHIT (E 421), Bogy

Hosapric
®apma Al

LLBeiiuapis

BTopuHHe
nakyBaHHS,
BUMYCK cepil
roToBOro
NPOAYKTY:
HosaprTic
dapma LUTeliH
AT,
LLiseiiuapis;

LLBeriuapis/
HigepnaHg
n/
ABCTpIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis (MoBTOPHUIA
posrnag): 3miHu | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx

npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocoou,

BIANOBIAA/bHOI 32 34iiCHEHH:A dapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHUka AN 34IMCHEHHN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Big,
YNOBHOBaXEHOI 0co6u, BifNoBiAaIbHOI 3a 3AiCHEHHS

3a
peyenmom

UA/1537/02/03




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

ONs iH'eKUin,
nonokcamep 188) no 2
My nonepeaHLo
3anoBHEHOMY LUMPUL,
Ta OAHOIO TO/KOK Ta
OfH/M afanTepom B
KapTOHHI/ Kopoo6Li

Brpo6HMLTBO,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
PO3YMHHMKA Ta
anbTepHaTUBH
nii BUPOBHUK
ans
BTOPWHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
AGGOTT
Bionompkukanc
B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3cacoBa
Horo
NPOAYKTY,
KOHTPO/b
AKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISt;
KOHTPO/b
AKOCTI
MOPOLLIKY 3a
BCiMa
napameTpamm
3a
BUK/IIOYEHHSAM
MOJIEKYNAPHOT
macu
nonimepy:
CaHpo3 'm6X,
ABCTpist

hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0C06U 3asBHMKA. MNPoNoHOBaHa peaakLis:
Gabriele Hecker-Barth. 3miHa KOHTaKkTHOT 0CO6U 3aABHUKA.
MponoHoBaHa pegakuis: Opnos B'ayecnas. 3MiHa KOHTAKTHUX
[aHuX yNnoBHOBaXeHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu. 3MiHa MicLA 3AiACHEHHS OCHOBHOI AisiNIbHOCTI
3 chapmakoHarnsgy. 3miHa agpecu mactep-gaiina cuctemu
thapmakoHarnsgy 3asBHuka

180.

CAPTOKAA -H

TabneTku, BKPUTI
NNiBKOBOK 060/1I0HKOIO
no 50 mr/12,5 mr no 14
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHiIl
Kopobui; no 10 TabneTok

[bxy6inaHt
[hxeHepikc
Nimiten

IHAjia

[xy6inaHt
LbxeHepikc
Nimviteq

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsy.
BeefeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx Npo cuctemy
hapmakoHarnsay, 3amiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHEeHHA thapmakoHarasgy; KOHTakTHolI 0cobu 3

3a
peyenmom

UA/13677/01/01




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
y 6nicTepi; no 3 thapmakoHarnsgy 3asBHUKa A5 34iliCHEHH:A hapmakoHarnsay B
6nicTepu B KapTOHHIA YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
Kopobui BiANOBIAANLHOI 3a 3filicHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-ghalina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOT 0co6u 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsay B YkpaiHi:
[itoua pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asABHMKA,
BiANOBIAa/IbHOI 3a 3AiicCHeHHA ddapmakoHarnsgy B YKpaiHi.
181. | CAPTOKAA -H | Tabnetku, BKpUTI [bxy6inaHt IHais [xy6inaHt IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/13678/01/01
NNiBKOBOK 060/1I0HKOIO [hxeHepikc LbxeHepikc 3MiHK LWoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
no 50 mr/12,5 mr in bulk: Nimiteq Nimviteq BeefeHHs ab0 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
no 5000 TabneTok y thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHuxX npo cuctemy
nosieTuNeHoBOMY NakeTi hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0co6u 3asiBHMKA,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsaay B YKpaiHi:
Litova pepakuin: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6K 3asBHYIKa,
BinoBiga/IbHOI 3a 3AjCHEHHST dhapMakoHarnsay B YKpaiHi.
182. | CAPTOKAA -H | Tabnetku, BKpUTI [bxy6inaHt IHAjisA Ibxy6inant IHAain BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/13677/01/02
NNiBKOBOK 060/I0HKOI0 L[bxeHepikc [bxeHepikc 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peuyenmom
no 100 mr/25 mr no 14 Nimiteq Nimitep BBeaeHHs1 abo 3MiHU 10 y3arasibHEHUX AaHKX NPo cUcTemMy
TabneTtok y 6nictepi; no thapmakoHarnagy (BBeAeHHS y3arasibHeHUX fAaHnx Npo cuctemy
2 6nicTepn B KAPTOHHIN hapMakoHarnsigy, 3mMiHa ynoBHOBaXXeHOT 0co6u, BiANOBigaIbHOT
kopo6Li; no 10 TabneTok 3a 34iliCHEHHA hapMakoHarnsay; KOHTaKTHOT 0cobm 3
y 6nicTepi; no 3 thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
6nicTEPN B KAPTOHHIN YKpaiHi, AKLW,0 BOHA BiAMiIHHA Bif YNOBHOBa)XXeHOI 0cobu,
KopoobLi BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gpaiina
cucTemn goapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapMmakoHarnsaay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pegakuisi: Kymap MaHogx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asaBHMKA,
BiiNOBiAaNbHOI 3a 3/iliCHeHHs hapmakoHarnsaay B YKpaiHi.
183. | CAPTOKAA -H | Tabnetku, BKpUTI [bxy6inaHt IHgjsa [bxy6inaHt IHAaisa BHECEHHS 3MiH 0 peecTpaliiiHux MmaTepiasis: 3MiHu | Tuny - - UA/13678/01/02
NNiBKOBOK 060/I0HKOK L[hxeHepikc L[bxeHepikc 3MiHU Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnsgy.
no 100 mr/25 wr in bulk: Nimiteq Nimiteq, BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy

no 5000 TabneTok y

thapmakoHarnsay (BBefieHHs y3araJibHeHUX fAaHUX Npo CUCTEMY




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

nonieTMIeHoBOMy nakeTi

hapmakoHarnsay, 3miHa ynoBHOBaXXeHOT 0cobu, BiANOBigaIbHOT
3a 3AjicHeHHs hapMakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHa Bifj yNOBHOBaXKEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-gaiina
cucTemn ghapMakoHarnisgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHeHH:A hapmakoHarnsay B YkpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapMmakoHarnsay B YkpaiHi.

184.

CAPTOKAA-B

TabneTkn, BKpUTI
NMiBKOBOK 060/I0HKOLO
no 40 wr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHii
Kopobui

[bxy6inaHt
[hxeHepikc
Nimitepn,

IHais

[bxy6inaHt
L[bkeHepikc
Nimitep

IHais

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/edhekTBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX [aHnX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux nNpo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa An5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6M 3asBHIIKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp BacunboBuy. MponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a 34ilicHeHHA ddapmakoHarnsgy B YKpaiHi.

3a
peyerimom

UA/15511/01/01

185.

CAPTOKAL-B

TabneTku, BKPUTI
NNiBKOBOK 0H60/10HKOI0
no 40 wr; in bulk Ne5000
y nosnieTnneHoBOMY
nakerTi

Lbxy6inaHt
[xeHepikc
Nimiteq

IHais

Lxy6inaHt
[xeHepikc
Niviteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHY WoAo 6e3neku/ehekTBHOCTI Ta hapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLeHHs y3arasisHEHUX faHuX Npo cucTemy
hapmakoHarnsay, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
thapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHS hapMakoHarnsay B
YKpaiHi, SIKLLIO BOHA BifMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
Bi4NOBIAa/IbHOI 3a 34iICHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemu gpapmMakoHarnsgy) 3MiHa KOHTakTHOI 0cobu 3asiBHYMKA,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST chapmakoHarnsay B YKpaiHi:
Litova pepakuisn: CtaxoB OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U 3asBHNIKa,
BiAnoBiAa/bHOI 3a 3AiCHEHHsI hapMakoHarnsay B YKpaiHi.

UA/15512/01/01

186.

CAPTOKAA-B

TabneTkn, BKpUTI
NNiBKOBOK 060/1I0HKOH

[bxy6inaHt
L[bkeHepikc

IHais

[bxy6inant
L[KeHepikc

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.

3a
peyenmom

UA/15511/01/02




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

no 80 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHii
Kopoo6ui

Niviteg,

Nimiteq

BeeaeHHs ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHX JaHnx Npo cuctemy
hapMakoHarnsgy, 3amMiHa ynoBHoOBaXeHO! 0cobu, BiANoBifanbHOI

3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hbapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iNCHEHHS hapmakoHarnsagy (Bkaoyarum

KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-gaiina
cuctemn hapmMakoHarnsgy) 3MiHa KOHTakTHOI 0Co6u 3asiBHMKA,

BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsaay B YKpaiHi:
[itouva pepackuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa

pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BifgnoBiAa/IbHOI 3a 34ilCHEHHsT chapMakoHarnsay B YKpaiHi.

187.

CAPTOKAA-B

TabneTtkn, BKpUTI
NNiBKOBOK 060/TI0HKOH0
no 80 wmr; in bulk Ne5000
y nosnieTnneHoBOMy
nakerTi

[bxy6inant
[xeHepikc
Nimiteq

IHais

[bxy6inaHT
[xeHepikc
Nimitepq,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ethekTMBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX faHux npo cuctemy
hapMakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBigaIbHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, YyNOBHOBaXKeHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-gaiina
cucTemn ghapMakoHarnsgy) 3mMiHa KOHTakTHOI 0Co6M 3asiBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi:
Litova pepakuisn: Ctaxos OnekcaHgp Bacunobosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A dapMmakoHarnsay B Ykpaii.

UA/15512/01/02

188.

CAPTOKAL-B

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKO
no 160 mr; no 10
TabneTtok y 6rictepi; no
3 6nicTepu y KapTOHHii
Kopoo6Ui

Lky6inaHT
[hxeHepikc
Nimiteq

IHais

Lbky6inaHt
LbkeHepikc
Nimiteq,

IHais

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny -
3MiHM Woao 6e3neku/edhekTBHOCTI Ta chapmakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHEHUX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnisgy 3asaBHUKa A5 34iIMCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiiNOBIAANbHOI 3a 3AjicHeHHs hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cuctemu dhapmakoHarnsgy) 3mMiHa KOHTakTHOT 0co6U 3asBHUKA,
BiNOBIAaNbHOI 3a 3fjicCHeHHs hapmakoHarnsaay B YKpaiHi:
[itova pepakuis: Ctaxos OnekcaHgp Bacunbosuy. MNponoHoBaHa
pepakuis: Kymap MaHoax.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKa,
BifnoBiAa/IbHOI 3a 34iCHEHHST chapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/15511/01/03




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
189. | CAPTOKAA-B TabneTkun, BKPUTI [bxy6inaHt IHAisa Ibxy6inant IHAain BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/15512/01/03
NAiBKOBOK 060/I0HKOD [xeHepikc [xeHepikc 3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy.
no 160 wr; in bulk Nimiteq Nimitep BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
Ne5000 y thapmakoHarnagy (BBeAEHHS y3arasibHeHNX AaHnX Npo cuctemy
nonieTuIeHoBOMy MakeTi thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asiBHUka 45 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHSA (hapMakoHarnaay (Bk4vaum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-galina
cucTemMu chapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34ilicHEHH:A hbapMmakoHarnsay B YkpaiHi:
[itoua pepakuin: Ctaxos OnekcaHgp Bacunbosuy. MponoHoBaHa
pepakuis: Kymap MaHomx.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAa/IbHOI 3a 3AiicCHEeHHA ddapmakoHarnsgy B YKpaiHi.
190. | CEBE/NAMEP- TabneTku, BKPUTI MicTtpan AHrniA BVMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16898/01/01
BICTA NNiBKOBOK 060/I0HKOHO, Kenitan BK/IHOYaA0UN HimeuunHa/ AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
no 800 mr no 180 MeHeXMeHT nepBuHHeE, Monbwa 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
TabneTtok y Nimiteq BTOPWHHE afpecu 3asBHUKa
KOHTeliHepax (6aHoukax) nakyBaHHs Ta
3 KpuLLeukoto; no 1 BWMNYCK cepil:
KOHTeliHepy (6aHouL) y CiHTOH
KapTOHHIA KOpooLi Xicnanis, C.J1.,
IcnaHis;
nepBuHHeE,
BTOPVHHE
nakyBaHHs:
PotteHgopd
dapma M'M6X,
HimeuumnHa,;
BMPOGHMLTBO
Hepo3dacosa
HOT MpoAyKu;i:
$apmac'toTika
N Yopkc
NONTIb®APMA
C.A., Monbla
191. | CEAABIT® PO34YUH OpasibHUIA NO NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/8992/01/01
100 mn y cknstHomy abo "Tanmudapm" "Tanuuchapm” 3MiHM Woa0 6e3nekn/edekTUBHOCTI Ta hapmakoHariagy, 3MiHu peyenma

nosiMepHoMy O1aKoHi;
no 1 donakoHy y nauuyj;
no 100 mMn y CkNsHii
6aHui; no 1 6aHui B
nauuj; no 200 mn 'y
CKISIHOMY ¢p/1aKOHi; no 1

BHECEHi B TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOI YNaKkoBKU
NiKapcbKoro 3acoby LoA0 3a3HaYeHHs MiXXHAPOAHMX NO3HAYEHb
OAVHMLB BUMIpIOBaHHSA. BBEAEHHSI 3MiH MPOTAroM 6-Tn MicsiLiB
nicnsa 3aTBepKeHHS




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
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3acoby 20
nocsio4eHHs1
donakoHy y nayui
192. | CONIEKC® TabneTku, BKPUTI Pisodhapm CA LLBeiuapis PiBochapm CA | LUBeliyapis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14312/01/01
NNiBKOBOK 060/I0HKOHO, noAaHHA OHOBMIEHOTO cepTudpikaTa BignoBiAHOCTI EBponelickkiii peuenmom
no 400 wmr; no 10 dhapmakonei Ne R1-CEP 2008-202-Rev 02 (3aTBepmxeHo:R1-
Tabnetok y 6nictepi; no CEP 2008-202-Rev 01) ans aitovoi pevyosrHn Amisulpride Big
3 6nicTepu y KapTOHHii BXe 3aTBEepKEHOr0 BUPOOHMKA; 3MiHM | Tvny -
Kopoobui noAaHHA OHOBMIEHOTO cepTudikaTa BignoBiAHOCTI EBponeichkii
hapmakonei Ne R1-CEP 2008-202-Rev 03 an1s fito4oi peqyoBuHU
Amisulpride Big Bxe 3aTBEpAXEHOro BUPO6GHMKA
193. | COJIEKC® Tabnetkn no 100 mr Ne PiBohapm LLIBeliyapis PiBochapm CA | Lseiiuapis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHu | TNy - 3a UA/14312/01/02
30 (10x3) B bnicTepax CA, noAaHHs OHOBMIEHOTrO cepTudpikaTa BignoBiAHOCTI EBponeiichkiii peyenmom
thapmakonei Ne R1-CEP 2008-202-Rev 02 ans fito4oi peyosuHn
Amisulpride Big BXe 3aTBepMAXEHOro BUPOGHMKA; 3MiHU | Tuny -
noAaHHs OHOBMIEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiichkiii
thapmakonei Ne R1-CEP 2008-202-Rev 03 ans fito4oi peyosuHn
Amisulpride Bif BXe 3aTBEPAKEHOTO BUPOGHMKA
194. | COJIEKC® Tabnetkun no 200 mMr Ne Pisodhapm CA LBeiiuapis PiBochapm CA | LUBeliyapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14312/01/03
30 (10x3) B bnicTepax nofaHHa OHOB/IEHOTO cepTudikaTa BiAMNoBiAHOCTI EBpONENChKiii peyenmom
thapmakonei Ne R1-CEP 2008-202-Rev 02 ans gito4oi peyoBuHM
Amisulpride Big BXe 3aTBepAXEHOro BUPOOGHMKA; 3MiHU | TUny -
nofaHHa OHOB/IEHOTO cepTudikaTa BiAMNOBIAHOCTI EBpONENChKiii
thapmakonei Ne R1-CEP 2008-202-Rev 03 o515 fito4oi peyoBuHN
Amisulpride Big Bxe 3aTBepAXeHOro BUPO6HMKa
195. | COHHAT® TabneTkn, BKpUTI MNAT YKpaiHa MNAT YKpaiHa BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/4339/01/01
NNiBKOBOK 060/TI0HKOHO, "KniBmegnpen "KviBmegnpen 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0 peyenmom
no 7,5 mr, no 10 apar” apart" MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo iHwoT
Tabnetok y 6nictepi, 1 HaujioHasIbHOT thapmakonei gepxasun €C (iHLWi 3MiHK); 3MiHY |
abo 3 6nictepn B navui 3 TUMY - YAOCKOHa/IEHHSI METOAMKM FOTOBOTO /1iKapCbKOro 3acoby
KapToHy 3a n. "CynpoBigHi AoMilKK". BBeAEHHSA 3MiH NPOTSArom 6-1u
MicsILiB Nicns 3aTBEpAKEHHS
196. | COHHAT® TabneTku, BKPUTI NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/4339/01/01
NNiBKOBOK 060/I0HKOHO, "Kuismegnpen "Kuismegnpen 3MiHM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsagy - peuyenmom
no 7,5 mr no 10 apar” apart" OHOBJIEHHSA BXe 3aTBeP)KEHOro TeKCTY MapKyBaHHS BTOPUHHOT
TabneTok y 6nictepi; no Ta NepBUHHOT YNakoBKM JiKapCbKOro 3acoby (BHECEHHS
1 a6o 3 6nictepu B no3HayeHb OAUHULL BUMIPIOBAHHSA 3 BUKOPUCTaHHAM NiTep
nauuj 3 KapToHy naTvHCbKOro andasiTy). BBeAeHHS 3MiH NpoTArom 6-t1 MicAuis
nicns 3aTBepAKeHHs
197. | CTOMNAHIH cnpeii s poToBol TeBa I3painb Tesa Yex Yecbka BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/1831/01/01
NOPOXHWHK, 1,92 mr/mn dapmaueBTika IHAacTpi3 Pecny6nika 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
no 30 mn y chnakoHi; no n lHpacTpi3 c.p.o. BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
1 donakoHy 3 nra. hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
MeXaHiYHUM hapMakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT 0Co6u, BiANOBigaIbHOT
posnunoBayem, 3a 34iliCHEHHA hapMakoHarnsay; KOHTaKTHOT 0cobm 3

annikaTopom gns
POTOBOI NMOPOXHUHU Ta

hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapMakoHarnsgy B
YKpaiHi, AKW0 BOHA BiAMiHHA Bif YNOBHOBa)XEHOI 0cobu,
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KPULLKOIO, fiKa 3axuLLae Bi4NOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
po3nuoBay, B KOpoobLi KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MmilLieHHi MacTep-haiina
cuctemu hapMakoHarnsgy) [ivova pefakuis: YnoBHoBaxeHa
ocoba 3asBHMKa, BiAnoBigabHa 3a hapmakoHarnsg — Dr. Hedva
Voliovitch MD, PhD. MponoHoBaHa pefakuisi: YNoBHOBaxeHa
ocoba 3asBHVKa, BignosigaibHa 3a thapmakoHarnsg — Orit Stern-
Maman. KoHTakTHa ocoba 3asBHUKa, BiANoBidasibHaA 3a
thapmakoHarnag B YkpaiHi - buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U, BiANOBiAaNbHOI 3a
hapmakoHarniag. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOT ocobu,
BiAMOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnsay. 3MmiHa
MicLie3HaxXoMKEHHS MacTep-dainna.
198. | CTPODPAHTUH- | po3uvH ANs iH'EKUIN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2352/01/01
OAPHMUA 0,25 mr/mn no 1 mn B "papmaueBTu "papmaneBTn AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo [ONOMDKHOI peuyenmom
amnyni; no 5 amnyn'y yHa hipma YyHa doipma PEeYOBUHM - 3MiHa Ha3BM AOMOMDKHOT peyoBuHN (BBEAEHHS 3MiH
KOHTYPHIli YapyHKOBIi "OapHuus” "dapHuus” NPOTAroM 6-Tu MiCALIB NiC/A 3aTBEPIKEHHS); 3MiHK | TUny -
YyNakoBLi; MO 2 KOHTYPHI 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
YapyHKOBI YNaKkoBK/ B KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
nayui; no 1 mn B amnyni; roTOBOrO /1iKapCbKOro 3acoby (BMyYEeHHS yNakoBKW NEBHOTO
no 10 amnyny po3Mipy) - BUNyYEHHS ynakoBku no 1 mn B amnyne, no 10 amnyn
KOHTYPHIli YapyHKOBIl y KOpO6Li 3 BIANOBIAHMMM 3MiHAMW A0 PO34iay «YnakoBKa»
ynakosLi; no 1 (BBEAEHHS 3MiH NPOTAroM 6-T1 MicALIB NiCNsA 3aTBEPLYKEHHS)
KOHTYPHili YapyHKOBIi
ynakoBLi B nauuli
199. | TENMICTA H Tabnetku no 80 mr/ 12,5 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15858/01/01
80 Mr, No 7 TabneTok y HoBo MecTO HoBo mecTo 3MiHKM 3 AKocTi. CepTudikat signosigHocTi/IE-cepTudikar peyenmom
6nicTepi; no 2 abo 4, BigNoBigHOCTI €Bponelickkili hapmakonei/moHorpadii. MogaHHs
a6o 8, abo 12, a6o 14 HOBOro abo OHOBNEHOro cepTudpikaTa BignoBigHOCTI abo
6nicTepiB y KApTOHHIi BU/TyYeHHs cepTudikaTa BignoBiAHOCTI EBpoNenchkii
Kopo6ui; no 10 TabneTok hapmakonei: gns A®l; ons BUXigHOro
y 6nicTepi; no 3 a6o 6, mMartepiany/peareHTy/nPoMKHOIo NPOAYKTY, WO
abo 9, abo 10 6nicTepis BMKOPUCTOBYIOTLCS Y BUPOOHULTBI AD|; A8 LONOMKHOT
Y KapTOHHIl Kopoobui pevoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChbKil
thapmakonei) - OHOBNEHUIA cepTUdiKaT Bif YXe 3aTBepAKEHOro
BMPOGHUKA
nofaHHs oHoBsieHoro CepTtudikaTy BignoBigHOCTI €EBpONEenchKii
thapmakonei R1-CEP 2000-091-Rev 03 (nonepeaHs sepcia R1-
CEP 2000-091-Rev 02) Bif, BXe 3aTBEPA)KEHOr0 BUPOBHMKA
Unichem Laboratories Limited gnsi A®I rigpoxsiopoTiasugy.
200. | TMMONON- Kpansi O4Hi, po3uuH, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1226/01/01
AAPHNLUA mr/mn no 5 mn a6o no "®apmaueBTn "PapmavneBTu 3MiHa y meTogax BunpobysaHHs APl abo BUXigHOrO peyenmom
10 mn y chnakoHi, no 1 yHa hipma YyHa oipma marepiany/npomMiKHOr0 MPOAYKTy/peareHTy, Wwo
dhnakoHy y nauuj "OapHuus” "fapHuus” BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa A®I (iHWi 3MiHW Y

MeToAax BUNpPobyBaHHA (BK/IHOYaOUM 3aMiHy ab0 JOMNOBHEHHS)
A®| ab0 BMXigHOTrO/MPOMiXXHOro NPOAYKTY); CYNyTHS 3MiHa - 3MiHU
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y cneuudpikauii Ta metTogax koHTponto APl 3a nokasHMKaMm:
«MikpobionoriyHa unctoTa», «3a/INLWKOBI Ki/TbKOCTi OpraHivuHmX
PO3UYMHHVKIB»- NPUBEAEHO Y BiANOBIAHICTL A0 BUMOT APY; 3MiHK
I Tnny -
noAaHHs HOBOro cepTtudikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2010-084-Rev 02 ans Ait04oi pevyoBuHu
Timolol maleate Big BXe 3aTBEPAKEHOrO BUPOOHMKA HACAILOK
npuBefeHHs cneundikauii Ta MeToaiB KOHTpoto A®| BUpo6HUKa
roToOBOro NikapcbKoro 3acoby y BiANOBIAHICTL A0 BUMOr AdY 3a
nokasHukamm: «Onuc», PO3UnHHICTb», «lgeHTudikauis»,
«[Mpo30opicTb po3unHy», «CynyTHI OMILLKW», «BTpata B maci npu
BUCYLLYBaHHi», «KifbkicHe BU3HAa4YeHHSA», AOAATKOBO BBEAEHO
NOKa3HUK «EHaHTIOMepHa YncToTa», BUTyHYEHO NOKa3HUKN
«lMuTome onTryHEe 06epTaHHA», «Baxki MeTanu»( oLiHKa pU3nKy
3a3HaveHa B CEP 3rigHo Bumor ICH Q3D guideline for elements
impurities); 3amiHa «TepMiHy npugaTtHocTi 5 pokie» Ha «TepMiH
nepekoHTposIo 5 pokiB» - y BignosigHocTi Ao CEP. BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS

201.

TMOSON-
JAPHULIA

Kpansi O4Hi, po3uvH, 5
mr/mn no 5 mn a6o no
10 mn y chnakoHi, no 1
onakoHy y nauui

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

YkpaiHa

MpAT
"PapmauesTu
YHa thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa y MeTogax BunpobysaHHa A®l abo BMXigHOrO
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPMCTOBYETHLCA Y NpoLieci BUpo6HMLUTBa AP (iHLWi 3MiHN Y
mMeToAax BUNpobyBaHHA (BKIOYatoUy 3amiHy abo AONOBHEHHS)
A®| ab0 BMXiAHOrO/NPOMIXXHOIO NPOAYKTY); CYNYTHSA 3MiHa - 3MiHW
y cneyucpikauii Ta metTogax koHTposnto APl 3a nokasHMKaMm:
«MikpobionoriyHa unctoTa», «3a/INLLKOBI Ki/TbKOCTi OpraHivuHmx
PO3UMHHVKIB»- NPUBEAEHO Y BiANOBIAHICTL A0 BUMOT APY; 3MiHK
I Tnny -
noAaHHsa HOBOro cepTudikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2010-084-Rev 02 ans Aito4oi pevyoBuHu
Timolol maleate Bif BXe 3aTBEPAKEHOIO BUPOOHMKA HACAILOK
npuBefeHHs cneuudikauii Ta MeToaiB KOHTpoto A®| BUpo6HUKa
roToOBOro NikapcbKoro 3acoby y BiANOBIAHICTL A0 BUMOr AdY 3a
nokasHukamm: «Onuc», PO3UMHHICTb», «lgeHTudikauis»,
«[po30picTb Po3UnHY», «CynyTHI AOMILLKN», «BTparta B Maci npu
BUCYLLYBaHHI», «KinbKicHe BU3HauYeHHs», [0AaTKOBO BBELEHO
nokasHWK «EHaHTiOMepHa YncToTa», BUyYEHO NOKa3HUKM
«MTOME onNTUYHE 06epTaHHs», «Baxki MeTav»( OUiHKa pU3nKy
3a3Ha4veHa B CEP 3rigHo Bumor ICH Q3D guideline for elements
impurities); 3amiHa «TepMiHy npugaTHocTi 5 pokiB» Ha «TepMiH
nepekoHTposIto 5 pokiB» - y BignosigHocTi 4o CEP. BeeaeHHs
3MiH NPOTArOM 6-TW MICALLIB NiC/1A 3aTBEPAKEHHS

3a
peyerimom

UA/1226/01/02

202.

TIHFOCAH®

Kpanni opasbHi; no 20
mn abo 50 mn, a6o 100
MY hnakoHi-
KpanenbHuuj; no 1

Pixapa
BitTHep Al

ABCTpIst

Pixapa
BiTTHep Al

ABCTpIst

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TNy -
3MiHa napameTpiB cneumdikalili Ta/abo fonyCTUMUX MeX
roTOBOrO /liKapCbKOro 3acoby - fonoBHeHHA CnevudikaLii HoBUM
NOKa3HUKOM «Jlo3a Ta OAHOPIAHICTb A03U A8 NepopasIbHUX

6e3
peyenma

UA/13949/01/01
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h1akoHy-KpanesnbHuL,i B Kpanesnb» 3 BiANOBIAHMM METOA0M BUNPOBYBaHHSA
KapPTOHHII ynakoBLUi
203. | TIOTPUA3O/I PO34MH ANa iH ek, 50 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/2931/01/03
H® mr/mn, o 1 mn B "Tannudapm” "lannucapm" 3MiHM WoAo 6e3neku/ethekTMBHOCTI Ta chapmakoHarnagy; peyenmom
amnyni, no 10 amnyn y OHOB/IEHHA BXe 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS BTOPUHHOT
KOHTYPHili YapyHKOBIi Ta NepBUHHOT yNakoBKU NiKapCbKoro 3acoby (BHECEHHS
ynakosui, no 1 no3HayYeHb OAVHWLb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM niTep
KOHTYPHIli YapyHKOBIi NaTUHCBKOro anihaBiTy Ta 3a3HayeHHs iHdopmaLii CTOCOBHO
ynakoBLi B nadi; no 2 norotuny). BBeaeHHS 3MiH NPOTAroM 6-Tu MicALB nicas
M B amnyi, no 10 3aTBeEpPAXKEHHA
amnyn y KOHTYPHIi
YapyHKOBIl1 ynakoBLi, No
1 KOHTYpHIlA YapyHKOBIli
ynakoBsLi B nayi
204. | TIOUETAM® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/6941/01/01
POPTE NNiBKOBOK 060/I0HKOHO, "Knismegnpen "Kuismegnpen 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarisgy, 3MiHu peuyenmom
no 10 TabneTok y apat” apar” BHECEHI B TEKCT MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby oo
6nictepi, no 3 a6o no 6 3a3HavYeHHs MiXKHapoAHMX NO3HaYeHb OMHULb BUMIPIOBAHHS.
6nicTepiB y nayui BBegeHHs1 3MiH NPOTAroM 6-Tu MiICALB NiC/1A 3aTBepPAKEHHS
205. | TOC-MAI Tabnetkn, no 8 CninbHe YkpaiHa NABOPATOPI IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/2104/01/01
Tabnetok y 6nictepi; no YKpaiHCbKO- OC ANTKANA nofaHHa OHOB/IEHOTO cepTudikaTa BiAMNOBIAHOCTI EBpONENChKiii peyenma
2 6nictepu y navyi 3 icnaHcbke ®APMA, C.N. thapmakonei CEP No. R1-CEP 1999-103-Rev 06 (nonepegHs
KapToHy nigNPUEMCTBO Bepcia CEP No. R1-CEP 1999-103-Rev 05) ans Adl
"CMNEPKO JekcTpomeTopdaHy rigpobpomiay, Bif BXe 3aTBepAKeHoro
YKPAIHA" BMPOBHYMKA
206. | TPUAKYTAH® Masb o 15 ry 1y6i; no 1 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS 3a UA/4454/02/01
Ty6i B nayuyj "Kuismegnpen "Kuismepgnpen peecTpadiiHoi npoueaypu B Hakasi MO3 Ykpainu Ne 629 Big, peyenmom
apat” apat" 21.03.2019 - 3miHn | TURY - AQMIHICTPATVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MicLie NPOBEeAEHHS
KOHTPO/IO SIKOCTi), abo BnacHuka mactep-caiina Ha Adl, abo
noctavanbHuka A®I/BuxigHoro matepiasny/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHMLTBI API (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickkiin papmakonei y
3aTBEPAKEHOMY OCbE, a60 BUPOOHMKA HOBOI AONOMIXKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [AOCLE) - 3MiHA Ha3BU BUPOGHMKa
A®| knoTprumMasony, 6e3 3mMiHu Micus BUpOOHMLTBA.
3arsepmxeHo: Sifavitor S.r.l., Italy.
3anponoHoBaHo: Olon S.p.A., ltaly.
207. | TPUAKYTAH® Kpem no 15 ry Ty6i, no 1 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHuX MaTepiasliB: yTOUHEHHS 3a UA/4454/01/01
Ty6i B nayuyj "Kuismegnpen "Kuismepgnpen peecTpadiiHoi npoueaypu B Hakasi MO3 Ykpainu Ne 629 Big, peyenmom
apar” apart" 21.03.2019 - 3miHn | TMNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo aapecy MicLs NPOBAKEHHS Ais/IbHOCTI
BMPO6HMKa (BK/IHOYAKYM, 38 HEODOXIAHOCTI, MicLie NpoBeAEHHS




n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo
20
nocsio4YeHHs

KOHTPO/IO SIKOCTi), ab60 BnacHuka mactep-caiina Ha Adl, abo
noctavancHrka Ad®|/BuxigHoro matepiany/peareHTy/npomMikKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI AD| (SKLLO
3a3Ha4YeHo y [0CbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponeiichbkiin hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y OCLE) - 3MiHA HAa3BW BUPOOHMKA
A®| knoTpumasony, 6e3 3MiH1 MicLA BUPOGHMLTBA.
3arBepmxeHo: Sifavitor S.r.l., Italy. 3anponoHoaHo: Olon S.p.A.,
Italy.

208.

TPUMETA3NA,
NH-
ACTPA®APM

TabneTku, BKPUTI
060/10HKO10, M0 20 Mr Mo
30 TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu B
KopobLi 3 KapTOHY

TOB
"AcTpadcapm”

YKpaiHa

TOB
"AcTpadapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta thapMakoHarisgy, 3aMmiHa
po3giny «padiyHe ohopMAEHHS YNakoBKU» Ha po3fin
«MapKyBaHHs»

3a
peyenmom

UA/7855/01/01

209.

TPADPAMOKC
16N

TabneTkn, BKpUTI
o60onoHkoto, 500 mMr/500
Mr; o 8 TabneTok y
6nicTepi; no 1 6nictepy
B KapTOHHI kopobui

JTabopatopioc
Baro C.A.

Pecny6nika
ApreHTnHa

JNabopatopioc
Baro C.A

Pecny6nika
ApreHTnHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BeefeHHs abo 3MiHU [0 y3araslbHEHUX [aHuX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHEHHA chapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnisgy 3asaBHUKa A5 34iINCHEHH hapmakoHarisay B
YKpaiHi, SIKLLIO BOHa BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiZiNOBIAANbHOI 3a 3AjiCHeHHS hapmakoHarnagy (Bknoyatoum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cucTeMu dpapmakoHarnsagy) 3miHa KOHTakTHOI ocobu,
BiAANOBIAa/IbHOI 3a hapMakoHara4 Ha TepuTopii YKpaiHu: girova
pegakuisi — KOnis AHaHKiHa, MPONoOHOBaHa peAakuis — BiTkoBCbka
TeTsHa BiTaniiBHa. 3MiHa KOHTAKTHMX AaHWX.

3a
peyenmom

UA/6849/02/01

210.

TPADPAMOKC
16N

TabneTkn, BKpUTI
o6onoHkoto, 250 mMr/250
Mr; Mo 8 Ta6neTok y
6nicTepi; no 2 6nictepn
B KAQpPTOHHI kopo6Li

Na6opartopioc
Baro C.A.

Pecny6nika
ApreHTnHa

Nab6opatopioc
Baro C.A

Pecny6nika
ApreHTnHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasisHeHUX faHux Npo cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAA/TbHOI
3a 34iliCHEHHA chapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (Bkvakum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cvcTeMu dpapmakoHarnsagy) 3miHa KOHTakTHOI 0cobu,
BignoBiga/IbHOI 3a hapmakoHarnsg Ha Teputopii Ykpainu: girova
pepakuis — FOnis AHaHkiHa, NponoHoBaHa pefakLis — BiTkoBcbka
TeTsaHa BiTaniiBHa. 3MiHa KOHTAKTHUX AaHUX.

3a
peyerimom

UA/6849/02/02

211.

TPIYMEK™

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOHO,

BiiB Xenckep
HOK Nimites,

Benvka
Bputanis

'nakco
Bennkom C.A.,

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu Il Tuny -
3MiHM BHECEHO [0 iHCTPYKLIT 4718 MeANYHOro 3acTOCyBaHHs

3a
peyenmom

UA/14812/01/01




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsio4eHHs1
no 50 mr/600 mr/300 wmr; Benuka Icnanis nikapcbKoro 3acoby Ao po3ainy "MNobiyHi peakuii”.
no 30 TabneTok y BputaHis (nepBuHHa Ta BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPAXKEHHS
donakoHi; no 1 dpnakoHy BTOPVHHA
B KQpPTOHHI kopo6Li ynaKkoBKa,
[03BiN Ha
BMNyCK cepii);
nakco
OnepeiilwHe
tOK Nimitep,
Benvka
BputaHis
(BUPOGHUK
Hepo3cacoBa
Horo
NpOZAYKTY)
212. | TYBEPKYNIH PO34UH A5 iH'EKLIR 2 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu | Tuny - 3a UA/16762/01/01
nnAa RT 23 SSI TO/0,1 mn; no 1,5 mn "NOM'EP "NMOM'EP AnMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
po3uunHy (15 fo3) y DPAPMA" PAPMA" MicLA NPOBAMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
donakoHi; no 10 (BUPOGHMLTBO nikapcbKoro 3acoby, BK/IOUAKUM 4ifibHUL BUNYCKY cepii abo
(h/1aKOHIB Y KOHTYpHIA 3 NakyBaHHs in MicLie NPoBeAEeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
YapyHKOBIli ynakoBLi bulk cipmu- BiANOBigAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpiid) -
ab60o 6e3 KOHTYpHOI BMPO6HUKa Eit 3MiHa agpecu Micus NpoBafpKeHHs AiSNbHOCTI BUPOOHUKa 6e3
YapyHKOBOI yNaKkoBKu y Lxeii 3MiHM Micust BUpo6HuLTBa (TepMiH BBeAEHHS 3MiH: NPOTArom 6
KapTOHHI Kopo6uj; no BakunHec MiCALIB 3 AaTW 3aTBEPKEHHS); 3MiHU | TNy - AAMIHICTpaTUBHI
1,5 mn posumnHy (15 fo3) Ei/Ec, [aHis) 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa (B/lacHUKa
y thnakoHi; no 1 peecTpaLiiiHOro NocBigYEHHS) - 3MiHa apecu 3asBHUKa
donakoHy y KOMNAEKTi 3 (BnacHuKa peecTpauiiiHoro nocigyeHHs1) (TepmiH BBEAEHHS
15 wnpuuamun y 3MiH: NPOTArom 6 micsLiB 3 AaTv 3aTBEPAXKEHHS)
KOHTYPHIli YapyHKOBIi
ynakoBLi abo 6e3
KOHTYPHOT YapyHKOBOT
YNaKoBKMN Y KapTOHHIlA
Kopobui
213. | YPODYPATIH Tabnetku, no 50 mr no AT "Apamvep, MonbLia Mab'AHiLbKNiA Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/15368/01/01
30 TabneTok y bnicTepi; Papmva” hapmaueBTny 3MiHN | TURY - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
no 1 6nictepy B HWiA 3aB0Of, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHUX JaHux
KapTOHHI KOpooL Monbgha A.T. npo cuctemy hapMakoHarnisgy (BBe4eHHS y3arasibHeHNX JaHnX

npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0coou,
BiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay; KOHTaKTHOI
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEeHHS
hapmakoHarnsgy B YkpaiHi, AKLW0 BOHA BigMiHHa Bif,
YNOBHOBaXXeHOI 0c0obK, BifNOBIfA/IbHOT 3a 34iICHEHHS
thapmakoHarniagy (BKIYaUn KOHTaKTHI AaHi) Ta/abo 3MiHN Y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6Y 3asBHIIKa,
BiNOBIAA/IbHOI 32 34jICHEHHSA hapmakoHarasgy. 3miHa




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1
KOHTaKTHUX SaHMX KOHTaKTHOI 0Cc0o6w, BignoBiganibHOI 3a
3gjificHeHHs chapmakoHarnsgy B YkpaiHi. 3amiHa micus
3[iiCHEHHS1 OCHOBHOI AisfiNIbHOCTI 3 hapMakoHarnsgy. 3amiHa
MiCLie3HaxX0MKeHHsA MacTep-halina cuctemu dpapmakoHariagy
214. | YPODYPAIIH Tabnetkn, no 50 mr; no AT "Apawveq Monblwa Mab'AHiLbKWUiA Monbla BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasiB: 3MiHa 3asBHMKa 6e3 UA/15368/01/01
30 TabneTtok y bnictepi; dapma" thapmaueBTny (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
no 1 6nictepy B HWi1 3aBOf Bif 23.07.2015 Ne 460) BBefeHHsA 3MiH MPOTAroM 6-Tu MicsL,iB
KapPTOHHI KOpooOLyi Monbga A.T. nicns 3aTBepoKEeHHs
215. | ®EPMEA® PO34MH ANA iH'ekuiid, 20 Megiue HimeuyunHa Brpo6HuK HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/13237/01/01
Mr/mn no 5 ma B amnyni; | ApuHainmitren 6anky amnyn, 3MiHM 3 iKOCTi. [OTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHay | peyenmom
no 5 amnyn y KapTOHHii b MioTTEp anbTepHaTVBH TepMiHax NpuAATHOCTI abo ymoBax 36epiraHHsi roToBOro
KopobLi vbx & Ko. KI NiA BUPOGHWK, niKapcbKoro 3acoby (3MeHLUEHHsI TepMiHY NPUAATHOCTI FOTOBOrO
BiANoBiAa/IbHM NiKapcbKoro 3acoby) - [1s1 TOProBoi yNakoBKy - 3MiHa y TepMiHax
1 33 BTOPUHHE npuaaTHocTi, 3aTBepakeHo: 30 MicsLiB, 3anponoHoBaHo: 24
nakyBaHHs MicsLi. He 3acTocoBysatu npenapar Mic/if 3aKiH4eHHA TepMiHy
(CLGINEETET NPWAATHOCTI, 3a3HA4YEHOro Ha ynakoBLj; 3MiHu | Tuny -
MapKyBaHHs AAMiHICTpaTUBHI 3MiHN. 3MiHa Ha3BU JlikapcbKoro 3acoby -
amnyn): 3aTBepmxeHo: PepMeg, 3anponoHosaHo: PepMea®; 3MiHu |
Contodhapm TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuiA 3aci6. 3MiHN Y

dapmayonTiL
e EpuoiirHicce
v6X,
HimeuuunHa;
Bupo6HuK,
BiANoBiAa/IbHM
1 3a BTOPUHHE
nakyBaHHS
(CLGINEETET
MapKyBaHHs1
amnyn) Ta
BUNYCK cepi:
Megiue
ApuHaiimiTTen
b MoTTEP
v6x & Ko. KT,
HimeuunHa

BMPOGHMLTBI. 3amiHa ab0 BBeEHHS [,0AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YACTUHM abo BCbOro BUPOGHMYOTO npouecy
roTOBOro NikapcbKoro 3acoby (4ibH1USA 418 BTOPUHHOMO
nakyBaHHs) - BBeleHHA anibTepHATUBHOI AiNbHULL
BiANOBIAANbHIli 33 BTOPYHHE NakyBaHHA (BKIOYatoun
MapkyBaHHsi amnyn) Contodhapm PapmauoiiTiwe EpuoiirHicce
M6X IHaycTpiewTp. 3, 34212 MenayHreH, HiMmeuuunHa, 0 BXe
3aTBEpMAXEHOT AinbHuLi Megiue ApuHaiiMiTTenb MioTTep MM6X
&Ko. KI', HimeuuunHa; 3miHu | Tuny - 3MiHun 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro Nikapcbkoro 3acoby. 3miHa
y MeToAax BUnpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX METOAAX BUNPOOYBaHHS) -
MprBeAEHHA METOAIB KOHTPOJIH SIKOCTi FOTOBOrO NiKapCbKoro
3acoby [0 3aTBEpPKEHNX AOKYMEHTIB BUPOOHUKA, SIKi
noJaBasimcs Ha peecTpauito Jlikapcbkoro 3acoby. 3miHn 4o
marepianiB peecTpauiiHoro Aocke BiAcyTHi. HacTynHi meToau
KOHTpO/t0 6y npuBefeHi A0 3aTBEPXKEHNX [OKYMEHTIB: -
KoperyBaHHS y nokasHuKy «Onuc». - HesHauHi KoperyBaHHs
nokasHuky «laeHTudikauis. Caxaposa.» 1a
«lgeHTndikavis.3aniso». - HeaHauHi koperyBaHHs y Ha3Bi TecTy
«pH» (poaaBaHHA «2 % M./06. Fex». - He3HauHi koperyBaHHs y
TecTi «BigHocHa rycTrHa»(goaaBaHHs BUNPOOOBYETHLCS TiNbkn
Ha noyatky CTabifIbHOCTi) Ta He3HAYHE KOPUTyBaHHS Y BUPaKEHHI
BMMOT (f,04aBaHHS «HE MeHLUEe» Ta «He Binblue»). - HeaHauHi
KOperyBaHHs y BUpaKeHHI BUMOT (fofaBaHHS «HE MEeHLLe» Ta
«He BinbLue») y TecTi «JTyXHICTb». - KoperyBaHHs Y BUpPaKeHHI
BMMOT Y TecTi «BuTsiryBaHuin 06’'em» (404aBaHHA «BUNPOOYBaHHS
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NpoBOAATH Mif Yac BUpobHMLTBa» Ta «(5,7 — 6,0 r)». - Hes3HauHi
KoperyBaHHs y TecTi «OAHOPIAHICTb J030BaHNX
0AMHULb»(A0AaBaHHA «MPOBOAATH Mif, Yac BUPOOHULTBA» Ta
«npuiiMasibHe YMC/O Bapiavii Macu NOBUHHO BiANOBIAATH)». -
HesHauHi KoperyBaHHS y Ha3Bi TecTy «BmicT xnopugis»
(nofaBaHHs «3a Macolo Po3UnHy AN iH'EKUi»). - He3HauHi
KOperyBaHHs1 y MeTofi KOHTPO/ «KinbkicHe BU3HAYEHHS
caxapo3u» 3 fofaBaHHAM xpomaTorpam. - HesHauHi
KoperyBaHHs y TecTi «KinbkiCHe BU3HaYeHHS 3ara/ibHoro 3aniza»
(nopaBaHHA Ha3BM MeTOAY, a caMe: MeToj, aTOMHO-
abcop6bL,ioHHOT CNeKTPohoTOMETPIT Ta Yy BUP&XEHHI BUMOT). -
[JlofaBaHHs y3ara/ibHIO40ro Ha3Bm 151 TECTIB CTEPUNBbHICTD i
6akTepiasibHi eHAoTOKCUHN («MiKpobGionoriyHa ymctoTar) 3
He3HaYHMMV KOperyBaHHAMW Y BUPEKEHHI BUMOT (f0faBaHHSA y
TecTi 6bakTepia/lbHUX EHAOTOKCUHIB «LL0 MICTUTLCA Y PO34MHi ANS
IH'EKLii», Ta y TECTi CTEPUSIbHICTb «BifNoBiAaE BUNPOGYBaHHIO
Ha CTEPWIbHICTb»); 3MiHW | TUny - 3MiHK 3 AKkocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCcbKoro 3acoby. 3miHa
napameTpis cneundikauiii Ta/abo 4ONyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (fONOBHEHHS cneuudikauii HOBUM
NOKa3HWKOM 3 BifNOBiAHMM METOL0M BUNPOOYBaHHS) -
[JlonoBHeHHA cneuudikaLlii nokasHMKamu 3 BignoBiAHNMM METOAOM
BMMNPO6YBaHHA 3 METOI NpYBEAEHHA creumdikayii go
3aTBEPAKEHNX AOKYMEHTIB BUPOOHYKA, SIki NofaBanncs Ha
peecTpavito nikapcbkoro 3acoby. 3mMiHn 40 maTepianis
peecTpaujiiHoro gocke BiacyTHI. - IBEHTU®IKALIA.
MonekynsapHa maca. - TPAHIYHM BMICT 3A/I3A (lI).
BE/IMYNHA HAMPYT CUTHANY KOMIMJIEKCIB BIA Fe (1ll) 4O
Fe (I1) - HN3bKOMOJTEKYNAPHA MACA KOMTIEK-CIB Fe (II)
TA Fe (lll) - A/IKOMIHIV siki 6ynu nigTeepaxeni signosigHo 4o
OCHOBHYX NpuHumnis CPMP / ICH / 281/95 n CPMP /ICH / 381/
95 (ICH Q2 (R1)); 3MiHu | TMnNYy - 3MiHK 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NikapCcbKoro 3acoby. 3miHa
napameTpis cneundikauiii Ta/abo 4onyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHN) - MNpuBeaeHHs cneuudikawii
roToBOrO NiKapPCbKOro 3acoby, BK/YaUM KOPUryBaHHs Ha3su
cneumdikaLlii, 4O 3aTBEPAKEHNX AOKYMEHTIB BUPOOHMKA, AKi
noAaBasiMcs Ha peecTpauiio Nikapcbkoro 3acoby. 3miHu o
marepianiB peecTpauiiHoro focke BifCYTHIi. HacTynHi NokasHMKK
6ynv NpuBefeHi [0 3aTBEPAKEHNX JOKYMEHTIB: - KoperysBaHHA
BUMOT NOKa3HUka «Onuc». - KoperyBaHHA BUMOT NMOKa3HMKa
«lpeHTndikauis. Caxaposa.». - He3HauHi KoperyBaHHs1 y Ha3Bi
TecTy «pH» (goaaBaHHs «2 % M./06. Fex». - He3HauHi
KoperyBaHHs y TecTi «BigHocHa rycTuHax»(foAaBaHHsA
BMNPOBOBYETHLCA TiNbKM Ha No4yaTky cTabifibHOCTI) Ta He3HauYHe
KOPUryBaHHS Y BUPKEHHI BUMOT ([0flaBaHHS «HE MeHLLe» Ta
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«He binblue»). - HesHauHi KoperyBaHHs y BUPaXXEHHi BUMOT
(moOaBaHHA «He MeHLUe» Ta «He BifbLue») Y TeCTi «JIyXKHICTb». -
KoperyBaHHS y BUpaXeHHi BUMOT Y TecTi «BUTsAryBaHuin 06’em»
(nopaBaHHs «(5,7 — 6,0 r)».

- HesHauHi koperyBaHHsA y TecTi «OfHOpIAHICTb f030BaHUX
OANHULb»(A0AABaHHA BUNPOGOBYETHLCS TiNTbKM Ha NOYaTKy
cTabiNbHOCTI) Ta HE3HAYHE KOPWUTYBaHHS Y BUPaXKEHHI BUMOT
(BopaBaHHA «npuiiMasibHe YC/Io Bapiauii Macy MOBUHHO
Bignosigartun)». - He3HauHi koperyBaHHs y BUPaXXeHHi BUMOT
TecTy «OCMONAPHICTb» (f0faBaHHA «HE MEHLLEe», «He BinbLue»
Ta «ANs PO34UHY A5 iH'EKLA»).

- He3HauHi koperyBaHHs y Ha3Bi TeCTy «BMicT xiopugis»
(nopaBaHHA «3a Maco PO3UnHY A5 iH'eKLi»). - HesHauHi
KOperyBaHHS Yy BUPaXKeHHI BUMOT TecTy «KinbkiCHe BU3HaYeHHs
caxapo3u» (4ofaBaHHsA «caxapo3n Ha M/»). JoaaBaHHs
y3arasbHIH40ro Ha3Bu 415 TECTIB CTEPUSIbHICTb | GakTepiasibHi
€HIOTOKCUHM («MikpobionoriyHa YACTOTa») 3 HE3HAYHUMM
KOperyBaHHAMM Y BUPaXKEHHI BUMOT (f0faBaHHS Yy TeCTi
6GaKTepiasibHUX EHAOTOKCUHIB «LL0 MICTUTLCS Y PO34MHI ANs
iH'EKUili», Ta y TECTi CTepUIbHICTb «BifNoBiAaE BUNPOGYBaHHIO
Ha CTePW/bHICTb»); 3MiHU | TUNy - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHa po3mipy cepii (Bkoyatoun gianaszoxHun) Ad|
ab0 NpoOMiXHOro NPoAyKTy, SKUiA 3aCTOCOBYETLCA Y MPOLECI
BUpO6HULUTBa AP| (3MEHLLEHHSA 06CcAry BUpo6HULTBa 0 10
pasiB) - 3MiHa po3mipy cepii (Bktoyaroun gianasonn) A®| 3miHa
po3wmipy cepii A®I gns ginbHuui International Chemical Industry
S.p.A., 3atBepaxeHo: 170-120 kr, 3anponoHosaHo: 140-180 kr;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkmii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHs) - HesHayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPo6yBaHHA 3a n. OCMONSAPHICTD -
BBEJEHHSA ON1Cy METOAY KOHTPOSIHO; 3MiHM | Tuny - 3MiHK 3
AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBanibHWii 3aci6. 3MiHa nocTavanbHYKa
nakyBa/lbHUX martepiasis ab0 KOMMNNEKTYIOUUX (SIKLLO 3a3HAYEHO
B [0CbE) (3aMiHa abo fofaBaHHA nocTavyasibHUKa) - 3amiHa
BMPOGHMKA CKISAHUX amnyn 3 Birge Ha Schot Ungarn y 38°A3ky 3
3YNUHKOIO NOCTaBOK aMnyn Bif Birge 6e3 3miHu crneuundikawi
NEePBUHHOIO NakyBaHHS; 3MiHW | Tuny - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOBJIEHNX Y creundiikalisx, nig vac
BMPOGHMLITBA FOTOBOTO NiKAPCLKOro 3aco6y (iHLUi 3MiHW) - 3MiHK
[OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikauisx, nig yac
BMpo6HUUTBa /13 32 nokasHnkom pH, 3aTBepaxeHo: 10,9-11,2;
3anponoHosaHo: 10,5-11,0; 3MiHuM | Tuny - 3MiHM 3 AKOCTI.




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 Bionycky peecmpayjitiHo
3acoby 20
nocsi0O4YeHHs1

loToBMiA Nikapcbkuii 3aci6. 3mMiHW y BUPOBHMLTBI. 3amiHa abo
BBE/EHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHUUSA, Ha AKiI NpoBOAATLCA ByAb-AKi BUPO6HUUYI cTagji, 3a
BUHATKOM BUMYCKY Cepii, KOHTPO/IO AKOCTi Ta BTOPUHHOIO
nakyBaHHs 191 CTePU/IbHUX NiKapCbKnx 3acobis (BKIOUaUmn
BMPOGIEHI acenTMYHUM METOA0M), KPiM NiKapCbKnx 3aco6is
6i0/10r4YHOro/iMyHO/OrYHOTO NMOXOMKEHHS) - BBEAEHHSA HOBOrO
BMpOGHUKa 13 6anky amnyn Contochapm PapmavoiiTiwie
Epuotirdicce MTv6X IHgycTpiewTp. 3, 34212 MensyHreH,
HimeuunHa, 3aTBepaxeHo: Megiue ApuHaimittens MoTTep
m6X &Ko. KI, HimeuyrHa 3anponoHOBaHO: BUPOGHUK H6asky
amny/, anbTepHaTUBHUI BUPOGHUK, BigNoBiAaNbHWA 3a
BTOPWHHE MakKyBaHHSA (BK/IOYAKOUM MapKyBaHHS amys)
Contochapm PapmavoiiTiwe Epuoiirdicce FTM6X, HimeuunHn
BMPOGHWK BiANOBIAA/IbHNI 38 BTOPYHHE MakyBaHHS BKIOYaum
MapKyBaHHS amny’) Ta Bunyck cepii Megiue ApuHaiimiTTenb
MoTTep MNm6X &Ko. KI, HimeuunHa; 3miHn | Tuny -
AOMiHICTPaTWBHI 3MiHU. BUyYeHHS BUPOGHWYOT finbHNL
(Brrovatoum AinbHuui ana A®l, npoMixHOro NpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHMKA, BigNoBigaIbHOroO 3a BUMYCK Cepili, Micue
NpoBeLeHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOTO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO
3a3Ha4yeHo y A0CbE) - BunyyeHHs BUPOGHWYOT AinbHuui M3
(6ank amnyn) Megiue ApuHaiimitTrens Miottep MM6X &Ko. KT,
HimeuuunHa, KpiM dyHKUiT BIANOBIA&/IbHOCTI 38 BTOPUHHE
nakyBaHHS Ta BUNycK cepii; 3MiHu Il Tuny - 3miHn 3 AkocTi. API.
Brpo6HMUTBO (iHLWi 3MiHM) - OHOBNEeHHs maTepianis AM® ans
A®I (3aniza lll rigpokcua - caxapo3Huii komnnekc) Opocrin
S.p.A., ltaly 3 edition 3 Rev 2 June 2010 Ha edition 3 Rev 4
January 2015; 3MiHu |l Tuny - 3mMiHu 3 AKkocTi. [oToBWIA
nikapcbkuii 3aci6. MpoekTHWIA NpocTip Ta nicnspeecTpauiiHnii
NPOTOKO/ YNpaB/iHHA 3MiHaMW. BBeeHHsi HOBOTO NMPOEKTHOTO
npocTopy abo PO3LUMPEHHS 3aTBEPLKEHOTO A/1A FOTOBOrO
niKkapcbKoro 3acoby (3a BUHATKOM NiKapCbkunx 3acobis
6i0N0rYHOro NOXoMAXKEHHS) Wwoao (o4HOro abo GinbLue enemeHTiB
BMPOGHNYOro NpoLecy roTOBOrO MiKapCbKOro 3acoby, BKIHaoUm
KOHTPOb Y Npoueci BUpobHULTBa Ta/abo BUNPOOYBaHHS) -
BBefeHHss HOBOro MPOEKTHOro NPOCTOpY AN MacwTabyBaHHA
po3wmipy cepii Big 100 go 1000 niTpis; 3miHu Il TUNYy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTLCS Y BUPOOHUYOMY npoLeci ADl, abo 3miHa
BMpOoGHUKa (BK/IHOYaKOUK, Ae HeobXiaHO, MicLe NPoBeeHHS

KOHTpO/t0 sikocTi) API (3a BigCyTHOCTI cepTuddikata
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BIANOBIAHOCTI EBpoNeiickbkili hapmakonei y 3aTBepakeHomy
[0Cbe)(BBEAEHHSI HOBOro BUPOGHMKa AD| 3 HagaHHAM MacTep-
thaiina Ha A®I) - BBefieHHs1 HOBOT AiNbHUL Ans niodpinizauii AdI
(Iron Sucrose) Opocrin S.p.A., Italy go BXe 3aTBepAKeHOT
ainbHuui ICI International Chemical Industry S.p.A., Italy 3
HagaHHam M
216. | ®OCIAAN cupon, 2 mr/mn; no 150 PapmaLeBTUy MonbLua MEOAHA Monbwa BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny - 3a UA/12396/01/01
M1y ¢pakoHi; no 1 HWA 3aBOf, PAPMA 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy. peyenmom
donakoHy 3 MipHOH "Monbchapma” AKUjioHepHe BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
JIOXKOI0 B KAPTOHHI C.A. TosapucTBO hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
Kopoo6Li thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asBHUKa An5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cmcTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
3asBHVKa , BIANOBIAALHOT 32 hapmakoHarnsg : firova
pepaxkuis : Dr. Izabella Slowik. MponoHoBaHa pegakuis: Krzysztof
Karpinski . 3MiHa KOHTaKTHMUX AaHNX YNOBHOBAXEHOI 0CO6U
3asBHYKa, BigNoBiAa/IbHOI 3a dhapMakoHarnsg
217. | XE®PEPO/N kancynu no 350 mr no Ankanoig AL - Pecny6nika Ankanoig AL, - | Pecny6nika BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/0263/01/01
10 kancyn y 6nictepi; no Ckon'e MakefoHis Ckon'e MakefoHis 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
3 6nictepu (30 kancyn) KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3MiHa Yy NepBUHHIl ynakoBsLyji
y NayL,i KapTOHHIN roTOBOrO MiKapCbKOro 3acoby (Tnn KoHTenHepa abo Aof4aBaHHSA
HOBOTO KOHTelHepa) - BunyyeHHsi NepBUHHOI YNakoBKH, WO He
NpU3BOAUTL 4,0 NOBHOMO BUTYYEHHS NiKapcbKoro 3acoby 3
NEBHOI CUAOLO Aji abo y NeBHili fikapcbkili hopmi. BunyyeHHs
nepByHHOI ynakosku /13, a came no 30 kancyn y donakoHi, 1
h1akoH y nayui 3 KapToHy 3 BiANOBIAHMMN 3MiHAMM Y PO34ini
«YnakoBka»
218. | XONNIENECAH® | kancynu, no 10 kancyny NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/15899/01/01
6nictepi; no 3 6nictepn "Kuismegnpen "Kuismegnpen OHOBJ1EHHSA BXe 3aTBep)KeHOro TeKCTY MapKyBaHHS BTOPUHHOT peyenma
y nauui apart"” apar” Ta NepBMHHOI YNaKoBKW JiKapCbKOro 3acoby
(BHECEHHA NO3HaYeHb OAWHULb BUMIPIOBAHHSA 3 BUKOPUCTaHHAM
niTep natuHcbkoro andasity). BBeaeHHs 3MiH NpoTsaroM 6-Tu
MicAILiB Nic/a 3aTBepAKEHHSs!
219. | UEPBAPUKC™ | cycneHsia ans iH'ekuiii nakcoCmiTKn Benuvka nakcoCmitKn Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/16310/01/01
BAKUWHA ANna | no 0,5 mn (1 gosa) y AnH Ekcnopt BputaHis ANH 3MiHM 3 AKOCTi. FOTOBWIA NikapCbknii 3aci6. 3MiHW Y BUPOOHULITBI. peyenmom
APO®PINAKTUK | nonepegHbo Nimiteq Bionoaxikan3 3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX, BCTAHOB/IEHUX Y
n HanoBHEHOMY LUNPUL 3 C.A crneundikalisx, nig yac BUPOGHULTBA FOTOBOTO J1iKApCbLKOro
3AXBOPKBAH | noplHem i KoBnaykom y 3acoby (iHwi 3miHn) JogasaHHA BUNpobyBaHHA Container closure
b, WO KOMMIEKTI 3 rosnikoto (y integrity test Ta BHeceHHs1 BunpaBsneHb Ao Osmolality test 3
BUK/NUKAKOTb | 6nictepi) abo y chnakoHi METOH YCYHEHHSI PO36IXHOCTI MiX peecTpaviiHiMu
CHd BIPYCOM 3 Npobkoto; no 1 LOKYMEHTamu, BUPO6HMYMMM NpoLiecaMmn Ta NOTOYHOK
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NANINOMU nonepegHL0 [LOKYMEHTALED, BHECEHHS pefaKkLiiHuX NpaBoK 4O po3giny
N ANHN HanoBHEHOMY LUNpULY 3 nocbe 3.2.P.3.4.
TUNIB 16 TA 18 | ronkoto a6o no 1
onakoHy B KAPTOHHIl
Kopobui
220. | UETUPU3WNH- TabneTkn, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/7700/01/01
ACTPA®APM 060/10HKO0, Mo 10 Mr no "Actpacapm” "AcTpadhapm” 3MiHM Wwoao 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsay, 3amiHa peyenma
10 TabneTok y 6nicTepi; po3giny «IpadiuHe ohopMNIEHHSA YNAKOBKU» Ha Po3[in
no 1 a6o 2 6nictepu y «MapKyBaHHs»
KOpO6Lii 3 KApTOHY
221. | UETUPU3WNH- TabneTku, BKPUTI TeBa I3painb Mepkne 'm6X, | HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiiB: BUNPaB/EHHS 6e3 UA/7158/01/01
TEBA NNiBKOBOK 060/I0HKOHO, dapmaueBTika HimeuunHa TEXHIYHOT NOMW/IKN B Ha3Bi kpaiHn BUPo6HUKa APl y p. «Cknag» peyenma
no 10 mr, no 7 Tabnetok N lHpacTpis (BUPOGHMLTBO METOZIB KOHTPOJIO SIKOCTi NikapCbKOro 3acoby noB’si3aHo 3
y 6nicTepi; no 1 nra. Hepo3acosa HEKOPEKTHUM NepeHeceHHsM iHhopMaLlii WoA0 HaliMeHyBaHHS
6nicTepy y kopobLii; no HOro BUPOGHMKA
10 TabneTok y 6nicTepi; NpPOAYKTY,
no 1 a6o no 2, a6o no 3, [03Bi Ha
ab6o no 5 6nictepiB y BUNYCK cepil;
Kopobui nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/b
SAKOCTI)
222. | UETPUMAK TabneTkun, BKPUTI Makneogc IHAisA Makneopc IHAaia BHECEHHS 3MiH [0 peecTpaLiiiHnX maTepianis: 3MiHu | Tuny - 6e3 UA/16082/01/01
NMiBKOBOK 060/OHKOIO, dapmacbloTnK dapmacboThK 3MiHa Yy MeTofAax BUNpobyBaHHSA roTOBOrO JliKapCbKoro 3acoby, peyenma
no 5 mr, no 30 Tabnetok anc Nimiteq, anc Nimiteq 3MiHM 0,0 MeTOAWKN «CynpoBIifHI LOMILLKWN>»
y donakoHi, no 1
h1aKoHyY Y KapTOHHI
ynakosui; no 10
Tabnetok y 6nictepi: no
1 a6o 3 6nictepn y
KapTOHHI ynakoBsL,i
223. | ULE®TPUAKCO | nopoLuok ans [xeHochapm Benuvka HCIC Xebei Kutaii BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/7824/01/01
H IOPIA-®APM | npuroTyBaHHs po3yvHy nTp BputaHis XyamiH 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. peyenmom
Ans iH'ekujii no 1000 mr dapmacbioTika 3MiHa po3Mipy cepii (BkIOYatoun dianasoH po3mipy cepii)
1 a6o 5, a6o 10 n Komnari roTOBOrO /liKapCbKoro 3acoby (36inblieHHs Ao 10 pasis
(h/1aKOHIB 3 NMOPOLLKOM B Niviten MOPIBHSHO i3 3aTBEPAXEHUM PO3MiIPOM) 36i/bLUEHHS PO3MIpY
KapTOHHII nayi cepii roToBOro NiKapcbKoro 3acoby (3aTBepmxeHo: 72 000
hnakoHiB, 3anponoHoBaHo: 72 000 donakoHis; 200 000
(pN1aKOHIB).
224. | ULE®TPUAKCO | nopoLliok ans hxeHodhapm Benvka HCIMC Xebeit Kutaii BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - - UA/7825/01/01
H FOPIA-®APM | npurotyBaHHA po3unHy nrtg, BputaHis XyamiH 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbknii 3aci6. 3MiHW Y BUPOOHULITBI.
Ans iH’ekujii no 1000 mr dPapmacbioTika 3MiHa po3Mipy cepil (Bk1OYatoun dianasoH po3mipy cepii)
bulk 10, a6o 50, a6o 100 n KomnaHi roTOBOrO JlikapCbKOro 3acoby (36inblweHHsA o 10 pasis
(h/1aKOHIB 3 MOPOLLKOM Y Nimiteq NOPIBHSHO i3 3aTBEPAKEHUM PO3MipOM)
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rpynoBili Tapi 3 KapTOHY 36i/1bLLUEHHST PO3MIipY CEepii FOTOBOrO /liKapCbKOro 3acoby
(3aTBepmxeHo: 72 000 chnakoHis, 3anponoHoBaHo: 72 000
hnakoHis; 200 000 chnakoHiIB).

225. | UAMNPOHEKC® | kpanni o4Hi Ta BYLUHI, PapmaLeBTny MonbLua BapLuaBcbkuii Monbwa BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3MiHu | Tuny - 3a UA/14617/01/01
po3unH 0,3 %; no 5 mn B HWA 3aBOf, hapmaueBTny 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy. peyenmom
nosieTuneHoBoMy “MONTb®APM HWi1 3aBOf BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
chakoHi-KkpanenbHuL; A" C.A. Monbcha AT hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux nNpo cuctemy

no 1 cpnakoHy B
KapTOHHIA KOopooLi

thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6Y, BiANOBIAa/IbHOI
3a 34ilicHeHHA thapMakoHarnsay; KOHTakTHOT 0cobm 3
hapmakoHarnsgy 3asiBHUka 415 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXkKeHOT ocobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MiLLEHHI MacTep-gaiina
cmcTeMu dpapmakoHarnsgy) 3MmiHa ynoBHOBaXeHOI 0cobu
3asBHVIKa, BignoBigasnbHOI 3a chapmakoHarnsag : [ivoua pefakuis:
Dr. Izabella Slowik. MNponoHoBaHa pegakuisn: Krzysztof Karpinski.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHNIKA,
BiANoBiAaLHOI 32 hapmMakoHarnsg.

HavyanbHUK Bigginy 3 nutaHb (papmaneBTUYHOI

[iANbHOCTI lenapTtamMeHTy BNnpoBag)XeHHA pecopm

T.M. IACKOBCbKUA




MEPENIK

MopaTok 4

Ao Haka3y MiHicTepcTBa 0X0poHH

300pOB’'A YKpaiHu
17.05.2019 Ne 1134

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOMNYHUX MPENAPATIB), AKUM BIAMOBJ/IEHO Y AEP>XXABHIN PEECTPALLII, NEPEPEECTPALLII TA
BHECEHHI 3MIH O PEECTPALINHNX MATEPIANIB
TA AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa rMiocmasa lMpoyedypa
n JNliKapcbKO20
/n 3acoby
1. PEPUHXEKT® PO34MH NS iH ek Bichop LLiseliyap BINCO 'mbX, Himeuu | 3acigaHHs BigMOBUTY y 3aTBEPKEHHI - BUMPABEHHS TEXHIYHMX MOMUNOK Yy MKHA, siki 6ynn
Ta iHdy3iii, 50 mr/mo; (IHTEpHeLwH) i HimeyunHa nHa/ HTP Ne 15 ponyuweHi npu peectpauii /13 (Haka3 Ne 999 Big 22.11.2013 p.), Npu NepeHeceHHi
no 2 mn a6o no 10 mn IHK. (BUPOGHULTBO . Bif, iHchopmaii 3 maTepianis peecTpadiiiHoro gocke (po3gin 3.2.P.5.1); a came BMKIacTu
y chrakoHi; no 1 a6o 5 Hepo3acoBaHol UJgemu, 11.04.2019 | posgin «O6’eM, WO BUTAraeTbCs» Ta pPo34in «MexaHiYHi BK/IHOYEHHS» B iHLUIN
(hNaKoHIB y KapTOHHii npoaykuii, nepByHHa Ta apis pefakLii, a TakoX 3MIHATU NOPAAKOBY HyMepauilo Ta BUAaIMTU NocUiaHHAa «2.9.19»
Kopoo6Li BTOPWHHA YNaKoBKa); 3a po3ginom «MexaHiuHi BKIOUYeHH:A» Yy Cneuucpikauii MKA, ockinbku 3a3HayeHe
BANIJA, Weeiiyapis BUNPaB/IEHHS1 He BIANOBIgA€ apxiBHMM Martepiaiam peecTpauiiHoro  A0Cbe
(BTOpUHHA yrakoBKa); (3anponoHoBaHa 3MmiHa Hymepauii 3a po3giioM «MexaHiYHi  BK/IHYEHHS» Yy
Bichop (IHTepHeLuHn) Cneuudpikanii MKA cynepeunts 3atsepmpxeHnm MKH)
IHK., LLBenuapis
(BTOpPMHHA ynakoBka,
[03BiN Ha BUNyck cepii);
IAT Bionorika Mv6X ,
HimeyunHa
(BpO6HULTBO
Hepo3acoBaHol
npoaykuii, nepByHHa Ta
BTOPUHHA YNaKoBKa)
2. | XEBEPT Tabnetku, no 10 TOB YkpaiHa XeBepT ApuHaimiTTeNnb HimeuunHa | 3acigaHHs BigmoBuTK y AepXaBHiii peecTpauii -- peecTpauisi Ha 5 pokiB
IHPIOTENIA Tabnetok y 6nicrepi; "YHiBepcasibH 'M6X & Ko. KI HEP Ne 4 Ha nigcTasi BUCHOBKIB €KCNEPTHUX KOMICIH o0 eheKTMBHOCTI, 6e3mneku, SKoCTi Ta 3
no 4 a6o 10 6nictepis € areHcTBo Bif, ypaxyBaHHAM pilleHHs 3acigaHHa HEP
B NavLi 3 KApTOHY "MPO- 28.02.2019
SAPMA"

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AisnbHOCTI [lenapTaMeHTy BpoBagXeHHs pecopm

T.M. NAacKOBCbKUA







I'yuan H.B.
200-07-93
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