MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis
13 ciuns 2022 poky 56

IIpo aep>kaBHY peecTpariiio (IepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/1oriuHNX NpenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTtpailii) JTikapCbKuX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflsTh CbOMOTO IANMYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpO
MiHicTepcTBO OXOpPOHM 37I0POB’Sl YKpaiHW, 3aTBeppkeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pefakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHiX MaTepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha /Jep)XaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpPOBeJeHUX
[ep>kaBHUM TIiAMPUEMCTBOM  «Jlep>KaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I1[0/0 edheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpariii), II0A0
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepia/liB Ta peKoMeH/allii Moro /10 Jep>kaBHOi
peectpaiiii (repepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
riepesikoM (JomaTok 1).

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PEECTPY JIiKapChbKUX 3acobiB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JJoAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KoHTpo/b 3a BUKOHAHHSIM 1[bOTO HaKa3y 3a/uiliaio 3a co0oro.

INepuminii 3actynHuk MiHicTpa Onekcanap KOMAPIJIA



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP>XABHOI'O PEECTPY JNIIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
300poOB’A YKpaiHu «[po aepxaBHY
peecTpauiio (nepepeecTpaliiiio)
NniKapcbKNUX 3aco6iB (MeguYHUX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpavliiiHux
MaTepianis»
BiA 13 ciuHa 2022 poky Ne 56

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JNliKapcbKO20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHSA peecmpayjitiHo2o
3acoby yrnakoskKa) nocBi0O4Y€eHHs1
ABPO/I® SR Kancynu 3 TOB YKkpaina TOB «KYCYM Ykpaina peecTpauis Ha 5 poki 6e3 nionszae UA/9928/05/01
NPOJIOHIOBAHOIO A€, "KYCYM DAPM» MepiognyHICTb NOAAHHA PerynspHoO peyenma
no 75 mr Nel10 (10x1): PAPM" OHOBJ/IKOBAHOrO 3BITYy 3 6e3Mneku, BignoBigHO
no 10 kancyny no MopsAgky 3aiicHeHHs dhapmakoHarnsgy,
6nictepi, no 1 3aTBEPAKEHOr0 Haka3om MiHicTepcTea
6nicTepy y KapTOHHIA OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
ynakosui; Ne20 (10x2) 2006 poky Ne 898, 3apeecTpoBaHoro B
no 10 kancyn y MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
6nictepi, no 2 2007 poky 3a Ne 73/13340 (y pegaxuii
6nicTepun y KapTOHHiIl Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
ynakoBLii Ykpainu Big 26 BepecHs1 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
AMBPOKCO MOPOLLIOK TOB YkpaiHa Winna Megikepe IHAaia peecTpauist Ha 5 pokis - He UA/19146/01/01
ny (cybeTaHuis) y "KYCYM Nimiten niosnsieae
riaPoxnor noABINHNX PAPM"
nmna noslieTUIEeHoBMX
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
BAKTOMNIK Masb HasasbHa, 2% KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/19147/01/01
no 3 r B a/IlOMIHIEBIl XENTXKEP XENTXKEP MBT MepiognyHICTb NOAAHHS PerynsipHo peyernmom nidnsieae
Ty6i, no 1 Ty6i y MBT NTA, nTa OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mneku, BignoBigHO

KapTOHHI ynakoBsLi

[0 MopsAaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky BaHHS peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHsA
perynisipHux 3BiTiB 3 6e3MeKu.
AEKCNPO® rpaHynun ans MpAT Ykpaina MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17373/02/01
Opa/IbHOro PO34nNHY "Papmaves "®apmaueBTnyHa MepiognyHiCTb NOAAHHSA PErynsipHoO peyernmom nidnsieae
no 25 wr, no 10 TUYHa thipma "AapHuusa” OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mneku, BigNoBigHO
0HO1030BUX MakeTiB hipma [0 MNopsiaky 3giiicHeHHst hapmakoHarnsgay,
y nauui "fapHuus” 3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
MAHTEHO/- niHa HawkipHa, 50 ToBapucTs Ykpaina ToBapucTBO 3 Ykpaina peecTpauis Ha 5 pokis 6e3 niosnsieae UA/19009/02/01
340POB'A mr/r, no 58,5 r a6o no 03 06MeXeHo MepiognyHiCTb NOAAHHA perynsipHo peuyenma
AEPO30/1b 117,0 r y 6a10Hi 3 06MexeHo BiANOBIAANbHICTIO OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
KnanaHoM-Hacocom, 10 "dapmaueBTnyHa [0 MopsAgky 3aiicHeHHA dhapmakoHarnsgy,
HacazKoto- Bignosigan KOMnaHis 3aTBEepAKeHOro Hakasom MiHicTepcTBa
posnutoBavem Ta bHICTIO "3p0pos'a” OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
3aXMCHUM KoBMaykoMm; | "dapmaues 2006 poky Ne 898, 3apeecTpoBaHoro B
no 1 6asoHy y TUYHa MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
KOpOO6Lii 3 KapTOHY KOMMaHis 2007 poky 3a Ne 73/13340 (y pegaxuii
"3p0poB'a” Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
MAPALIETAM | nopoLiok TOB YkpaiHa NIAHYAHTAHI Kutai peecTpauist Ha 5 pokiB - He UA/19149/01/01
on (cy6eTaHuis) y "papma KAHINE niosnsieae
noABiHMX Crapt" PAPMACBIOTIKA
noslieTUIEHOBMX N KO., NTA.
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHSA
MPOMPAHO/ | nopoLiok ToBapucTs Ykpaina Bupo6bHuuTBO, IHais peecTpauis Ha 5 pokis - He UA/19150/01/01
ony (cybeTaHuisn) y 03 KOHTPO/b, BUNYCK nionsieae
rigPOXnor NoABINHMX 06MeXeHo cepii: INKA
na nosieTuIeHoBMX 10 Nab6opaTtopi3
naketax gns Bignosigan Nimviten, HAajs;
hapmaueBTUYHOro BHICTIO Brpo6HMUTBO,
3acTocyBaHHsA "@apmaves KOHTPO/b, BUMYCK
TMYHa cepii: PAMAEB
KOMMNaHis KEMIKA/1 MBT.




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky BaHHS peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"3popos's" NTA., IHgjs
8. POCEMIA® TabneTtku, Wwo KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/19151/01/03
oaTt AucnepryoTscs B XENTXKEP XENTXKEP MBT MepioguyHiCTb NOAAHHSA PerynsipHo peyenmom nionsizae
POTOBI NOPOXHWHI, MNBT NTA nTa OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BigNoBigHO
no 4 wmr; no 10 o MNopsagky 3gincHeHHs hapmakoHarnsagy,
Tabnetok y 6nictepi; 3aTBepAKEHOro Hakasom MiHicTepcTBa
no 2 abo 6 6nictepis OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHA
Y KapTOHHIli ynakoBL;i 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHUMN Y NepioguYHOCTI NogaHHA
perynspHux 3BiTiB 3 6e3nekun
9. POCEMIA® TabneTtku, Wo KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/19151/01/01
oAaT OMCNepryoTbea B XENTXKEP XENTXKEP MBT MepiognyHiCTb NOAAHHS PerynsipHo peyernmom nidnsieae
POTOBI NOPOXHWHI, NBT NTA nTa OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mneku, BignoBigAHO
no 1 mr; no 10 [0 MNopsiaky 3giiicHeHHst hapmakoHarnsgy,
TabneTtok y 6nicrepi; 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
no 2 a6o 6 6nictepis OXOPOHW 3[0pPOB’A YKpaiHu Bif, 27 rpyaHA
Y KapTOHHIi1 ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
10. POCEMIA® Tabnetku, LWo KYCYM IHais KYCYM IHais peecTpauis Ha 5 pokiB 3a He UA/19151/01/02
oar aucnepryotsca B XENTXKEP XENTXKEP MNBT MepiognyHICTb NOAAHHA PerynspHo peyenmom nionsizae
POTOBIA MOPOXXHWHI, MNBT NTL nTa OHOB/IOBAHOrO 3BiTY 3 6e3MNeKn, BigNoBIgHO
no 2 mr; no 10 [0 MNopsiaky 3aiiicHeHHst hapmakoHarnsay,
Tabnetok y 6nictepi; 3aTBEpAXeHOro Hakasom MiHicTepcTBa
no 2 abo 6 6nictepis OXOPOHW 340PO0B’A YKpaiHu Bif, 27 rpyaHs
Y KapTOHHIil ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamMm,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
11. CNINHOPM TabneTku, BKpUTI TOB Pecny6nika TOB Pecny6nika peecTpauist Ha 5 pokis Ne 10 — 6e3 Ne 10 - UA/19148/01/01
NNiBKOBOO "dapMTexH Binopycb "®apmTexHonoris" Binopycb MepiognyHiCTb NOAAHHA perynsipHo peyenma; nionsieae;
060/10HKOI0, N0 15 wMr, onoris" OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO Ne 30 — 3a Ne 30 — He
no 10 TabneTtok y 0o MNMopsigky 34ifcHeHHa hapmakoHarasay, peyenmom nidnsicae




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky BaHHS peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepi, no 1 a6o 3 3aTBEpAKEHOro Haka3om MiHicTepcTBa
6nictepun y nayui 3 OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
KapTOHY 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NojaHHA
perynsipHux 3BiTiB 3 6e3nekun
12. YBIPOMEL TabneTku, BKPUTI TOB Ykpaina yopna TypeyunHa peecTpauis Ha 5 pokis 3a He UA/19156/01/01
NNiBKOBOO "YOPN[, MEAVUNH INAY MepiognyHiCTb NOAAHHSA PErynsipHoO peyernmom nidnsieae
060/10HKOH0, Mo 1000 MEAMUMH CAH. BE TIJX. OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mneku, BigNoBigHO
Mr, o 7 TabneTok y " A.LL. [0 MNopsiaky 3aiiicHeHHst hapmMakoHarnsgay,
6nictepi, 3 abo 6 3aTBEpAXEHOro Hakasom MiHicTepcTBa
6nicTepu B KAPTOHHIA OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
Kopo6ui; no 10 2006 poky Ne 898, 3apeecTpoBaHoro B
Tabnetok y 6nictepi, MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
no 1 6nictepy B 2007 poky 3a Ne 73/13340 (y pepaxuii
KapTOHHIA KOpoo6Li Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
13. PIHMOA, Kancynu no 0,5 mr; no FETEPO IHais [eTepo /1a63 IHais peecTpauis Ha 5 pokisB 3a He UA/19152/01/01
10 kancyn y 6nicTepi; NAB3 Nimiteq MepiognyHiCTb NOAAHHA perynsipHo peuyenmom nionsieae
no 1 a6ono 3 NIMITEL OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
6nicTepun y KapTOHHIl [0 MNopsaky 3giiicHeHHs hapmakoHarnsay,
Kopobui 3aTBEepAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
14. POPTE3A NbOASHUKW 3i CMaKoM [enbta LLIseliyapis BUPOBHMLTBO, Icnanis/ peecTpauist Ha 5 pokiB 6e3 nidnsieae UA/19153/01/01
nao M'aTK, no 12 Megiken nepBuHHE Ta PpaHuin MepiognyHiCTb NOAAHHA perynsipHo peyenma
NbOASAHUKIB Y MpomoyLLH3 BTOPVHHE OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
6nicTepi, no 1 abo 2 Al nakyBaHHs1, 0o Mopsigky 34ificHeHHa hapmakoHarnsgy,
6nicTepn B KAPTOHHI BMNYCK cepil: 3aTBEepKeHOro Hakasom MiHicTepcTBa
Kopoo6Ui Nnoasic OXOPOHW 340POB'A YKpaiHu Bif, 27 rpyaHa

SAPMALIEYTIKA
N3 C.J1., IcnaHis;
BMPOGHULITBO,
nepBuHHe Ta

2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky BaHHS peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPVHHE Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
nakyBaHHs, CTaHOBUTb: 3rifHO 3i CTpOKamu,
KOHTPONb AKOCTI: 3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHsA
M'EP ®ABP perynspHux 3BiTiB 3 6e3neku.
MEOVKAMEHT
MPOAAKLLH,
®paHuis;
KOHTPO/b SIKOCTI:
IHPAPMALE,
C.N., Icnanis;
KOHTPO/b SIKOCTI:
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHisi; KOHTPOb
AKOCTI:
KIMOC ®APMA
CEPCICEC, C.N1.,
Icnanis
15. POPTE3A NbOAAHUKA 3i CMaKOM Jenbta LLiBefiuapis BMPOGHMLTBO, Icnanis peecTpauist Ha 5 pokis 6e3 nionsizae UA/19154/01/01
nao anenbcuHa, no 12 Megiken nepBuHHE Ta MepiognyHiCTb NOAAHHA perynsipHo peyenma
NbOASHUKIB Y MpomoyLLH3 BTOPVHHE OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
6nictepi, no 1 a6o 2 Al nakyBaHHs1, [0 MNopsgaky 3gificHeHHs hapmakoHarnsgy,
6nicTepn B KAPTOHHIA BMNYCK cepil: 3aTBepAKeHOro Hakasom MiHicTepcTBa
Kopoo6ui nosic OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
DPAPMALIEYTIKA 2006 poky Ne 898, 3apeecTpoBaHoro B
N3 C.J., IcnaHis; MiHicTepcTBi tocTULT YkpaiHu 29 ciuHa
BMPOGHMLTBO, 2007 poky 3a Ne 73/13340 (y pegaxuii
nepBuHHe Ta Haka3y MiHicTepcTBa OXOPOHU 3[,0POB'A
BTOPUHHE Ykpainu Big 26 BepecHs 2016 poky Ne 996),
nakyBaHHs, CTaHOBUTb: 3rifHO 3i CTpOKamu,
KOHTPO/b SIKOCTI: 3a3HayYeHUMK y NepioANYHOCTI NOAaHHS
Mmep ®ABP perynsipHux 3BiTiB 3 6e3neku.
MEOVNKAMEHT
MNPOAAKLLH,
PpaHuis;
KOHTPO/b AKOCTI:
IHOPAPMAZLE,
C.J1., IcnaHis;
KOHTPO/b AKOCTI:
NTABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis; KOHTPO/Ib
AKOCTI:
KIMOC ®APMA
CEPCICEC, C.N.,
IcnaHis
16. POPTE3A NbOASHWUKA 3i CMaKoM [JenbTa LLiseiuapis BMPOGHMLITBO, Icnanis/ peecTpauis Ha 5 pokis 6e3 nions2ae UA/19155/01/01




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky BaHHS peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npo mMeay Ta IMMOHa; Mo Megiken nepBuHHe Ta dpaHuis MepiognyHICTb NOAAHHSA PerynsipHoO peyenma
12 nboAsHVKIB Y MpomoyLUH3 BTOPVHHE OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BigNoBigHO
6nictepi, no 1 a6o 2 Al nakyBaHHs, [0 MopsAaky 3aiicHeHHs dhapmakoHarnsgy,
6nicTepu B KAPTOHHI BWMYCK Cepil: 3aTBEpAKEHOro Haka3om MiHicTepcTBa
KopooLi noasic OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
DPAPMALIEYTIKA 2006 poky Ne 898, 3apeecTpoBaHoro B
N3 C.J1., IcnaHis; MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
BUPOBHULTBO, 2007 poky 3a Ne 73/13340 (y pepaxuii
nepBrHHe Ta Haka3y MiHicTepcTBa OXOPOHMW 3[,0POB'A
BTOPVHHE Ykpainu Big 26 BepecHs 2016 poky Ne 996),
nakyBaHHs, CTaHOBUTb: 3rifHO 3i CTpOKamu,
KOHTPONb AKOCTI: 3a3Ha4YeHUMM Y NepioguyYHOCTI NoJaHHsA
M'EP ®ABP perynspHux 3BiTiB 3 6e3neku.
MEOVKAMEHT
MPOAAKLLH,
®paHuis;
KOHTPO/b SIKOCTI:
IHPAPMALE,
C.N., Icnanis;

KOHTPO/b AKOCTI:
NABOPATOPIO
EUEBAPHE, C.A.,
IcnaHisi; KOHTposb
SAKOCTI:
KIMOC ®APMA
CEPCICEC, C.N1.,
IcnaHis

B.o. I'enepanbHoOro gupexkropa /lupekropary

(¢hapmanieBTUYHOT0 3a0e3neueHHs

Isan 3AZIBOPHUX




Jopatok 2

[0 Hakasy MiHicTepcTBa OXOPOHU
3a00poB’a YKkpaiHu «[po aepxaBHY
peecTpaLdito (nepepeecTpadito)
NiKapcbKuX 3aco6iB (MeanYHNX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpaLiiiHux
marepianis»

BiA 13 ciuHsa 2022 poky Ne 56

NMEPENIK
NMEPEPEECTPOBAHUX NMIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOINYHUX MNMPEMAPATIB), AKI
BHOCATbCA A0 AEPXXABHOIO PEECTPY /NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hassa Popma sunycky 3asiBHUK Kpaina Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. AVNAP® PO34unH NS iH KL, AT Ykpaina BiokoH IHpis/ MepepeecTpauis Ha HeObMeXeHWA 3a He UA/15749/01/01
1. 100 ognHuub/mi; no 3 "Ppapmak” Baionomxukc YkpaiHa TEPMIH peyenmom niossieae
MY KapTpuaxi; no 5 IHais NimiTen,
KapTpuaXis y IHAis; MepioanyHICTb NOAaHHSA perynsipHo
6nicTepi, no 1 AT "®apmak”, OHOB/IHOBAHOrO 3BITY 3 6e3neku,
6nicTepy B nauywi; no YkpaiHa BiANOBiAHO A0 MopsaKy 34iNCHEHHS
10 mn y dpnakoni; no 1 hapmakoHarnsgy, 3aTBepaXeHoro
hnakoHy B nauuj Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHS
perynisipHuX 3BiTiB 3 6e3neKu.
2. rAIMENIPUA-KB | TabneTkn no 2 mr; no AT YkpaiHa AT "KUIBCbKNIA YkpaiHa MepepeecTpauis Ha HeobMexXeHui 3a He UA/4410/01/01
2. 10 TabneTok y "KNIBCbKN BITAMIHHUIA TepmiH. OHOB/IEHO iHhopMalLlito y peuenmom nidssieae
6nicTepi; no 3 i 3ABO4" po3ginax "®apmakonorivHi
6nicTepy B naywj BITAMIHH BacTMBOCTI" (YTOYHEHHS iHchopmalii),
nn "MNoka3aHHsa", "MpoTunokasaHHa",
3ABOA" "B3aemopis 3 iHLWMMKU NiKapCbKnMu
3acob6amMu Ta iHLWi BUAY B3aEMOS;iA",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaar” (yTOUHEeHHs
iHchopmauii), "3aaTHicTe BNAMBaTK Ha
LWBMAKICTb peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMMK




Hasga
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n/n

JNliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

rNIMENIPUA-KB

Tabnetky no 3 mr; no

AT

YKpaiHa

MexaHizmamu" (YTOUHeHHs iHdbopmau,i),
"Cnoci6 3acTocyBaHHs Ta fo3u"
(yTouHeHHs iHcbopmaui), "ditn"

(yTOoYHeHHs iHchopmawii),
"Mepepno3yBaHHs", "IMo6ivHI peakuii”
IHCTPYKLiT 4na MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
BiANOBIAHO 4O OHOBNEHOT iHChopMaLi
LLoA0 6e3nekn 3acTocyBaHHS Ajiroyol
PEyoBUHN.

MepiognyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

nocsBi04YeHHs

10 TabneTok y
6nicTepi; no 3
6nictepu B nauLli

"KUNIBCbKW
"
BITAMIHH
N
3ABOJ"

AT "KMIBCbKUA
BITAMIHHUA
3ABOA"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TepMiH. OHOBMEHO iHdhopMaLilo y
po3sginax "®apmMakosoriyHi
BNacTUBOCTI" (YTOUHEHHS iHhopmaLii),
"Moka3zaHHA", "TpoTMUnokasaHHsa",
"B3aemogis 3 iHWMMW fliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaat” (YTOYHEHHN
iHchbopmawii), "3aaTHicTb BNAMBaTK Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWMMK
MexaHismamu" (YyToYHeHHs iHdbopmadi),
"Cnoci6 3acTocyBaHHS Ta fo3un"
(yTouHeHHs iHdopMmauii), "ditn"
(yTouHeHHs iHchopmawii),
"Mepego3syBaHHs", "INo6i4HI peakuii”
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby
BiANOBIAHO [0 OHOBMEHOT iHchopmaLii
oo 6e3neky 3acToCyBaHHA Aitoyoi

PEYOBUHMN.

3a
peyenmom

He
nionsieae

UA/4410/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.

rNIMENIPUA-KB

Tabnetkv no 4 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepy B nayuyj

AT
"KNIBCbKW
"
BITAMIHH
1%
3ABOJ"

YKpaiHa

AT "KWTBCBKUI
BITAMIHHU
3ABOS"

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWIA
TepMiH. OHOB/EHO iHhopMaLlito y
posginax "®apmakonoriyHi
B/1acTMBOCTI" (YTOYHEHHS iHchopmalii),
"Moka3zaHHA", "TIpoTMNOKa3aHHSa",
"B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHLWi BuAn B3aeEMogii”,
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rofyBaHHs rpyaar” (yTO4UHEeHHS
iHchopmawii), "3aaTHiCTb BNAMBATK Ha
LBMAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMoOpPTOM abo iHWMMHK
MexaHisMamun" (yTOUHeHHs iHchopmadii),
"Cnoci6b 3acTocyBaHHs Ta fo3n"
(yTOo4YHeHHs iHcbopmauii), "ditn"
(yTouHeHHs iHdopMaLir),
"Mepepo3yBaHHA", "M06IYHI peakuii”
IHCTPYKLiT 418 MeguyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby
BiANOBIAHO [0 OHOBAEHOT iHchopmaLyii
oo 6e3neku 3acTocyBaHHA Aitouoi
pPeyoBUHN.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTsepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUl YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii

3a
peyenmom

He
nionsieae

UA/4410/01/03
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Haka3y MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. ECMoOnony nopoLwok (cy6ectaHuis) | TOB "lOpia- | YkpaiHa Xywkoy YUxaHbBaH | Kutaii nepepeecTpaLis Ha HeobMeXeHwni - He UA/16255/01/01
rigPoxnopPupg B nakeTax Papm” dapmacboTikan TEepMiH nionsizae
nonieTuneHoBux A/s Ko. N1TA,
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
6. KBETIAMIHY nopoLUokK (cybeTaHLis) leTepo IHais leTepo /1a63 IHais nepepeecTpauisi Ha He0B6MeXeHWi - He UA/15822/01/01
DPYMAPAT y NoABIAHNX Na63 Nimiteq TEepMiH nionsi2ae
nonieTuNeHoBnx Nimiteq
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
7. KOKAPBOKCUN PO3UMH ANA iH EKLi, TOB "3 Ykpaina TOB "®3 YkpaiHa nepepeecTpavis Ha HeobMexeHui 3a He UA/15971/01/01
A3l 50 mMr/2 mn, no 2 mn B "BIO®APM "BIO®APMA" TEPMIH peuenmom nidssieae
rigPoxnorPunp amMnynax; no 5 amnyn A"
y 6nictepi, no 1 a6o 2 OHoBeHo iHdopmaLito B IHCTpyKL,ii
6nictepn y nauui 0151 MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginax
"Oco6nMBOCTI 3aCTOCyBaHHSA",
"3paTHICTb BN/MBATU Ha LWBWAKICT
peaxuii npy KkepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMMK
MexaHismamu" BignoBigHO A0
OHOBJ/IEHOT iHhopMalLii 3 6e3neku
3aCcTOCyBaHHSA Aito4oi Ta AONOMIKHUX
PEYOBUH.
3arBepaKeHO TeKCT KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro 3acoby.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepakeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’sl YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU 340PO0B'S
Ykpainu Bif 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.
8. MEANKCUKAM PO34MH ANs1 iH KL, M.BIOTEK Benvka XENM C.A. peuist [NepepeecTpauisi Ha HEOOMEXEHUIA 3a He UA/15703/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
15 mr/1,5 mn, no 1,5 NIMITEL BpuTtaHis TepMiH. OHOBMEHO iHthopMmaLito B peyenmom nionsizae
M/1 B amnyni; no 5 IHCTPYKUIT AN MeguyHoro
amnyn y nauui 3 3aCTOCYBaHHS NikapCbKoro 3acoby
KapTOHY BiANOBIAHO A0 pedhepeHTHOro
nikapcbkoro 3acoby (MOBAJIC®,
PO34MH ANa iH'ekujid, 15 mr/1,5 mn) y
po3sginax "®apmakosoriyHi
BnactmsocTi", "lMoka3aHHA" (YTOUYHEHHS
hopMytoBaHHs), "B3aemogia 3 iHWMK
nikapcbkMun 3acob6amu abo iHwWi BUAN
B3aemogii", "OcobmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHSA
Ta gosun", "Oitn" (yTO4UHEeHHS
hopMynoBaHHs) Ta "Mo6iuHi peakuii.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. HATPIIO nopoLuok (cybecTaHuisi) | ToapucTs YkpaiHa [onoH HyTpiwH Hopseris nepepeecTpawis Ha HeobMeXeHwni - He UA/16338/01/01
ANbrIHAT y nakeTax naneposux | o3 Hopre AC TEepMiH nionsizae
3 BHYTPILLHIM LLapoM o6MexeHo
nonieTuneny ans 10
dhapmaLeBTUYHOrO Bignosigan
3aCTOCyBaHHSA bHICTIO
"®apmaueB
TUYHA
KoMMaHis
"3popos'a”
10. HOBOKAIHY KpUcTanivyHmi ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa nepepeecTpauisi Ha He0B6MeXeHwi - He UA/16369/01/01
OCHOBA NopoLLOK (CybCcTaHLis) 03 06MexeHot TEepMiH nionsi2ae
Y MiLLKax 06MeXeHo Bi4NoBiAa/IbHICTIO
nonieTuNeHoBux A5 10 "PAPMXIM"
hapmaLeBTUYHOro Bignosigan
3aCTOCyBaHHSA bHICTIO

"®APMXIM
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
11. MAPAMNEKCIH® | po3uunH Ans iHekyiin 5 TOB Ykpaina MpAT "lekxim - YkpaiHa nepepeecTpawisi Ha He0BMeXeHwi 3a He UA/15763/01/01
Mr/mMa no 1 mn "®bapmaves Xapkis" TEepMiH peyenmom nions2ae
PO34MHY B amnyni; No TUYHA
5 amnyn B 6nicTepi; KOMNaHis MepioAnYHICTb NOAAHHSA PErynsapHO
no 2 6nictepu B nayui | "CANTIOTAP OHOB/OBAHOrO 3BiTY 3 6e3neKku,
3 KapTOHY IC" BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
12. MAPAMMEKCIH® | po3uuH A4Ns iH exuii TOB Ykpaina MpAT "Jlekxim - YkpaiHa nepepeecTpauis Ha HeobMeXeHwi 3a He UA/15763/01/02
15 mr/mnno 1 mn "®bapmaves Xapkis" TEPMIH peuenmom nionsieae
PO34unHy B amnyni; no TUYHa
5 amnyn B 6nicTepi; KOMNaHis MepioAnYHICTb NOAAHHSA PErynsapHO
no 2 6nictepu B nayui | "CAJIIOTAP OHOB/IOBAHOrO 3BIiTY 3 6e3neku,
3 KapToHYy Ic" BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB'S
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
13. | PEHTABEPA nnactmp AciHo Al HimeuyunHa BupobHMuTBO HimeuunHa MepepeecTpauisi Ha HEOOMEXEHNIA 3a He UA/15831/01/05
100 MKI/ropa, TpaHcAepMasbHK No Hepo3acoBaHol TepMiH. OHOBMEHO iHhopMaLilo B peuyenmom niossieae
100 mkr/rog, no 1 NPOAYKLT, IHCTPYKLIT 418 MeguyHoro
nnactupy nepBuHHA Ta 3aCTOCYBaHHSA Nikapcbkoro 3acoby y
TpaHcAepMasibHOMY Y BTOPVHHA posginax "®apmakosoriyHi
cawle 3 (pyHkuie ynakoBkKa, BNacTMBOCTI", "B3aemogis 3 iHWuMun

3axXUCTy Big
BiAKPUBAHHA AiTbMU;
5 calle y KapTOHHii
KOpO6Li 3 KOHTPOsIEM
nepLuIoro BiAKpPUTTA

KOHTPO/Tb SIKOCTI:
Nyiie dapma AT,
HimeuumnHa;
Bunyck cepii:
AciHo AT,
HimeuunHa

nNiKkapcbknmy 3acobamu Ta iHLWi BUAM
B3aemogii”, "OcobmBocTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iyHi peakuii” BigNoBigHO A0
iHchopMmaLii pedepeHTHOro nikapcbKoro
3acoby Durogesic DTrans Transdermal
Patch, Janssen-Cilag Ltd (B YkpaiHi He
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3apEeECTPOBaHiA).

MepioAnyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3LiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perysisipHuX 3BiTiB 3 6e3MeKu.

14.

®EHTABEPA 12
MKIIrop,

nnactup
TpaHcaepMasibHW No
12 mkr/rog, no 1
nnactupy
TpaHcAepMasibHOMY Y
calue 3 oyHKLi€eto
3axuUCTy Bif,
BiAKPVBAHHSA AiTbMU;
5 calle y KapTOHHii
KOpo6Li 3 KOHTPOsIEM
nepLuoro BiAKPUTTA

AciHo Al

HimeyunHa

Bupo6bHuuTBO
Hepo3dgacoBaHo|
NPOAYKLUi,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/Tb SKOCTI:
Nyie dapma AT,
HimeuyumnHa;
Bunyck cepii:
AciHo AT,
HimeuunHa

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TepMiH. OHOBMEHO iHthopMmauito B
IHCTPYKLii 418 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
posginax "®apmakonoriyHi
BNacTMBOCTI", "B3aemogisi 3 iHWnMun
nikapcbknmy 3acobamu Ta iHLWWi BUAN
B3aemogiin", "OcobamBocTi
3actocyBaHHsa", "lMepeno3yBaHHA",
"Mo6ivHi peakuii” BigNoBigHO A0
iHchopMmaLii pedhepeHTHOro nikapcbkoro
3acoby Durogesic DTrans Transdermal
Patch, Janssen-Cilag Ltd (B YkpaiHi He
3apeecTpoBaHuit).

MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/15831/01/01

15.

®EHTABEPA 25
MKrIrog,

nnacTvp
TpaHcAepMasibHWiA Mo
25 mkr/rog, no 1

AciHo Al

HimeuunHa

Brpo6HMUTBO
Hepo3dghacoBaHO!

NpoAyKLii,

HimeuunHa

MepepeecTpauisi Ha HEOBMEXEHWIA
TepmiH. OHOB/IEHO iHhopMmaLito B
IHCTPYKLIi 41s MeAnyHoro

3a
peyenmom

He
nionsieae

UA/15831/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nnactupy nepBuHHA Ta 3aCTOCYyBaHHS Nikapcbkoro 3acoby y
TpaHcAepMasnbHOMY Y BTOPVHHA posginax "®apmakosoriyHi
cawle 3 (pyHKuie ynakoBKa, BNacTMBOCTI", "B3aemogis 3 iHWuMun
3axuCTy Big, KOHTPO/Ib SIKOCTI: nikapcbkMmn 3acobamu Ta iHLWi BUuam
BiAKPUBAHHSA AiTbMU; Nyiie dapma AT, B3aemogii", "OcobmBocTi
5 calle y KapTOHHiiA HimeuyumnHa; 3acTocyBaHHsA", "MNepeno3yBaHHA",
KOpPOO6Lii 3 KOHTPONEM Bunyck cepii: "Mo6iyHi peakuii" BigNoBIgHO A0
NnepLUoro BigKpUTTA AciHo AT, iHchopMmaLii pedhepeHTHOro nikapcbKoro
HimeuyunHa 3acoby Durogesic DTrans Transdermal
Patch, Janssen-Cilag Ltd (B YkpaiHi He
3apeECTPOBaHUiA).
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
16. | PEHTABEPA 50 | nnactup AciHo Al HimeuyunHa BupobHMuTBO HimeuunHa MepepeecTpaLis Ha HEOOMEXEHNIA 3a He UA/15831/01/03
MKriropg TpaHcaepMasibHWiA Mo Hepo3dacoBaHoi TepMiH. OHOBMEHO iHhopMaLito B peyenmom nionsizae
no 50 mkr/rog, no 1 npoayKuii, IHCTPYKUIT AN MeguyHoro
nnactmpy nepBuHHA Ta 3acToCyBaHHS NikapCbKoro 3acoby y
TpaHCAepMasibHOMY Y BTOPVHHA posginax "®apmakosioriyHi
cawle 3 (pyHkuie ynakoBKa, BNacTMBOCTI", "B3aemogis 3 iHWMun

3axuCTy Big,
BiAKPVBaHHS AiTbMU;
5 calle y KapTOHHiii
KOpOO6Li 3 KOHTPOsIEM
nepLUoro BiAKpUTTA

KOHTPO/Ib SIKOCTI:
Nyiie dapma AT,
HimeuuunHa;
Bunyck cepii:
AciHo AT,
HimeuyunHa

nikapcbkrMmn 3acobamu Ta iHLWi BUam
B3aemogii", "OcobmBocCTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
iHhopMmawuii pechepeHTHOro nikapcbkoro
3acoby Durogesic DTrans Transdermal
Patch, Janssen-Cilag Ltd (B YkpaiHi He
3apEeECTPoBaHuMiA).

MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa 0XOPOHHU
3/10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
17. | ®PEHTABEPA 75 | nnactup AciHo Al HimeuyunHa Bupo6bHuuTBO HimeyuunHa MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/15831/01/04
MKriropg TpaHcaepMasibHWi No Hepo3chacoBaHol TepMiH. OHOBMEHO iHthopMmaLito B peyenmom nions2ae
75 mkr/rog, no 1 NpPOAyKLUii, IHCTPYKLiT 418 MeguyHOro
nnactupy nepBuHHA Ta 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
TpaHcaepMasibHOMY Y BTOPUHHA po3sginax "®apmakosnoriyHi
calue 3 oyHKLi€eto yrnakoBka, BnacTvBocTi", "B3aeMogisi 3 iHLLIMMK
3axuUCTy Bif, KOHTPO/Ib SIKOCTI: nikapcbknmy 3acobamu Ta iHLWWi BUAN
BiAKPVBAHHSA AiTbMU; Nyie dapma AT, B3aemogiin", "OcobamsocTi
5 calle y KapTOHHii HimeuyuunHa; 3actocyBaHHsa", "lMepeno3yBaHHA",
KOpo6Li 3 KOHTPOsIEM Bunyck cepii: "Mo6ivHi peakuii” BigNoBigHO A0
nepLuoro BiAKpPUTTA AciHo AT, iHchopmawii pechepeHTHOro nikapcbkoro
HimeuunHa 3acoby Durogesic DTrans Transdermal
Patch, Janssen-Cilag Ltd (B YkpaiHi He
3apeecTpoBaHuit).
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
18. | PYKOPUUH po34nH ans nn YkpaiHa M "Kinadp " Ykpaina nepepeecTpauist Ha HeobMeXeHwi 6e3 niossieae UA/15715/01/01
30BHILUHLOIO "Kinadd" TEPMIH peyenma
3aCTOCyBaHHS,
CNUPTOBWIA, NO 25 M OHoB/EeHO iHghopmaLito B IHCTPYKL,i
y hnakoHax AN MeANYHOro 3acToCyBaHHs

NiKapcbKoro 3acoby y po3ginax
"B3aemopjs 3 iHWMMKU NiKapCbKnMu
3aco6amu Ta iHWi BUAmn B3aemogiii",
"Mo6iuHi peakuii" BigNOBIAHO A0
OHOBJIEHOI iHhopMalLii 3 6e3neku
3aCTOCYBaHHSA Ajil0UMX PEYOBUH.
MepiognyHICTb NOAaHHSA PerynsipHo
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3LiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perysisipHuX 3BiTiB 3 6e3MeKu.
19. LUUVNPOBEN® TabneTku, BKpUTI HOBEN TypeyuunHa HOBEN INAY TypeyunHa MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/5015/01/01
060/10HKO0, N0 500 IMAY CAHAI BE TepMiH. OHOB/EHO iHhopMmaLlito Y peuyenmom nionszae
Mr; no 7 TabneTtok y CAHAI BE TIOXAPET A.LL. po3gainax “lMNokasaHHsa" (yTOYHEHHS
6nictepi; no 2 TIIKAPET iHbopMmawii 3 6e3nekn), "B3aemosis 3
6nicTepn B KAPTOHHIN A.LL. iHLWMMK NiKapCcbKMK 3aco6amm Ta iHLWi
ynakosui; no 4 BMAW B3aemogii”, "Oco6MBOCTi
Tabnetkn y 6nictepi; 3acTocyBaHHs", "Cnocib 3acTocyBaHHS
no 1 6nictepy B Ta A03n"(YTOUYHEHHS iHchopmaLiii),
KapTOHHI ynakoBL; "Mo6iuHi peakuyii” IHCTPYKUiT Ans
no 14 Tabnetok y MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
6nicTepi; no 1 3acoby BignoBigHO A0 OHOBEHOI
6nicTepy B KAPTOHHIi iHchopmawii Wwoao 6e3nekn
ynakoBL 3acToCyBaHHS Ajito40oi PeYOBUHM.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB'S
YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
20. | UATOXPOM C KpuctaniyHmin abo TosapucTs YkpaiHa BWMYCK Cepil: Kutaii nepepeecTpaLis Ha HeobMeXeHwi - He UA/16371/01/01
amopdHKit MOpoLIOK 03 AHLTAN TEPMIH niossieae
(cybeTaHuin) y 06MmexeHo OYHYEH
noABIiHMX 10 BIOKEMIKAN3
nonieTuNeHoBnx Bignosigan KO., NITA., KuTaiz;
naketax gns bHICTIO BMPOBHULTBO,
hapMaueBTUYHOIO "PapmaueB KOHTPO/Ib SIKOCTI:
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Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3aCTOCYBaHHS TYHa NIHbT AYHYEH
KOMNaHis OYHIOAHb
"3n0poB's" BIOTOYKMKAN
IHXWHIPIHT KO.,
NTA., Kutaii
B.o. I'enepanbHoro gupekropa /lupekropary
(hapmareBTHYHOr 0 3a0e3meyeHHs IBan 3A/IBOPHUX




Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

BiA 13 ciuHa 2022 poky Ne 56

NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 0
PEECTPAUIMHUX MATEPIAJIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JNIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHU BionyckKy peecmpayjiliHo2
3acoby YnakoBskKa) Ka 0 NOCBIOYEHHs
1. AEPOCUN NOpPOLLOK EBOHiK HimeuuunHa EBOHik OnepeiiHe Himeyun BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNY - - UA/15958/01/01
300 PAPMA (cybeTaHuisn) y IHoacTpi3 6X Ha AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu mMicus
6araroiapoBomy Al NPOBaKEHHS AiSNIbHOCTI BUPOOHMKa (BK/THOHaouu, 3a HeobXiAHOCTI,
nanepoBoMy MiLLKy MicLie NPOBEAEHHS KOHTPOJTHO SIKOCTI), @60 BlacHMKa mMacTep-ghaina
ansa Ha A®l, abo noctayanbHuka ADI/BUXIgHOTO
chapmaLeBTUYHOro marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
3acTOCyBaHHA BMPO6HULTBI ADI (SKLLO 3a3HAYEHO Y AOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BifgnoBigHOCTI €EBponecbkiii hapmakonei y
3aTBEPAXEHOMY [1OCbE, 60 BMPOGHMKA HOBOT JOMOMDKHOI PEYOBUHMN
(AKW0 3a3HaYeHOo Y f0Cbe) 3MiHa Ha3BU BUPOGHMKa AP| KpeMHI0
Aiokeunay, 6e3 3MiHuM Micust BUPO6HULITBA
2. A3AKC® TabneTku, BKPUTI HOBE/T | TypeyunHa HOBEN INAY Typeyun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiastiB: 3MiHW | Tuny - NogaHHA 3a UA/5811/01/01
060/10HKO10, N0 500 INAY CAHAI BE Ha HOBOro cepTudikata BignoBigHOCTI €Bponelickkiii hapmakonei Ne R1- | peyenmom
Mr no 3 Tabnetkn y CAHAI BE TIOKAPET A.LL. CEP 2007-230 - Rev 03 gns A®| asuTpoMiuuHy aurigparty Bif, HOBOrO
6nictepi, no 1 TIOIKAPE BMpo6Huka HEC PHARM CO., LTD., China (g0onoBHeHHS)
6nictepy B TA.LL
KapTOHHI ynakosLii
3. AVNAP® PO34UH ANS iH KL, AT Ykpaina BiokoH IHais/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUNy - 3MiHK 3 3a UA/15749/01/01
100 oguHULb/MN MO "dapmak” Bavionomxuke IHgjs Ykpaina AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTPONb roToBOro Nikapcbkoro peyenmom
3 My KapTpuaxi; Nimiteq, IHais; AT 3acoby. 3MiHa y MeTogax BUNpobyBaHHS rOTOBOTO JTiKapCbKOro
no 5 kapTpuaxis y "®apmak”, YkpaiHa 3aco0y (He3HayHa 3MiHa y 3aTBEpKEHNX METOAAX BUMPOOYBaHHS) -
6nictepi, no 1 3MiHM 40 MeToAMKM BUNPOo6yBaHHA 13 3a nokasHMKOM "LIMHK"
6nicTepy B nauui; no MeTOo40M aTOMHO-abCcopOLiHOT CNeKTPOMETPIl, a came BUy4YeHO
10 mn y hnakoHi; no nocunaHHa Ha cnekTpomeTp contrAA300 Ta napamMeTpu NPoBEAEHHSA
1 chnakoHy B nauui aHanisy, nigiépaHi ANns 4aHOro CnekTpoMeTpy, Lo 06yMOBNEHO
MOX/IMBICTIO 3aUTy4EHHS [0 KOHTPOIHO PI3HWX OAVHULL 06/1aHaHHS
Ans BUpobHuka AT «®apmak». 3MiHn | Tuny - 3miHn 3 skocTi. API.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHsa APl abo BrXigHOro
marepiany/npoMixXHOro NPOAYKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HMLTBa AD| (He3HaYHI 3MiHM Y 3aTBEpPIKEHNX METoAaX
BUNPOBYBaHHSA) - 3MiHN [0 MeTOAMKN BUNpobyBaHHA A®I 3a
NOKasHNKOM “LIMHK" MeToA0M aTOMHO-abCcopOL,iiiHOT cnekTpomeTpii, a
came BWIy4eHO nocuiaHHs Ha cnektpomeTp contrAA300 Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

ANNAP®

napameTpyv NpoBeAEeHHS aHani3y, nigibpani gns gaHoro

CNEeKTPOMETPY, L0 06YMOB/IEHO MOX/IUBICTIO 3a/ly4eHHS A0

KOHTPOJIIO Pi3HMX OAUHUL 06/1aaHaHHA 4118 BUPOGHMKA AT
«Papmak»

0 NMocBi0YEeHHs

PO3YUH AN1s1 iH ek,
100 oguHuLb/MA, MO
3 My KapTpuaXi;
no 5 kapTpuaxis y
6nictepi, no 1
6nictepy B nauui, no
10 mn y hnakoHi; no
1 donakoHy B nauui

AT
"papmak”

YkpaiHa

BiokoH
Barionomkuke IHgis
Nimitea, IHgis;
AT "®apmak”,
YkpaiHa

IHais/
Ykpaina

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3MiHu 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3MiHW) -
npuBeLeHHS PO3MIPHOCTI aKTVBHOCTI iHCYNiHY rnapriHy y BiAnoBigHICTb
[l0 npenaparty - opuriHatopy “/laHTyc ConocTtap, po3ynH A5 iH'eKLIN,
100 Og/mn, a came NPOMOHYETLCSA 3MIHUTY OAVHWLj BUMIPOBaHHS 3
"MO" (MixHapo4HWX OAUHWL) IHCYMIHY rnapriHy Ha "OaunHnLb"
iHCyniHy rnapridy. 3miHu | TUNy - 3MiHK 3 AKOCTi. OTOBWIA NliKapCbKMii
3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo [ONyCTMMKX MEX rOTOBOTO /iKapCbkoro 3acoby
(iHWi 3MiHM). CynyTHS 3MiHa - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby (HesHayHa 3MiHa y
3aTBEpMKEHNX MeToAax BUNPOBYBaHHS) - NPUBELEHHS PO3MIPHOCTI
aKTUBHOCTI IHCY/iHY rapriHy y BiANoBigHICTb A0 npenapary -
opwuriHaTopy "/laHTyc ConocTap, po3yvH ans iH'ekuiin, 100 Oag/mn, a
came NPOMOHYETLCSA 3MIHUTY OAMHULI BUMIpIOBaHHSA 3 "MO"
(MbXHapOAHUX OANHULL) IHCYAiIHY riapriHy Ha "OAnHWLB" IHCYNiHY
rnapridy. 3minu | Tuny - 3miHn Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili XapakTepucTuLi Nikapcbkoro
3ac06y, TEKCTI MapKyBaHHSA Ta iHCTPYKLii 418 MegnyHoro
3aCcTOCyBaHHS reHepuyYHUX/ribpyuaHMX/6ionoaibHKX nikapcbkux 3acobis
nicnsi BHECEHHS TiEl camoi 3MiHM Ha ped)epeHTHUIA Npenapar (3miHa
He noTpebye HajaHHS XOL4HVUX HOBUX AOAATKOBUX AaHWX) - 3MiHN
BHeCeHi 0 IHCTPYKLiT 415 MeNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no po3ainis: "Ckniag”, "®apmakonoriyHi BnactusocTti”,
"Oco6nMBOCTI 3aCcTOCyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaao”, "Cnocib 3actocyBaHHs Ta fo3mn”, “IMo6iyHi
peakuii” BignosigHo A0 iHGopMaLii pedhepeHTHOro Nikapcbkoro
3acoby Ta, Sk HacnifokK, A0 TEKCTY MapKyBaHHS yNakoBKK

3a
peyenmom

UA/15749/01/01

ANAAPA

Kpem 5 %; no 250 mr
B calle; no 12 cawe
B KOPOOGLii 3 KapTOHY

ME[A AB

LBeuis

BMPOGHMLITBO,
nepBuHHE
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BMNpPOByBaHHSA
KOHTPOJTI0 AKOCTi Ta
BUNYCK Cepiii:
3M Xesnc Kea
Nimiten, Benvka
BpuTaHis;
BMPOGHMLITBO,
BMNpPo6yBaHHS
KOHTPO/IIO AKOCTI
(dhiznKo-ximiyHI):

Benvka
BpuTaHis
/
Himeuyun
Ha

BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AisIbHOCTI BUPO6HMKa (BK/IHOUAKUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJTO AKOCTI), ab0 BacHWKa MacTep-ghaiina

Ha A®I, abo noctadasibHuka Adl/BuxigHoro
mMarepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPO6HMLTBI ADI (SKLLO 3a3HAYEHO Y A0ChE Ha Nikapcbkuii 3aci6) 3a
BifICYTHOCTI cepTudpikaTta BignoBigHOCTI EBponeiickkiii hapmakonei y
3aTBEPAKEHOMY [0CbE, 60 BUPOGHMKA HOBOT AOMOMDKHOT PEYOBUHMN
(AKLLO 3a3HaYeHo y A0Cbe) 3MiHa afpecu MicLsA BNPOBaMKEHHS
AisnbHOCTI BUpobHuka Orgapharm, BignoBigansHOro 3a BUpo6HULTBO,
nakyBaHHs, BUNpPobyBaHHSA KOHTPO/IO SKOCTi Ta cepTudikauito AdI
iMmikBiMOZ: BBEZileHHSA 3MiH NPOTAroM 6-Tu MicALiB nicis
3aTBEPAXKEHHSA. 3MiHM | Tuny - 3MiHK 3 AKOoCTi. APl KoHTponb AdI.

3MiHa y meTogax BunpobysaHHss A®| abo BUxigHoro

3a
peyenmom

UA/12999/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
C.N.M. marepiany/npoMixXHOro NPOAYKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
KoHTpakT®apma npoueci BUpobHuuTBa AP (iHLWIi 3MiHW y MeToAax BUNPOByBaHHSA
vM6X, HimeuunHa; (BKNroYaroun 3aMiHy abo [onoBHeHHS) APl abo BMXigHOTO/MPOMIXHOIO
BUNPOOYBaHHS npoaykTy) [ofaBaHHs albTePHATUBHOTO MeToAy BUMPOOYyBaHHSA

KOHTPO/TIO AKOCTI
(mikpobionoriyHi):
Na6op /1IC CE i Ko.
K, Himevyunna;
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BBE3€HHSA Ta BUMYCK
cepiii: Ceicc Kenc
'm6X, HimeuunHa

3a/IMLLKOBUX KiJIbKOCTEN OpraHiyHMX pO3UYnHHUKIB (MeToa napodasHoil
rasoBoi xpomarorpadii / mac-cnekrpomeTpii) gna A®| imiksimoa, Lo
BVIKOPMCTOBYETbCA BUPO6HNKOM /13 C.M.M. KoHTpakT®apma Mv6X,
HimeuuunHa. 3miHu | Tuny - 3miHn 3 skocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax sunpobysaHHa APl abo BMXigHOTO MaTepiany/npomiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECi BUPO6HULTBA
A®I (iHWi 3MiHM Yy MeTofax BUNPOOYBaHHS (BK/OUakouy 3amMiHy abo
[0MNOBHEHHSA) AD| abo BUXIAHOro/NPOMIKHOTO NPoAyKTY) [ofaBaHHS
anbTepHaTMBHOIO KOMGIHOBAHOTO MeToAy BUNPOOYBaHHSA Ha BMICT
3a/IMLLKOBUX KiJIbKOCTEl KaTanizaTtopa nnaTuHu Ta 3anisa (Metog mMac-
crnekTpoMeTpil 3 iHAYKTMBHO 3B’A3aHOI0 Nia3moto) ans Adl imikeimog,
LLI0 BUKOPUCTOBYETBCS BUPOGHMKOM J13 C.M.M. KoHTpak®apma Mv6X,
HimeuumHa. 3miHu | Tvny - 3MiHU 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6.
3MiHU Yy BUPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI Ai/IbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHMYOro npoLecy
roTOBOrO JliKapCcbKOro 3acoby (AiNbHULA 415 BTOPUHHOIO MakyBaHHS)
BeefeHHs gogatkosoi AinbHuui Ceicc Kenc Mv6X, HimeuunHa y akocTi
anbTepaHTUBHOI AiNbHUL, BigNOBigabHOT 38 BTOPMHHE NakKyBaHHHS
['N13. BBeAeHHA 3MiH NPOTArom 6-Tv MiCALIB NiC/1A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6. 3MiHN Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL
BMPOBHMLTBA 151 YACTWHM abo BCbOro BUPOBGHMYOro npoLecy
rOTOBOrO 1iKapCbKOro 3acoby (AiNbHULA 418 NEPBUHHOIO NakKyBaHHS)
BBeneHHs1 gogatkoBoi ginbHuui Ceicc Kenc Mv6X, HimeuunHa y skocTi
aNbTepaHTUBHOI AiNbHULL, BiANOBIAaNbHOI 38 NEPBUHHE MaKyBaHHHSA
'N3. BBefeHHs 3MiH NPOTAroM 6-Tv MicALB NiCNSA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOOHULTBI. 3aMiHa ab0 BBeAEHHS [10AATKOBOI AiNbHUL
BUPOBHMLUTBA AN151 YacTUHU abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JiKapCbKOro 3acoby (AiNbHULSA, Ha AKi NPOBOASATLCS OyAb-
SIKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY Cepiid, KOHTPOJIO AKOCTI,
NepPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1 HECTEPUTbHUX
nikapcbkux 3acobis) BBegeHHs 404ATKOBOI BUPOGHWYOI AiNsHKA
C.MN.M. KoHTpakT®apma MM6X, HiMeyurHa y SKOCTi anbTepHaTUBHOI
BUPOGHWYOI AiNbHUL, Ha siKili NPOBOASATLCS ByAb-AKi BUPOOHWI
cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO SKOCTi, NEPBNHHOTO Ta
BTOPVHHOrO NakyBaHHsA. BBeeHHA 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMAXEHHS. 3MiHU | TUNY - 3MiHW 3 IKOCTi. TOTOBWIA NikapCbKuii
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTbCSA
BUNYCKY cepii Ta KOHTPOJII0 SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHA BUPOGHWMKA, L0 Bi4NOBILA€E 3a BBE3EHHS
Ta/abo BMNyck cepii) - He BK/It0YaKun KOHTPO/b/BUNPOBYBaHHS cepil -
BBeneHHs fogatkoBoi AinbHUL Ceicc Kenc Mv6X, HimeuunHa y sikocTi
aNlbTEPHATUBHOI AiNIbHUL, BigNOBifa/IbHOI 38 BBE3EHHS Ta BUMYCK
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs

Cepiii roTOBOrO JlikapcbKoro 3acoby. 3MiHV BHECEHO B iHCTPYKLitO 415
MeAMYHOro 3acTOCyBaHHA LWOAO HaliMeHyBaHHS Ta
MiCLLe3HaxXOMKEHHSI BUPOOHMKA 3 BifNOBIAHUMMN 3MIHAMM Y TEKCTI
MapKyBaHHS1 yNakoBKU NikapcbKoro 3acoby (4oAaBaHHs BUPOOHNKA).
BBeneHHs1 3MiH NPOTAroM 6-TU MicAUIB NiC/A 3aTBEPAXKEHHSA. 3MiHNU |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCSA BUMYCKY cepii
Ta KOHTPOJIt0 AKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [iNbHULI, HA AKIA 30iACHIOETLCSA KOHTPO/L/BUNPOBYBaHHS
cepii) BeegeHHs gopatkoBoi BUpo6bHuYoi ainsaHku C.M.M.
KoHTpakT®apma 'M6X, HiMeuumHa y AKoCTi anibTepHaTUBHOI
BUPOGHMYOI AiNbHNL, Ha SKili NPOBOAUTLCA KOHTPO/b/BUNPOBYBaHHSA
cepii (chisuko-ximiuHi BUNpobysaHHs) '13. BBegeHHs 3MiH MpoTArom
6-TU MicALIB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCSA BUMYCKY cepii
Ta KOHTPOJIt0 AKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA [iNbHUL, HA AKIA 30iACHIOETLCSA KOHTPO/L/BUNPOBYBaHHS
cepii) BBegeHHs gogartkoBoi BUpo6bHuyoi ainsaHku Jlaéop /1C CE i Ko.
KI, HiMeuuuHa y siKoCTi anlbTepHaTUBHOI BUPOGHUYOI AiNbHULI, Ha AKil
3[iAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii (MiKpoGionoriyHi
BMNpo6yBaHHSA) /13. BBeAEHHS 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEpPXEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTi. FTOTOBUIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci BUPOOHWLTBA FOTOBOrO
nikapcbKoro 3acoby, BKIOUaKUy NPOMKHWIA MPOAYKT, WO
3aCTOCOBYETHLCS MPW BUPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBa) BuaaneHHs nakeTis i3
NiHIiHOTO NonieTuneHy HU3bKOI WinbHocTi (LLDPE) y skocTi
NepBMHHOTO NakyBaslbHOro Martepiany Ans Hepo3sdacosaHoro /13 B
npoueci BUpo6HMLTBa. Hepo3sdacoBaHuii NpoayKT 36epiraeTbesa y
6apabaHax i3 Hepxasitouoi cTasni. BBegeHHS 3MiH NpoTArom 6-Tu
MicsALiB Micns 3aTBepKeHHs. 3MiHU | TUNy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHM Y nNpoLieci
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby, BK/TOYAUM MPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI FTOTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpo6HWLTBA)

HesHauHi 3miHM B npoueci BupobHuuTea /13, Ha BUPOOHWYIN AinsHLi
C.MN.M. KoHTpakt®apma 'M6X, HimeuurHa, Lo nonsrae y 3MiHi
npotiecy 3MilyBaHHA B npoueci BUpobHuuTea /13, a came,
3MilLyBaHHS BiAOyBaETbCS B OAHIVi BUPOOHUYIA EMHOCTI.
BBeneHHs1 3MiH NPOTAroM 6-TU MicAUIB NiC/A 3aTBEPAXKEHHSA. 3MiHNU |
TUny - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci BUPOOHNLTBA FOTOBOrO NiKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpW
BMPOBHMLTBI rOTOBOrO NiKapCbKoro 3acoby (iHLwi 3miHKn) 15 HOBOro
BMpo6Huka C.MN.M. KoHTpakt®apma Mv6X, HimeuunHa y
BUPOGHMYOMY NpOoLECi 3aNPONOHOBAHO 36i/bLUNTY YaCc BUTPUMKM
Hepo3dhacoBaHOro NPOAYKTY 3 13 TMXKHIB A0 16 TMXKHIB.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
BBefeHHs1 3MiH NpOoTArom 6-T1 MicALIB MiCNsA 3aTBEPMKEHHS. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPob roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHSA roToBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax BUNPO6yBaHb (BK/IKYakoun
3aMiHy abo AOMoBHeHHS)) BBeaeHHS anbTepHaTUBHOIO MeToay
BUNPOBYBaHHA B'A3KOCTI FOTOBOrO MPOAYKTY, L0 BUKOPUCTOBYETHLCA
Ha BMpOG6HWUIini ainaHui C.MNM.M. KonTpakt®apma Mm6X, HimeuunHa.
3MiH BCTAHOBNIEHMX KPUTEPI MPUIAHATHOCTI He Big6ynocs. 3MiHu |
TNy - 3MiHK 3 siKOCTi. FOTOBUMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHKi 3aci6. 3MiHa napameTpis cneuudikawii
Ta/abo AoNyCTVMUX MEX NEPBUHHOT YNakoBKM FOTOBOTO NiKapCbKoro
3ac006y (3BYXXEHHS JOMYyCTUMUX MeX, BU3HAYEHNX Y cneuudikadii)
3BY)XKeHHS Mexi cneuudikalii MmaTepiasiiB NepBMHHOI ynakosku 13
nakeTiB-callle; a caMe LuapiB 6araTowapoBoi M/1iBKN: 3MEHLLEHI
TOBLUMHW noniedipHoi naiBku Big 0,12 mm o 0,012 MM, TOBLUMHMN
6i/101 MONIETUIEHOBOI NAIBKN HU3bKOT LWiNbHOCTI Big 0,13 mm go 0,013
MM i TOBLUMHU a/TloMiHieBOT dposibrn Big 0,09 MM o 0,009 MM.
6. ANNErPA® TabneTkun, BKPUTI TOB YkpaiHa CAHO®I| BIHTPOIM | ®paHuis BHECEHHS 3MiH [0 peecTpaLliiniHux maTepiastis: 3MiHW | Tuny - NogaHHA 6e3 UA/8500/01/02
180 MIr o060s10HKot0, No 180 "Onenna IHOACTPIA - TYP3 OHOBJ/IEHOrO cepTudikaTy BignoBiAHOCTI EBponelichbkiin hapmakonel peyenma
mr, Ne 10, Ne 20 Xenckea Ne R1-CEP 2009-297-Rev 01 Big 3aTBEpAXEHOr0 BUPO6HNKA AD|
(10x2): no 10 Ykpaina" dekcodheHaanHy rigpoxnopuay BupobHuLTBa Sanofi-Aventis
TabneTok y 6nictepi; Deutschland GmbH, HimeuyunHa (3aTBepmkeHunin ceptuddikat
no 1 a6o 2 6nictepu BiAgnoBiaHoCTI E€Bponelickkiit hapmakonei Ne R1-CEP 2009-297-Rev
B KApPTOHHIli KopobL,i 00). BBegeHHS HOBOTO aNlbTEPHATMBHOIO NPOL,ECY BUPOGHNLITBA
dhekcodheHaavHy rigpoxnopuay. MNpoBefeHnin eneMeHTHU aHani3
BMicTy meTanis y A®I BignosigHo fo ICH Q3D; 3MiHu | Tuny - nogaHHsA
OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI E€Bponeiickkili hapmakonei
Ne R1-CEP 2009-297-Rev 02 Bif 3aTBEpAKEHOr0 BUPO6GHMKa ADI
dekcodeHaanHy rigpoxnopugy BupobHuLTBa Sanofi-Aventis
Deutschland GmbH, HimeuunHa. logaHo HoBWiA
razoxpomartorpadiyHuii METOA KOHTPOJTHO 3a/IMLLKOBMX PO3UYUHHMKIB
aueToHy Ta eTunauerary
7. ANOMYPUHO | Tabnetku no 100 wmr, ToBapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiania: 3MiHun | Tuny - 3MiHn 3a UA/19063/01/01
N-300POB'A | no 10 TabneTtok y BO 3 06MexeHo Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHu) - peyenmom
6nictepi, no 5 06MmexeHo BiANOBIAA/ILHICTIO OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKM NTiKapCbKOro 3acoby 3
6nicTepis y kopobui 10 "®apmaveBTuyHa BHECEHHSAM iHchopMalLii LLO0A0 3a3HAYEHHS OAVMHULE BUMIPIOBaHHS Y
3 KapToHYy Bignosiga KomMnaHis “3gopos'a” cuctemi Sl, iHdhopmauii WoA0 ToBapHOTro 3HakKy, /I0roTUny KomnaHii Ta
NBHICTIO iHLLIOT TEXHIYHOT iHGhopMaLii. BBeAEHHS 3MiH NPOTAroM 6-Tn MicsLiB
"dbapmaue nicns 3aTBepmpKeHHs.
BTUYHA
KOMMaHis
"3popos's"”
8. ANONYPUHO | Tabnetku no 300 wmr, ToBapuct Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3miHn 3a UA/19063/01/02
Nn-300POB'A | no 10 TabneTok y BO 3 06MeXeHOo oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsay (iHwi 3miHu) - peyenmom
6nictepi, no 1 a6o 5 06MeXeHo BiANOBIAA/TbHICTIO OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM JTIKApCbKOro 3acoby 3
6nicTepiB y kopobui 10 "papmMaueBTNYHa BHECEHHAM iHhopMaLlii LWoA0 3a3Ha4YeHHA OAVHULb BUMIPIOBAHHSA Y
3 KapTOHYy Bignosiga KoMnaHis "3gopos'a” cuctemi S, iHchopmalii WoA0 TOBAPHOro 3HakKy, JI0roTuny KomnaHii Ta
JIBHICTIO iHLLIOT TeXHI4YHOI iHhopMaLii. BBeAEHHSI 3MiH MPOTAroM 6-T1 MicsLiB
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
"®apmaue nicns 3aTBepkKeHHs.
BTUYHA
KOMMaHis
"3popos's"
9. AMIKCH® TabneTkn, BKpUTI ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/2559/01/01
IC 06010HKo10, no 0,06 BO 3 [0[4aTKOBOK Lofo 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
r, no 3 TabneTkn y fofaTkoBo BifJNOBIAaIbHICTIO 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarisgy
6nictepi; no 1, 2 abo 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
3 6nicTepu B nauu; Bignosiga 3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAAUTbHOI 3a 3A4IICHEHHS
no 5 tabnetok y JIBHICTIO dhapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy 3asBHVKa
6nictepi; no 2 "IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
6nictepu B nayyj M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHApiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
10. | AMIKCUH® TabneTkn, BKpUTI Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 6e3 UA/2559/01/02
IC 060/10HKOH, MO BO 3 [04aTKOBOK Lofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
0,125r,no 3 [00aTKoBO Bif4nNoBIAA/IbHICTIO 3MiHWN [0 y3araslbHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy
Tabnetkn y énicrepi; 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
nol,2a6o3 Bignosiga 3MiHa YNOBHOB&aXeHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34IICHEHHS
6nictepn B nayj; no NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
5 TabneTok y "IHTEPXI 0N 34iCHEHHS hapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
6nictepi; no 2 M YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nictepu B navy,j thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
11. | AMIJIAPIC Tabnetkn Ans ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peECcTpaLjiiiHuX MaTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/14891/01/01
PO3CMOKTYBaHHS N0 BO 3 [104aTKOBOIO oo 6esnekun/edeKkTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyernma
8 TabneTok y fofaTkoBo BifJNOBIAabHICTIO 3MiHW A0 y3arasibHeHWX AaHuX Npo cuctemy thapmakoHarnsgy
6nictepi; no 1 abo 2 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPo cuctemy dhapmakoHarnagy,
6nicTepn B nayui 3 Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
KapToHy NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHa BifMIHHA Bif,
M YMOBHOB&XXEHOT 0CO6U, BiANOBIfabHOI 3a 34iiCHEHHS

thapmakoHarnagy (BK/ouakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy) - 3MiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a papMakoHarnisga.

MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOIT 0CO6M, BiANOBiJa/IbHOI 3a
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
dpapMakoHarnsg
12. | AMIIAPIC Tabnetkn Ans ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/14892/01/01
PO3CMOKTYBaHHS 3i BO 3 [04aTKOBOO oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
CMaKoM anesibCuHy fofaTkoBo BifJNOBIAaIbHICTIO 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarnsgy
no 8 Tabnetok y 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
6nictepi; no 1 a6o 2 Bignosiga 3MiHa YNOBHOB&XEHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34IICHEHHS
6nictepu B nayui 3 NBHICTHO thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dpapMakoHarnsay 3asBHUKa
KapToHy "IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOI 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHApiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapMakoHarnsg
13. | AMIZIAPIC TabneTkn ons Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3mMiHKU | TUMY - 3MiHK 6e3 UA/14893/01/01
PO3CMOKTYBaHHS 3i BO 3 [04aTKOBOO oo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
CMaKOM BULLHI Mo 8 [04aTKoBO Bi4nNoBiAaIbHICTIO 3MiHWN [0 y3araslbHeHUX JaHuX Npo cuctemy dhapmMakoHarniagy
Tabnetok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
no 1 a6o 2 6nictepu Bignosiga 3MiHa YNOBHOB&XeHOI 0Co6MU, BiAMNOBIAaUTbHOI 3a 3A4IICHEHHS
B MauLi 3 KapToHy NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34iACHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOB&XEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
14. | AMIUATPOH NMOPOLLOK A/1A Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHU | TURY - 3MiHK 6e3 UA/13911/01/01
® OpasIbHOIO PO3YNHY BO 3 [104aTKOBOIO wofo 6esnekun/edeKkTMBHOCTI Ta hapmakoHarnagy. BeegeHHs a6o peyernma
no 23 r y cawue; no [oJaTkoBo BifJNOBIAabHICTIO 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarnsgy
23 ry cauwe; no 10 0 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPO cuctemy hapmakoHarnagy,
calle B nauuj 3 Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
KapToHy NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHa BiMIiHHA Bif,
M YNOBHOB&XXEHOT 0CO6U, BiANOBIfabHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy) - 3MiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a dapMakoHarnsga.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOT 0CO6M, BigNOBiga/IbHOT 3a
(hapmakoHarnsg
15. | AMIUATPOH MOPOLLOK A/1A Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3MiHU | TUMY - 3MiHK 6e3 UA/14116/01/01
® BE3 Opa/IbHOTO PO3YMHY, BO 3 [04aTKOBOIO wofo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenma
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
LYKPY no 13 ry cauwe; no [04aTKOBO BifJNOBIAaIbHICTIO 3MiHW [0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarisgy
13 ry cawe, no 10 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHWUX NPOo cucTemy hapmakoHarnagy,
calle y nauui 3 Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAANLHOI 3a 34iACHEHHS
KapToHYy JIBHICTIO dhapmakoHarnsgy; KOHTaKTHOi 0cobm 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
[\ YNOBHOBaXXEHOT 0CO6U, BiNOBIAANLHOI 32 3[iACHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXXEHOT 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
dpapMakoHarnsg
16. | AMILATPOH NOpPOLLOK A5 ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peeCcTpaLjiiiHuX MaTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/16181/01/01
® Nnc OPa/IbHOTO PO34UHY, BO 3 [0[aTKOBOK Lofo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
no5ry cauwe, no 10 | goAaTrkoso BifJNOBIAaIbHICTIO 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarisgy
calle y nauui 3 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
KapToHy Bignosiga 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAaUTbHOI 3a 3A4IICHEHHS
JIBHICTIO dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHa BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - aMmiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapMakoHarnsg
17. | AMIUATPOH NOpPOLLOK A5 Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 6e3 UA/16182/01/01
® NMKOC BE3 | opa/ibHOro po34nHy BO 3 [04aTKOBOK Lofo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
LYKPY no5ry cauwe; no 10 | goaarkoBo Bi4nNoBiAaIbHICTIO 3MiHWN [0 y3arasibHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy
calle y nauui 3 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
KapToHy Bignosiga 3MiHa YNOBHOB&aXeHOI 0CO6M, BiAMNOBIAaUTbHOI 3a 3A4iICHEHHS
JIbHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI 0N 34iCHEHHS hapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
18. | AMIUATPOH NMOPOLLOK A/1A Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHU | TUMY - 3MiHK 6e3 UA/13912/01/01
® ®OPTE OpasIbHOTO PO3UUHY BO 3 [01aTKOBOO oo 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenma
no 23 ry caule; no [04aTKOBO BiINOBIA&/ILHICTIO 3MiHM [0 y3ara/lbHEHUX JaHuX Npo cuctemy hapmaxkoHarnsagy
23 ry caue; no 10 0 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPo cuctemy dhapmakoHarnagy,
caule B nayuj 3 Bignosiga 3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNoBigaIbHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KapToHYy JIBHICTIO dhapmakoHarnsgy; KOHTaKTHOi 0cobm 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iiCHEHHS hapMakoHarsay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
[\ YNOBHOBaXXEHOT 0CO6U, BiNOBIAANLHOI 32 3/iACHEHHS
thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
dpapMakoHarnsg
19. | AMIUATPOH NOpPOLLOK A5 ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/14117/01/01
® POPTE 0pasibHOro PO3UUHY BO 3 [04aTKOBOO oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
BE3 LYKPY no 13 ry cauwe; no [04aTKOBO BiANOBIAA/IbHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Mpo cuctemy dpapmakoHarnsgy
13 ry cawe, no 10 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
calle y nauui 3 Bignosiga 3MiHa YNOBHOB&XeHOI 0CO6MU, BiANOBIAAUTbHOI 3a 3A4IICHEHHS
KapToHY JBHICTIO dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iCHEHHST dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHSA
thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHApiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapMakoHarnsg
20. | AMOKCUN® Tabnetku no 500 mr MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHU | TUMy - 3MiHKU 3 3a UA/1081/01/02
no 10 TabneTok B "Kuismegn "Kuismepgnpenapar" AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa peyenmom
6nictepi; no 2 penapat” po3Mipy cepii (Bk/toYatoun dianaszoH po3mipy cepii) roToBoro
6nictepu B nauLi nikapcbkoro 3acoby (36inbLueHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPMKEHUM PO3MIPOM) - BBEAEHHS A0AaTKOBUX PO3MIpIB cepil
'N3. 3anponoHoBaHo: 100 kr, o cTaHoBUTb 131 578 TabneTok (Big
90,0 «r, wo crtaHoBUTbL 118 421 Tabnetok Ao 110,0 Kr, W0 CTaHOBUTb
144 736 Tabnetok); 700 Kr, Wwo ctaHoBUTbL 921 052 TabneTok (Big,
630,0 Kr, Lo cTaHOBUTb 828 947 TabneTtok Ao 770,0 Kr, W0 CTaHOBUTb
1 013 157 Tabnetok)
21. | AMOKCUN® Tabnetkn no 250 mr NAT YKkpaina MAT YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUMY - 3MiHK 3 3a UA/1081/01/01
no 10 TabneTok B "Kuismegn "Knismegnpenapar” sKocTi. [OoTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHa peyenmom
6nictepi; no 2 penapart" po3mipy cepii (Bknoyaroun gianasoH po3mipy cepii) roToBoro
6nicTepn B nauLi nikapcbkoro 3acoby (36inbweHHs 4o 10 pasiB NOPIBHSAHO i3
3aTBepXeHVM PO3MIpOM) - BBEZleHHS A0AAaTKOBMX PO3MIpiB cepii
'N3. 3anponoHosaHo: 100 Kr, Lo cTaHoBUTb 263 157 TabneTok (Big
90,0 «r, Wwo cTaHoBUTL 236 842 Tabnetok Ao 110,0 Kr, W0 CTaHOBUTb
289 473 Tabnetok). 300 kr, Lo cTaHOBUTL 789 473 TabneTok (Big
270,0 kr, Wwo ctaHoBuTb 710 526 Tabnetok Ao 330,0 kr, L0 CTaHOBUTb
868 421 TabneTokK)
22. | AMOKCUN-K | Tabnetku, BKpUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHU | TUMy - 3MiHU 3 3a UA/15934/01/01
1000 NNiBKOBOIO "Knismegn "KuiBmegnpenapar" SAKOCTi. [0TOBWIA NiKapcbknii 3aci6. 3mMiHW Y BUPpOGHULTBI. 3MiHa peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
o60s10HKot0, Nno 875 penapart" po3mipy cepii (BktoYaroum gianasoH po3mipy cepii) roToBOro
Mr/125 wr, no 7 nikapcbkoro 3acoby (36inbweHHs A0 10 pasiB NopiBHSAHO i3
TabneTok y 6nictepi; 3aTBEPKEHUM PO3MIPOM) - BBEEHHSA [0AATKOBOro po3mipy cepii
no 2 6nictepv B 'N3. 3anponoHoBaHo: 51 kr (34 482 TabneTtok); 153 kr (103 448
nauui 3 KApTOHY TabneTok); 510 kr (344 827 TabneTok)
23. | AHATPENIL Kancynm Teepgi no 1 3eHTiBA, Yecbka BMPOGHMLTBO "in Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/17240/01/02
3EHTIBA mr; no 100 kancyn y K.C. Pecny6nika bulk", nepBuHHe Ta Himeuun AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
nasawyi; no 1 naswui BTOPVHHE Ha/ NPoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBOro /ikapcbkoro
Y KaPTOHHIN nauvui nakyBaHHs, XiMiko- Yecbka 3aco6y, BKIOYauM AiNibHNLi BUNYCKY cepii abo Micue npoBefeHHs
hiznyHe Pecny6ni | KOHTpOs AKOCTI. (BiS/IbHICTL, 3a AKY BiAnoBigae BUPOGHMK/iMnopTep,
TecTyBaHHs, Ka BK/1HOUAKOUM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka MN13 CIHTOH
Bignosigae 3a XICNAHIA, C.N., IcnaHis (Bupo6HMLTBO "in bulk", nepsnHHe Ta
BWMYCK Cepil: BTOPUHHE MaKyBaHHS, XiMiko-hi3nyHe TecTyBaHHs, BiANoBigae 3a
CIHTOH XICMAHIA, BUMYyCK cepii), 63 3MiHN MicLA BUPO6HULTBA. TepMiH BBEAEHHS 3MiH
C.J1., IcnaHis; npoTArom 6 micAuiB nicns 3aTBepaKeHHs
BTOPWHHE
nakyBaHHs:
PotteHpgopg dapma
M6X, HimeuunHa;
XiMiKO-pi3nyHe
TecTyBaHHS:
KBIHTA-
AHANITUKA c.p.o.,
Yecbka Pecny6nika
24. | AHATPENIL Kancynm Teepgi no 3eHTiBAa, Yecbka BMPOGHMLTBO "in Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/17240/01/01
3EHTIBA 0,5 mr no 100 K.C. Pecny6nika bulk”, nepsrHHe Ta Himeyun AfMiHiCTpaTuBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peyenmom
Kancyn y nasLi; no BTOPVIHHE Ha/ NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
1 nnswyiy nakyBaHHs, XiMiko- Yecbka 3aco6y, BKOYauM AibHULi BUNYCKY cepii abo Micue npoBefeHHs
KapTOHHIM navui i3nyHe Pecny6ni | KOHTpoOs AKOCTI. (BiS/IbHICT, 3a Ky BiANOBiAae BUPOGHMK/iMNopTep,
TeCTyBaHHs, Ka BK/1HOUAKOUM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka M13 CIHTOH
Bignosigae 3a XICNAHIA, C.N., IcnaHis (Bupo6HMLTBO "in bulk”, nepenHHe Ta
BUNYyCK cepil: BTOPVHHE NakKyBaHHS, XiMiKo-(hi3uyHe TeCTyBaHHs, BiANoBigae 3a
CIHTOH XICMAHIA, BUNYyCK cepii), 63 3MiHM MicLA BUPO6HULTBA. TepMiH BBEAEHHS 3MiH
C.J1., IcnaHis; npoTArom 6 micAuiB nicns 3aTBepKeHHS
BTOPWHHE
nakyBaHHs:
PotteHgopg dapma
'M6X, HimeuunHa;
XiMiKO-pi3nyHe
TecTyBaHHS:
KBIHTA-
AHANITUKA c.p.o.,
Yecbka Pecny6ika
25. | AHINOP PO34MH 4151 POTOBOI MpuBatHe YKpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB; 3MiHW | TUNY - 3MiHK 3 6e3 UA/18048/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
NOPOXHWHY; Mo 120 aKLioHepH akujioHepHe AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPO6GHMLTBI. 3MiHa peyenma
M a6o 200 mny e TOBapucTBo po3Mipy cepil (Bk/toYatoun dianaszoH po3mipy cepii) roToBoro
h1aKoHi CKNsHOMY; TOBapucTB hapmavreBTuyHa nikapcbkoro 3acoby (3mMmeHweHHs 10 10 pasiB) - BBEAEHHA AOAATKOBUX
no 1 donakoHy 3 o] thabpuka "Biona" po3wmipiB cepii 113. 3anponoHoBaHo: - hnakoHu no 120 mn: 4 396 -4
MipHUM thapmaue 504 wr., 5279 - 5405 wr., 6 162 - 6 306 wr., 7 045 - 7 207 wr., 8
CTakaH4MKoM B BTUYHA 148 — 8 333 wt., 8 810 - 9 009 wrT., 9 693 — 9 909 WT.; - hraKOHN NO
nauyj; no 120 mn thabpuka 200 mn: 2 637 - 2 702 wr., 3 167 - 3 243 wr., 3696 - 3 783 wr., 4 226
a6o no 200 mny "Biona" -4 324 wr., 4889 —5000 wr., 5286-5 405 wr., 5816 — 5 945 wr.
donakoHi
noniMepHomy; no 1
dhnakoHy 3 MipHUM
CTakaH4YMKOM B nayLi
26. | AHrIIOP cnpeii 4ns poToBoi MpuBaTHe | YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasis: 3MiHW | TuMy - 3MiHu 3 6e3 UA/18048/02/01
NOpPOXHWHK no 50 akuioHepH akuioHepHe sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHa peuenma
My dNaKoHi e TOBapUCTBO po3mipy cepii (BknouYaroum gianasoH po3mipy cepii) roToBoro
cKnsHoMy; no 1 TOBapuCTB chapmaueBTUyHa nikapcbkoro 3acoby (3MeHLweHHsa A0 10 pasiB) - BBEEHHA [04aTKOBUX
dhnakoHy pasom 3 o] thabpuka "Biona" po3mipis cepii [/13. 3anponoHoBaHo: - onakoHu no 50 mn: 10 336 - 10
ny/ibBEPU3aTopom y thapmaue 810 wr., 12411 - 12 972 wr., 14 491 - 15 135 wr., 16 563 - 17 297
nauui BTUYHA wr., 19 157 — 20 000 wr., 20 714 - 21 621 wrt., 22 790 — 23 783 LWT.
habpuka
"Biona"
27. | APTU®NEKC | kancynu no 10 Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |l Tuny - BBEAEHO 6e3 UA/12774/01/01
YNbTPA Kancyn y énictepi; BO 3 06MeXeHo HOBOro BMpo6HUka A®I ntoko3amiHy cynibdaTy HaTpito X1opua, peuenma
no 6 a6o 12 0bMexeHo BiANOBIAALHICTIO BMpo6HMLUTBa BIOIBERICA, S.A.U., Spain (agpeca: C/Antic Cami de
6nictepiB y kopobui 10 "papmMaueBTNYHa Tordera, 109-119, Palafolls, 08389 Barcelona, Spain) foaaTkoBo [0
3 KapTOHY Bignosiga KomMnaHis "3gopos'a” 3aTBepxeHoro Bupo6Hrka Yantai Dongcheng Biochemicals Co., Ltd,
NbHICTIO China
"®Gapmaue
BTUYHA
KOMMaHis
"3popos's"”
28. | APTULLUOKA PO3UMH OpabHWIA, Tosapuct Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | TURY - 3MiHK 3 6e3 UA/0140/02/01
EKCTPAKT- 100 mr/mn, no 100 BO 3 06MEXEHO SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
340POB'A MY pakoHi 06MeXeHo BiANOBIAA/IbHICTIO KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
nonimepHomy; no 1 () "®apmaLeBTUyHa roTOBOrO /iKapCbKOro 3acoby (BU/y4YeHHs1 yNakoBKv NEBHOro po3mipy)
nakoHy 3 Bignosiga KoMnaHis "3gopos'a” - BUy4yeHHs nakyBaHHs no 100 mn y donakoHi 3i ckna; no 1 cpsiakoHy 3
[03Yy04nM NBHICTIO [03y04MM NPUCTPOEM Y KOpoo6Li 3 kapToHy Ta in bulk: no 10 n a6o no
NPUCTPOEM Y "dapmate 50 n'y 6oukax 3 BiANOBIAHMMN 3MiHAMW Y p. «YNakoBKa». BBeAeHHSA
KOpo6Li 3 KApTOHY BTMYHA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
KoMMaHis
"3popos'a”
29. | ACKOPIN Tabnetku, no 10 neHmapk IHAis neHmapk IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHU | TUMy - 3MiHKU 3 3a UA/11237/01/01
TabneTok y 6nictepi; dapmach dapmacbloTVKan3 akocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA BUXIAHOro/NPOMKHOrO peyenmom
no 1 a6o no 2, a6o I0TVKaN3 n1g. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOOHNYOMY MPOLIEC
no 5 6nictepis B nra. A®Il, ab0 3miHa BUpO6GHMKa (BKIKOYatouu, ae HeobxigHo, micue

KapTOHHIlA ynakoBLi

npoBefeHHs1 KOHTPO/I0 skocTi) AP (3a BigcyTHOCTI cepTuddikata
BigNoBiAHOCTI €Bponelicbkili hapmakonei y 3aTBepapKeHOMY A0ChE)
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
(3anponoHoBaHWin BUPOBHMK HaNNEeXWTb A0 TiEl camoi BUPOH6HUYOI
rpyny NiagnprueMCTB, LU0 i1 3aTBEPXKEHWNIA) - 3MiHA BUPOGHMYOT
AinbHUUI AitoYoi peyoBUHY rBalidheHe3nHy; 3anponoHOBaHO:
Synthokem Labs Private Limited Unit Il — Plot No: 222 to 224 & 235 to
237, Phase — Il, IDA, Pashamylaram, Patancheru Mandal,
Sangareddy District -502319, Telangana State, India
30. | ACKOPIN cvpon no 100 mn "neHmapk IHAjs 'neHmapk IHAis BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasis: 3MiHU | TuMny - 3MiHu 3 3a UA/8670/01/01
EKCMNEKTOP abo no 200 mny dapmach dapmacboTukans AKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKA BUXiZHOrO/MPOMKHOIO peuenmom
AHT nnacTMKoBMX abo 0TUKa3 nra. NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NPOLEC
CKNSIHMX chnakoHax; nra. A®I, abo 3miHa BUpOOHYKa (BKOYaroun, ae HeobxigHo, MicLe
no 1 cpnakoHy pasom npoBeAeHHs KOHTPOAo AkocTi) AP (3a BigCyTHOCTI cepTudikaTa
3 MipHVM KOBMA4KoM Bi4NOBIAHOCTI €Bponelichbkili hapmakonei y 3aTBepaKeHOMY [0ChHE)
Y KapPTOHHiIl (3anponoHoBaHWit BUPOBHMK HaNeXWTb A0 TiEl camoi BUPOH6HUYOI
ynakoBLi rpyny NiagnpUeEMCTB, LU0 i1 3aTBEPKEHWNIA) - 3MiHA BUPOGHMYOT
OiNbHUUI Ail0Y0I pevoBUHM rBaitheHe3nHy; 3anponoHOBaHO:
Synthokem Labs Private Limited Unit Il — Plot No: 222 to 224 & 235 to
237, Phase — I, IDA, Pashamylaram, Patancheru Mandal,
Sangareddy District -502319, Telangana State, India
31. | ACKO®EH N Tabnetku; no 6 AT Ykpaina AT "ly6Hnchapm" Ykpaina BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepiasiB: yTOUHEHHS Ne 6, Ne 10 UA/8791/01/01
TabneTok y "ly6HUha peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne 2852 Big, - 6e3
6nictepax; no 6 pm" 23.12.2021 B npoLeci BHECEHHS 3MiH. 3anpornoHoBaHa pejakuisi: peyenma;
Tabnetok y 6nictepi, 3MiHu | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema Ne 60, Ne
no 10 6nicTepis y KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu 100 - 3a
nadui; no 10 roTOBOrO NiKapCbKoro 3acoby (3MiHa KiibKOCTi 0auHMLE (Hanpukiag, peyenmom
TabneTok y Tabnetok, amny TOL0) B ynakoBLi:) - 3MiHa no3a AianasoHom
6nictepax; no 10 3aTBEpKEHNX PO3MIPIB YNakoBKW - BBeAEHHS A0AaTKOBOro BUAY
TabneTtok y énicrepi, ynakoBku 6 abo 10 TabneTtok y 6ictepu, no 10 6aicTepiB y nayky, 6e3
no 10 6nictepiB y 3MiHV NePBUHHOIO NakyBasIbHOTO MaTepiany, 3 Bi4noBigHUMY 3MiHAMU
nauui B PO34iN «YNaKkoBka». 3MiHVW BHECEHI B iIHCTPYKLitO ANS MeANYHOro
3acTOCYyBaHHS MikapCbKOro 3acoby B pO3Ais «YnakoBKa» y 3B'A3Ky 3
BBE/JIEHHSIM JOAATKOBOro po3mipy ynakoBok /13 (no 10 6nicTepis y
nauui) Ta sk Hacnigok — B po3ain «Kareropis Bignycky» (3a peLenTtom:
Ne 60 (6x10) Ta Ne 100 (10x10)). 3aTBEpPAKEHHS TEKCTY MapKyBaHHS
[08aTKOBMX YNakoBOK Nikapcbkoro 3acoby. BeefeHHSA 3MiH MPOTAroM
6-TU MicALIB Nic/s 3aTBEPKEHHS.
32. | ACMPIKC crpeli HaszanbHUI TOB HB® YKkpaina TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiastiB: 3MiHu | Tuny - 3a UA/14621/01/01
[o3oBaHuii, 15,75 "MIKPOXI "MIKPOXIM" BWTyYEHHSI BUPOOHUYOI AinbHULi ans Ad| (KeToponaky TpomMeTaMiHy) peuyenmom
mr/go3sa no 4 mn (40 [\ FETEPO APAI3 NIMITEL, IHaia. 3aTBepaxeHa BUpobHNYa AinbHULA,
003) y donakoHi; no 1 wo sanuwmnack - CAVUIME/[, NIAB3 NIIMITE/, IHAis — BUKOHYE Ti cami
dhnakoHy y navui 3 OYHKLT, Lo BUyYeHa
KapToHY
33. | ATOPUC® TabneTku, BKPUTI KPKA, CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpavliiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3 3a UA/5302/01/03
NNiBKOBOIO 4a.4., Hoso bulk", nepBuHHe Ta AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKOro peuyenmom
060/10HKO0, 20 MP MecTo BTOPVHHE 3ac006y (iHLWi 3MiHN) - OHOB/IEHHS BXE 3aTBEPMKEHNX METOLIB
no 10 Tabnetok y nakyBaHHs, KOHTpO/H0 AKOCTI /13, a came BUKIafeHHsA TEKCTY [epXXaBHO MOBO
6nictepi, no 3 abo KOHTPONb cepii Ta 3riHO CyYacCHMX BMMOT i3 BHECEHHSAM pefaKLiliHNX NPaBoK TEXHIYHOrO
no 9 6nictepis y BUMNYCK cepil: XapakTepy Ta He3HaYHUMY KOPEeKLisiMY Onucy MeTogis. BeeaeHHs

KapPTOHHI KOpooLj

KPKA, a.4., Hoso

3MiH NPOTAroM 6-TW MICALLIB NiC/1A 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

mecTo, CroBeHis;
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Kemina6 g.0.0.,
CnoseHis

3 akocTi. CepTudikar BignosigHocTi/lE-cepTuddikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOIO cepTudpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MPOMiKHOr0 NPOAYKTY, LLO BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; ANt AONOMIKXHOT pevyoBuHN (cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAKEHOro BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaTty BignoBiAHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 00 (3aTBepakeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigparty; 3miHun | Tuny - 3miHu 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOHO SAKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha
AKil 30iACHIOETLCSA KOHTPO/b/BMNPOGYBaHHSA cepii) - 3amiHa AinbHUL,
Ha SIKill 34iICHI0ETLCA KOHTPO/b cepii AnA BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3miHu | TUNYy - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpONEChKii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTuchikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MPOMiKHOr0 NPOAYKTY, LLO BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; AN AONOMIKXHOT pevyoBuHN (cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAKEHOro BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaTty BignoBiaHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHnka KRKA, d.d., Novo
mesto, Slovenia ans A®l aTopBacTaTuHy KasbLilo Tpurigpary, y
3B'A3KY i3 3MIHOI0 aAMiHiCTPaTUBHOI agpecy BUPOOGHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJHOI CUPOBUHU

34.

ATOPUC®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO10, 1Mo 10
Mmr no 10 TabneTok y
6nictepi, no 3 abo
no 9 6nictepis y
KapTOHHI Kopoo6Li

KPKA,
n.4a., Hoeo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
Kemina6 g.0.0.,
CnoseHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco006y (iHLi 3MiHW) - OHOB/IEHHS BXe 3aTBEPIKEHUX METOLAIB
KOHTPOIO SIKOCTi /13, a came BUKNAAEHHSI TEKCTY AEPXKABHO MOBOH
3rifIHO Cy4aCHUX BUMOT i3 BHECEHHAM pefakuiliHNX NpaBok TEXHIYHOTo
XapakTepy Ta He3HaYHUMM KOpPeKLisiMy onvcy MeToiB. BBeaeHHS
3MiH NPOTAroM 6-TK MiCALB NiCAS 3aTBEPMKEHHS; 3MiHU | TNy - 3MiHK
3 akocTi. CepTudikar BignosigHocTi/l E-cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHA HoBoOro abo
OHOB/IEHOrO cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/NPOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI APl; AN 4ONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudiikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei R1-CEP 2013-

3a
peyerimom

UA/5302/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

024-Rev 00 (3aTBepaxeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigparty; 3miHu | Tuny - 3miHu 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOIHO SAKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa abo fofaBaHHS AiNbHUL, Ha
AKili 30iICHIOETLCSA KOHTPO/b/BMNPOGYBaHHSA cepii) - 3amiHa AinbHUL,
Ha SIKill 34iACHI0ETLCA KOHTPO/b cepii An1A BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3miHu | TUnNYy - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpONECHKii
thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MpPoOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; AN AONOMIKXHOT pevyoBuHN (cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) - OHoBNeHWI cepTudikar
Bifj y)ke 3aTBEPAKEHOr0 BUPOGHMKA - NOAaHHA OHOBMIEHOTO
cepTudikaTty BignoBiaHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto, Slovenia gns A®l aTopBacTaTuHy KasbLilo Tpurigpary, y
3B'A3KY i3 3MIHOI0 aAMiHiCTPaTUBHOI agpecy BUPOOGHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJHOI CUPOBUHU

35.

ATOPUC®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 30
mr, no 10 TabneTok y
6nictepi; no 3 abo
no 6, abono 9
6nictepis B
KapTOHHI Kopoo6Li

KPKA,
n.4a., Hoeo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
Kemina6 g.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco006y (iHLi 3MiHW) - OHOB/IEHHS BXe 3aTBEPIKEHUX METOLAIB
KOHTPOIO SIKOCTi /13, a came BUKNAAEHHSI TEKCTY AEPXKABHO MOBOH
3rifIHO Cy4aCHUX BUMOT i3 BHECEHHAM pefakuiliHNX NpaBok TEXHIYHOTo
XapakTepy Ta He3HaYHUMM KOpPeKLisiMy onvcy MeToiB. BBeaeHHS
3MiH NPOTAroM 6-TK MICALB NiCAs 3aTBEPMKEHHS; 3MiHU | TNy - 3MiHK
3 akocTi. CepTudikar BignosigHocTi/l E-cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHA HoBoOro abo
OHOB/IEHOrO cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/NpOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMLTBI APl; 4N AONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaty BignosigHoOCTi €Bponeiicbkili hapmakonei R1-CEP 2013-
024-Rev 00 (3aTBepaxeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigpary; 3miHu | Tuny - 3miHu 3
SKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO /liKkapcbkoro 3acoby (3amiHa abo foAaBaHHSA AiNbHUL, HA
AKili 30iiCHIOETLCA KOHTPO/b/BUNPOGYBaHHS cepii) - 3amiHa AinbHUL,
Ha SIKill 34iICHI0ETLCA KOHTPO/b cepii An1A BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3mibu | TMnNy - 3miHK 3 siKocTi. CepTudikar

3a
peyerimom

UA/8671/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpONEChKii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTuchikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MPOMiKHOr0 NPOAYKTY, LLO BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; ANt AONOMIKXHOT pevyoBuHN (cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAKEHOro BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaTty BignoBiAHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHnka KRKA, d.d., Novo
mesto, Slovenia gns A®l aTopBacTaTuHy KasbLilo Tpurigpary, y
3B'A3KY i3 3MIHOI0 aAMiHiCTPaTUBHOI agpecy BUPOOGHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJHOI CUPOBUHU
36. | ATOPUC® TabneTkun, BKPUTI KPKA, CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3 3a UA/8671/01/01
NAiBKOBOO a.n., Hoso bulk", nepBuHHe Ta AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro peyenmom
060/10HKO10, M0 40 MecTo BTOPVHHE 3aco006y (iHLi 3MiHW) - OHOB/IEHHS BXe 3aTBEPIKEHUX METOLAIB
Mmr no 10 TabneTok y nakyBaHHs, KOHTPOIO SIKOCTi /13, a came BUKNAAEHHSI TEKCTY AEPXKABHO MOBOH
6nictepi, no 1 abo KOHTpO/b cepii Ta 3riHO CyYaCHMX BMMOT i3 BHECEHHAM pefaKLiiiHNX MPaBoK TEXHIYHOro
no 3 abo no 9 BUMYCK cepii: XapakTepy Ta He3HaYHUMM KOpPeKLisiMy onvcy MeToiB. BBeaeHHS

6nictepiB y
KapTOHHI Kopoo6Li

KPKA, a.4., Hoso
mMecTo, CrnoBeHis;
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mMecTo, CroBeHis;
Kemina6 g.0.0.,
CnoseHis

3MiH NPOTAroM 6-TK MICALB NiCAs 3aTBEPMKEHHS; 3MiHU | TNy - 3MiHK
3 akocTi. CepTudikar BignosigHocTi/lE-cepTudiikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/NpOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; AN AONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaty BignosigHOCTI €Bponeiicbkili hapmakonei R1-CEP 2013-
024-Rev 00 (3aTBepaxeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigpary; 3miHu | Tuny - 3miHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roTOBOrO /liKkapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, HA
AKili 30iiCHIOETLCA KOHTPO/b/BUNPOGYBaHHS cepii) - 3amiHa AinbHUL,
Ha SIKill 34iICHI0ETLCA KOHTPO/b cepii An1A BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3miHu | TUnNy - 3miHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/NPOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI APl; AN 4ONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudiikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei R1-CEP 2013-
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto, Slovenia gns A®l aTopBacTaTuHy KasbLilo Tpurigpary, y
3B'A3KY i3 3MIHOI0 aAMiHiCTPaTUBHOI agpecy BUPOOGHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJHOI CUPOBUHU

37.

ATOPUC®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, 60 Mmr,
no 10 TabneTtok y
6nictepi; no 3 abo
no 6, abono 9
6nictepis B
KapTOHHI Kopoo6Li

KPKA,
n.4a., Hoeo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b cepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
Kemina6 g.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco006y (iHLi 3MiHW) - OHOB/IEHHS BXe 3aTBEPIKEHUX METOLAIB
KOHTPOIO SIKOCTi /13, a came BUKNAAEHHSI TEKCTY AEPXKABHO MOBOH
3rifIHO Cy4aCHUX BUMOT i3 BHECEHHAM pefakuiliHNX NpaBok TEXHIYHOTo
XapakTepy Ta He3HaYHUMM KOpPeKLisiMy onvcy MeToiB. BBeageHHS
3MiH NPOTAroM 6-TK MiCALB NiCAS 3aTBEPMKEHHS; 3MiHU | TNy - 3MiHK
3 akocTi. CepTudikar BignosigHocTi/l E-cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOrO cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMLTBI APl; 4N AONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaty BignosigHOCTI €Bponeiicbkili hapmakonei R1-CEP 2013-
024-Rev 00 (3aTBepgxeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigpary; 3miHum | Tuny - 3miHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
rOTOBOrO /likapcbkoro 3acoby (3amiHa abo goAaBaHHS AiNbHUL, HA
AKili 30iiCHIOETLCA KOHTPO/b/BUNPOGYBaHHS cepii) - 3amiHa AinbHUL,
Ha SIKill 34iICHI0ETLCA KOHTPO/b cepii An1A BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3miHu | TUnNy - 3miHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/NpOMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMLTBI APl; 4N AONOMIXHOT pevyoBuHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBIEHOTO
cepTudikaty BignosigHoOCTi €Bponeiicbkili hapmakonei R1-CEP 2013-
024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto, Slovenia ans A®l aTopBacTaTuHy KasbLilo Tpurigpary, y
3B'A3KY i3 3MIHOI0 aAMiHICTPaTUBHOI agpecy BUPOOHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJAHOI CUPOBUHU

3a
peyerimom

UA/8671/01/03

38.

ATOPUC®

TabneTkn, BKpUTI
NNiBKOBOH
060/10HKOt0, 80 Mmr,
no 10 TabneTok y

KPKA,
n.4a., Hoeo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk”, nepsrHHe Ta
BTOPWHHE
nakyBaHHs,

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco06y (iHLUi 3MiHW) - OHOB/IEHHS BXe 3aTBEPKEHUX METOLIB
KOHTPOH SIKOCTi /13, a came BUKNAAEHHSI TEKCTY AEPXABHOK MOBOH

3a
peyerimom

UA/8671/01/04
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
6nictepi; no 3 abo KOHTpO/b cepii Ta 3riHO CyYaCHMX BMMOT i3 BHECEHHAM pefaKLiiHNX MPaBoK TEXHIYHOro
no 6, abo no 9 BUMYCK cepii: XapakTepy Ta He3HaYHUMM KOpPeKLisMy onvcy MeToiB. BBeaeHHS
6nictepis B KPKA, a.4., Hoso 3MiH NPOTAroM 6-TK MiCALB NiCNA 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHK
KapTOHHI KOopoo6Li mecTo, CroBeHis; 3 akocTi. CepTudikar BignosigHocTi/lE-cepTuddikat BignoBigHOCTI
KOHTPO/b Ccepil: €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo
KPKA, a.4., Hoso OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI abo BUAyYeHHSs cepTudikaTa
mecTo, CroBeHis; BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
Kemina6 g.0.0., matepiany/peareHTy/npoMiXHOIO NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
CnoseHis BMPOGHMLTBI API; ANt AONOMIKXHOT pevyoBuHN (cepTudikar
BiANOBIAHOCTI €Bponelickbkili hapmakonei) - OHoBNeHWI cepTudikar
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA OHOBMIEHOTO
cepTudikaTty BignoBiaHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 00 (3aTBepakeHo: RO-CEP 2013-024-Rev 02) Big, BXe
3aTBepaxeHoro BupobHunka KRKA, d.d., Novo mesto, Slovenia ans
A®| aTopBacTaTuHy KanbLjto Tpurigpary; 3miHu | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOIHO SAKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha
AKili 30iACHIOETLCSA KOHTPO/b/BUNPOGYBaHHSA cepii) - 3amiHa AiNbHUL,
Ha SIKill 34iICHI0ETLCA KOHTPO/b cepii An1A BUpo6Huka 13 Chemilab
d.o.o., Slovenia; 3miHu | TUNYy - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpoONEChKii
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MpPOMiKHOI0 NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; AN AONOMIKXHOT pevyoBuHN (cepTudikat
BiANOBIAHOCTI €Bponelicbkili hapmakonei) - OHoBNeHWI cepTudikar
Bifj y)ke 3aTBEPAKEHOr0 BUPOGHMKA - NOAaHHA OHOBMIEHOTO
cepTudikaTty BignoBiAHOCTI EBponeiickkiin chapmakonei R1-CEP 2013-
024-Rev 01 Big Bxe 3aTBepmxeHoro BupobHuka KRKA, d.d., Novo
mesto, Slovenia gns A®l aTopBacTaTuHy KasbLito Tpurigpary, y
3B'A3KY i3 3MIHOI0 afMiHiCTpPaTUBHOI agpecy BUPOOGHNYOI AinbHUL
Vijayasri Organics Private Limited, India Ta gogaBaHHA HOBOrO
BMPOOHUKA BUXiJHOI CUPOBUHU
39. | AGDUNIA Kancysm m'ski no lenbta | LUBeiuapis [xentek MNpanseT IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | TUny - 3MiHK 6e3 UA/18381/01/01
EKCINPEC 200 wmr, no 10 Megiken Nimiteq Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsay - 3MiHM BHECEHO B peyenma
Kancyn M'akux y Mpomoyu TEeKCT MapKyBaHHS NepBUHHOT YNakoBKM NiKapcbkoro 3acoby (nn. 3, 4 i
6nictepi; no 1 abo 2 H3 Al 5). TepmiH BBEAEHHA 3MiH NPOTArom 6 MicALiB NiCNsA 3aTBEPAYKEHHS
6nictepu B
KapTOHHI KOopoo6Li
40. | AODUNOA Kancysm m'ski no lenbta | LUBeiuapis [xentek MNpanseT IHAis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | TUny - 3MiHW 6e3 UA/18232/01/01
MAKC 400 wmr, no 10 Megiken Nimiteq Loao 6e3nekn/edpeKTBHOCTI Ta thapMakoHarnsay - 3MiHM BHECEHO B peyenma
EKCNPEC Kancyn M'sakux y Mpomoyu TEKCT MapKyBaHHS NepBUHHOT YNakoBKM Nikapcbkoro 3acoby (nn. 3, 4 i
6nictepi, no 1,2, 3 H3 Al 5). TepmiH BBEAEHHS 3MiH NPOTArom 6 MicsALiB NicNs 3aTBEPAYKEHHS
a6o 10 6nicTepis B
KapTOHili kopobui
41. | BAKTUCENT | cycneHsis (200 ToBapuct YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 PEECTPALiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/0142/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
on- Mr/40 mr B 5 M) no BO 3 06MeXeHOI0 BHECEHO A0 IHCTPYKUii 418 MEeAUYHOIO 3aCTOCYBaHHS NiKapCbKOro peyenmom
340POB'A 100 My pN1akoHi; o6MexeHo BiANOBIAA/ILHICTIO 3acoby a0 po3giny "OcobnmnBOCTi 3aCTOCyBaHHS" LWoA0 6e3nekn
no 1 donakoHy pasom 10 "papmMaLeBTnYHa 3acTOCyBaHHS Ajl04MX PeYoBWH BiANOBIAHO A0 pekomeHaauin PRAC.
3 MipHOHO JIOXKOIO B Bignosiga KomnaHis "3gopos'a” CynyTHS 3MiHa - 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
KapTOHHiA Kopoo6Li NbHICTIO hapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb Ta YMOB
"®apmaue BUAaYi peecTpauiiHoro NocBigYeHHs, BKIOYaoumn MaaH ynpasiiHHA
BTUYHA pr3nkamm (3acTOCYBaHHA TEKCTY, KU NOTOAKEHUI 3 KOMNETEHTHUM
KOMnaHis opraHom). 3asaBHUKOM HaAaHO OHOBMIEHUIA NNaH ynpaBiHHA
"3p0pos'a” pu3vkamu Bepcisa 2.0. 3MiHM BHeceHo A0 yacTuH Il «Cneuundikauis 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V «3axoam 3 MiHimMisaw,i
pu3sunkiB», VI «Pe3stome nnaHy ynpasniHHA pusnkamu», VII «JogaTkm»
y 3B’513Ky 3 OHOBJ/IEHHAM iHhOpMaLlii 3 6e3neku filo4oi peyoBMHU 3a
pekomeHgauiero PRAC
42. | BAHEOUVH NOPOLLOK CaHpo3 CnoseHisa Nab6op /IC CE & Ko. | Himeyun BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasiiB: 3MiHM | TUMy - NogaHHsA 6e3 UA/3951/02/01
HawKipHuiA; no 10 r Papmacb KI', Himeyunna Ha/ OHOBJ/IEHOrO cepTudikaTy BiANOBIAHOCTI EBpoNeichbkili hapmakonei peyenma
NMOpOLLIKY B loTikan3 (koHTpOnb cepii); CnoseHis | R1-CEP 1999-184-Rev 03 (nonepegHs Bepcis R1-CEP 1999-184-Rev
KOHTeliHepi; no 1 o.4. Nex / ABcTpis 02)Ha A®| HeoMiLUHY cynbgaT, Bif BXe 3aTBepKeHOro BUpobHUKa
KOHTEliHepy B dapmaueBTUYHaA Pharmacia & Upjohn Company LLC
KapTOHHI KopooLi KoMnaHis 4.4,
CrnoseHis
(BignoBiganbHuii 3a
BMNYCK cepi);
CaHpo3 'm6X -
Bupo6Huya
OinbHUUS
AHTUWIHDEKU,HI TN3
Ta XimiuHi Onepaujii
Kynans (AIXO N3
KyHab) , ABCTpist
(BignoBiganbHuii 3a
BMNyCK cepi);
dapmavoiiTile
dabpik MoHTaBIT
m6X , ABCTpis
(BMPOGHMK NpoayKLii
in bulk, nakyBaHHs)
43. | BA®A30N Tabnetku no 10 mr; Tosapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasiB: 3MiHU | TUMy - MiHW 6e3 UA/18761/01/01
IC® no 20 TabneTok y BO 3 [0[aTKOBOK Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo peuenma
6nictepi; no 2 abo 3 | [oAATKOBO BiANOBIAA/IbHICTIO 3MiHN A0 y3araslbHEHMX JaHWX NPO cucTemy hapMakoHarisgy
6nictepu y nauui 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHeHNX AaHnX NpPo cucTemy hapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHariagy 3asBHUKA
"IHTEPXI ONA 34jiiCHeHHs dhapMakoHarsisay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
M YNOBHOBaXKEHOT 0c06M, BiANOBiAaNIbHOT 3a 3iACHEHHS

hapmakoHarnsay (Bkoyakoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, Bi4NOBiAasIbHOI 3a hapMakoHarnsag.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXEHOT 0co6u, BiANOBiAabHOI 3a
hapmakoHarnsg
44. | BEHAAMYCT | nopowok ans TOB YkpaiHa Oxi | Bonrapis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURy - 3MiHK 3a UA/18860/01/01
NH nNpuUroTyBaHHsA "CaHpo3 $apmacbloTikasc / Yecbka BHECeHi A0 IHCTPYKLii A8 MeANYHOro 3aCTOCYBaHHS /iKapCbKoro peyenmom
CAHAO3® KOHUEeHTpaTy 415 Ykpaina Ntp, Bonrapis Pecny6ni 3acoby y po3gin "OcobnnBocCTi 3acTocyBaHHA" BignoBigHO 40
NPUroTyBaHHs (BTOPUHHE Ka/ OHOBJIEHOT iHdhopMaLii 3 6e3neku Aioyoi peyoBMHW. BBeaeHHS 3MiH
pPO34MHY AN nakyBaHHs); Himeuun NPOTAroM 6-TW MICALIB NicNA 3aTBepAKEHHS
iHdysini, 100 mr, no KBIHTA- Ha
1 donakoHy B AHANITUKA c.p.o.,
KapTOHHIA KopooLi Yecbka Pecny6nika
(koHTpob/BUNPOOYB
aHHs cepii);
OHKOMe[,
MaHyekyypiHr a.c. ,
Yecbka Pecnybnika
(in bulk
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs);
Cantotac ®apma
mM6X, HimeuunHa
(BUNyckK cepii)
45. | BEHOAMYCT | nopoLuok ans TOB Ykpaina Oxi | Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHW | TURy - 3MiHW 3a UA/18860/01/02
H npuroTyBaHHsA "CaHpo3 PapmacbloTikasic / Yecbka BHeCeHi [0 IHCTPYKLii A8 MeANYHOro 3aCTOCYBaHHS NiKapCbKoro peyenmom
CAHAO3® KOHUEeHTpaTty A/s YkpaiHa Ntp, Bonrapis Pecny6ni 3acoby y po3gin "OcobMBOCTi 3aCTOCYBaHHSA" BiANOBIAHO A0
NPUroTyBaHHsA (BTOPUHHE Ka/ OHOB/IEHOT iHdhopMaLii 3 6e3nekn filoyoi peyoBmHW. BBegeHHS 3MiH
PO3UnHY AN nakyBaHHs); Himeuun NPOTAroM 6-TV MICALB NiCNA 3aTBePKEHHSA
iHcpysiiA, 25 mr, no 1 KBIHTA- Ha
hnakoHy B AHANITUKA c.p.o.,
KapTOHHI KopooLi Yecbka Pecnybnika
(KOHTpOL/BUNPOGYB
aHHs cepii);
OHKOMe[,
MaHydekyypiHr a.c. ,
Yecbka Pecny6nika
(in bulk
BUPOBHULTBO,
nepBuHHe
nakyBaHHs);
Cantotac ®apma
'm6X, HimeuunHa
(BMnyckK cepii)
46. | BEH3OHAN Tabnetkn no 100 mr ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peeCTpaLjiiiHuX MaTepianis: 3MiHU | TUNY - 3MiHK 3a UA/9793/01/01
IC® no 10 TabneTok y BO 3 [0[4aTKOBOK Liofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
6nictepi; no 5 [o[aTKoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3araslbHEHUX JaHuX Npo cuctemy dhapmMakoHarnagy
6nicTepis y naui 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPo cuctemy dhapmakoHarnagy,
Bignosiga 3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNoBigaIbHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
JIBHICTIO dhapmakoHarnsgy; KOHTaKTHOi 0cobm 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iiCHEHHS hapMakoHarsay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
[\ YNOBHOBaXXEHOT 0CO6U, BiNOBIAANLHOI 32 3/iACHEHHS
thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
dpapMakoHarnsg
47. | BEH30OHAN Tabnetkun no 50 mr ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 3a UA/9793/01/02
IC® no 10 TabneTtok y BO 3 [0[4aTKOBOK Lofo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
6nictepi; no 3 [0[aTKoBO BiANOBIAALHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Mpo cuctemy dpapmakoHarnsgy
6nictepun y nauui 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
Bignosiga 3MiHa YNOBHOB&XeHOI 0CO6MU, BiANOBIAAUTbHOI 3a 3A4IICHEHHS
JBHICTIO dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iCHEHHST dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHSA
thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHApiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapMakoHarnsg
48. | BIKHY - 100 niocpinizat ana Emkyp IHais Emkyp IHais BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/16185/01/01
Mr PO34UMHY ANs iHQY3il dapmacb dapmacbloTikanc OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acooy 3 peyenmom
no 100 mr 1 donakoH oTiKasc nig BHECEeHHAM iHhopMaLlii LWoA0 3a3HauYeHHA OAVHULb BUMIPIOBaHHSA Y
3 niodpinizaTtom y ntp, cucTtemi Sl. BHeceHHs 3MiH A0 po3ainy «MapkyBaHHs» MKA N13:
KOMMNAEKTI 3i 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY
CTepWIbHUM MapKyBaHHs. TepMiH BBeEHHS 3MiH NPOTAroM 6 MicAuiB nicns
PO3UMHHKKOM (CnupT 3aTBEPAKEHHS
6e380A4HWIA) N0 3 M
y thnakoHi B
KapTOHHI ynakoBL,i
49. | BICENTON CYCNeHsisi opasibHa, dapmaueB | Monblia dapmaleBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasi: 3MiHa 3asBHMKa 3a UA/9311/01/01
200 mr/40 mr/5 mn, TUYHWI 3aB0[, (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuyenmom
no 80 mn y pnakoHi, 3aB0o[, "MOJNIbGAPMA" 23.07.2015 Ne460) BeefeHHs 3MiH NpoTsAroM 6-Tv MicsLiB nicns
no 1 cpsiakoHy i "MONb®A C.A. Bigain MegaHa 3aTBEPMKEHHS. 3MiHM | TUny - AgMiHICTpaTMBHI 3MiHK. 3MiHa
MipKOIO 3 noginkamu PMA" C.A. B Cepapai HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
B KapPTOHHIi KopobLyi BMpOo6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BKIUatoum
OiNbHULI BUNYCKY cepii abo MicLe NPoBeAEHHST KOHTPOJIIO SIKOCTI.
(misnbHiCTb, 3a Ky BignoBifae BUPOOHUK/iIMNOPTEp, BKIKYAKOUM
BUMYyCK cepili) 3MiHa Ha3BM BUPO6HWMKa 13, 6e3 3MiHM micLA
BUPOGHMLTBA: BBEAEHHS 3MiH NPOTAromM 6-Tv MicsLiB micns
3aTBEPMAKEHHS.
50. | BICENTON® Tabnetkn no 100 AT Monbwa AT "Apameq ®apma” | Monblia BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 3a UA/3027/01/01
Mr/20 mr no 20 "Apaves BHECEHO A0 |HCTPYKLi AN MegnYHOro 3aCToCyBaHHS NiKapCbKoro peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
TabneTok y 6nictepi; dapma" 3acoby Ao posainy "OcobnvBOCTi 3acTocyBaHHS" BigMoBigHO A0
no 1 6nicrepy B OHOBNEHOT iHhopMaLii 3 6e3nekn 3acCTOCyBaHHS Ailo40i PeYOBUHU.
KapTOHHiiA kKopobulj, BBefieHHs 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHSA
no 1000 TabneTok y
MeTaneBomy
KOHTeliHepi
51. | BICENTON® Tabnetku no 400 AT Monbuwa AT "Apavep ®apma” | Monbla BHECEHHS 3MiH [0 peecTpaliiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/3027/01/02
Mr/80 wmr; no 20 "Afamvef[, BHECEHO A0 [HCTPYKLi ANA MegUYHOro 3aCToCyBaHHS NiKapcbkoro peyenmom
TabneTok y 6nictepi; Papma" 3acoby Ao posainy "OcobnvBoCTi 3acToCyBaHHS" BignoBigHO A0
no 1 6nictepy B OHOBJ/IEHOT iHdhopMaLii 3 6e3Mekun 3acTOCyBaHHS Ajl0H0T PEYOBUHU.
KapTOHHI kopobuyj; BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NicNa 3aTBepAKEHHS
no 14 tTabneTtok y
6nictepi, no 1
6nictepy B
KapTOHHI kopo6uyj;
no 1000 TabneTok y
MeTaneBoMy
KOHTeliHepi
52. | BIPOK® IC Tabnetku, no 10 Tosapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHK | TURy - 3MiHK 3a UA/14315/01/01
Tabnetok y 6nictepi; BO 3 [0[aTKOBOK Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo peuenmom
no 1 6nictepy B [04aTKoBO BiANOBIAA/IbHICTIO 3MiHN A0 y3araslbHEHMX JaHWX NPO cucTemy hapMakoHarisgy
nauui 3 KapToHy 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHeHNX AaHUX NpPo cucTemy hapmakoHarniagy,
Bignosiga 3MiHa YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapMakoHariagy 3asBHUKA
"IHTEPXI ONA 34jiiCHeHHs dhapMakoHarsisay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
M YNOBHOBaXKEHOT 0Cc06M, BiANoBiAaNbHOT 3a 3iACHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, Bi4NOBiAasIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOT 0co6u, BiANOBiAa1bHOI 3a
dpapmakoHarnsg
53. | BOBOTUK Kpanni opasbHi, dapmaueB | MNonbla dapmayeBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianiB: 3miHa 3asBHUKa 6e3 UA/11716/01/01
emMy/bCisi, 66,66 TUYHWIA 3aBof (BNnacHvKa peecTpaLiiHoro noceigyeHHst) (3rigHo Hakasy MO3 Big peyenma
mr/mn; no 30 mny 3aB0Oj, "MONb®APMA" 23.07.2015 Ne 460): BBeAeHHs1 3MiH MPOTAroM 6-T1 MicsLiB nicns
chnakoHi 3 Npo6Koto- "MONb®A C.A. Bigain MepaHa 3aTBEPMKEHHSA. 3MiHU | TUNy - AZMIHICTPaTMBHI 3MiHX. 3MiHa
KpanesbHULEHo i PMA" C.A. B Cepapasi HaliMeHyBaHHS Ta/abo agpecyn MicLA NPOBaMXEHHS AisbHOCTI
KPWLLKOHO; Mo 1 BMpPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, BKIKUatoum
dhnakoHy B AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/IH SKOCTI.
KapTOHHiiA KOpooLi (aisnbHICTb, 3a AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIHOYAKOUN
BUNYCK Cepiit) 3MiHa Ha3BKU BUPOGHMKa /13, 63 3MiHK MicusA
BMPOGHMLTBA: BBEAEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS.
54. | BPEKCIH® Tabnetku no 20 mr; K'esi ABcTpis K'esi dapmaueytuui | ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/4636/01/01
no 10 TabneTtok y dapmac'to C.n.A.,, Itania OHOBNEHHSA po3ginie 3.2.S.2, 3.2.S.6, 3.2.S.7 Ta HagaHo po3gain 2.3.S peuyenmom
6nictepi; no 1, 2 abo Tiken3 (BMpPOGHMLTBO in Aansa Fresenius Kabi Ipsum Srl, Italy; 3miHu |l TUny - oHOBNEHHSA
3 6nicTepu B nayLi 3 m6X bulk, nepBuHHe Ta po3ainis 3.2.5.2, 3.2.S.6, 3.2.S.7 Ta HagaHo po3gin 2.3.S ansa ICI
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KapToHYy BTOPUHHE International Chemical Industry SpA, Italy; 3miHn Il Tuny - OHOBNEHHSA
nakyBaHHs, po3ginie 3.2.S.2, 3.2.S.6, 3.2.S.7 Ta HagaHo po3gin 2.3.S ana ZaCh
KOHTPO/b Ta BUMYCK System, France
cepii); ®aiiH dyac &
dapwmac toTikens
H.T.M. C.n.A., Itania
(BMpPOGHMLTBO in
bulk Ta KOHTpONb
cepii)
55. | BPOHXO- Kancynm no 3,5 mr oM LLiBeiuapis OM dapma CA LLiBeiiuap BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/18520/01/01
BAKCOM no 10 kancyny dapma CA is wofo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeeneHHs abo peuenmom
AiTn 6nictepi; no 1 abo 3MiHN A0 y3araslbHEHMX JaHWX NPO cucTemy hapMakoHarisgy
no 3 6nictepu B (BBEAEHHSA y3ara/lbHEHVX AaHUX NPo cucTemy hapmMakoHarnsgy,
KapTOHHIA KOopooLi 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
ONA 34jiiCHeHHs dhapMakoHarssay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
yNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, Bi4NOBIgaIbHOI 3a dhapMakoHarnsag.
MponoHoBaHa pegakuis: Gabriele Fox. 3MiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a (hapMakoHarnsag B
YkpaiHi. MponoHoBaHa pegakuis: JaHinosa Jlapuca BonogumumpisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u, BignoBiAabHOT 3a
thapmakoHarnag B YkpaiHi. 3mMiHa MicLie3HaxomkeHHs1 MacTep-haiina
cuctemu chapmakoHrnsaay. 3miHa micus 34iNCHEHHSs OCHOBHOT
LOisNbHOCTI 3 hapmakoHarnsay
56. | BPOHXO- Kancynu, 7 mr, no 10 OM LLIBeiiuapis OM dapma CA LLiseiiuap BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 3a UA/18521/01/01
BAKCOM Kancyny énicrtepi; dapma CA is Lofo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
Aoprochni no 1 a6o no 3 3MiHWN [0 y3arasibHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy

6nictepu B
KapTOHHI Kopoo6Li

(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy thapmMakoHarnsay,
3MiHa YNOBHOB&aXeHOI 0CO6M, BiAMNOBIAaUTbHOI 3a 3A4iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
0N 34iCHEHHS hapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.

MponoHoBaHa pepfakuis: Gabriele Fox. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a thapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnisg B

YkpaiHi. MponoHoBaHa pefakuis: JaHinosa Jlapuca BonogumumpisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BiANoBiAa/IbHOT 3a
thapmakoHarnag B YkpaiHi. 3mMiHa MicLie3HaxomkeHHss MacTep-caiina
cucTemu chapmakoHrnsay. 3miHa micus 34iACHEHHsI OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
57. | BYNPEH® IC | Tabnetkn ToBapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/10202/01/01
Cy6niHrBanbHi No BO 3 [08aTKOBOIO wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenmom
0,0002 r no 10 [ofaTKoBO BiANOBIAA/LHICTIO 3MiHM [0 y3ara/ibHEHNX JaHuX Npo cuctemy dhapmakoHarnsagy
Tabnetok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHWX MPO cuctemy dpapmakoHarnsgy,
no 1 6nicrepy B Bignosiga 3MiHa YNOBHOBaXeHOI 0co6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
nauui 3 KapToHy NbHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHariagy 3asBHUKa
"IHTEPXI ONA 34jiiCHEeHHS dhapmakoHarisay B YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
Y YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NoBigabHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANOBiJa1bHOI 3a
hapmakoHarnsg
58. | BYNPEH® IC | Tabnetkn ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/10202/01/02
Cy6niHrBasIbHI N0 BO 3 [0[1aTKOBOIO Lofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo peuenmom
0,008 r no 10 [0faTKoBO BiANOBIAALHICTIO 3MiHM [0 y3arasibHEHNX JaHuX NpPo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy dpapmakoHarnsgy,
no 1 6nictepy B Bignosiga 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
nauui 3 KapToHy NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
"IHTEPXI ONA 34jiiCHeHHs dhapMakoHarsay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
M yNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay (BkoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BiANOBIgaIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu, BiANOBifa1bHOI 3a
dpapmakoHarnsg
59. | BYNPEH® IC | Tabnetkn Tosapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHK | TURy - 3MiHK 3a UA/10202/01/03
Cy6niHrBasIbHI N0 BO 3 [0[aTKOBOIO Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsy. BeeneHHs abo peuenmom
0,002 r no 10 [ofaTKoBO BiANOBIAALHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHEHNX AaHUX NpPo cucTemy thapmakoHarnagy,
no 1 6nictepy B Bignosiga 3MiHa YNOBHOBaXeHOI 0co6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
nauui 3 KapToHy NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHariagy 3asBHUKA
"IHTEPXI ONA 34jiiCHeHHs dhapMakoHarsisay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
M YNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 3iACHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, Bi4NOBiAaIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuisa: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOT 0co6u, BiANOBiAa1bHOI 3a
dpapmakoHarnsg
60. | BYNPEH® IC | Tabnetkn ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - 3MiHK 3a UA/10202/01/04
Cy6niHrBasibHi No BO 3 [04aTKOBOO Loao 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
0,0004 r no 10 [oAaTKoBO BifJNOBIAAbHICTIO 3MiHW A0 y3arasibHEHNX AaHUX NPo cucTemy chapmMakoHarisgy
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
TabneTok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHWX PO cuctemy dpapmakoHarnagy,
no 1 6nicrepy B Bignosiga 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAA/IbHOI 3a 34iACHEHHS
nauui 3 KapToHy NbHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapMakoHariagy 3asBHUKa
"IHTEPXI ONA 34jiACHEeHHS dhapMakoHarisay B YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
Y YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaIbHOI 3a dhapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANoBifa1bHOI 3a
hapmakoHarnsg
61. | BA/IbMPOKO | Tabnetku, BKpUTI TOB YkpaiHa TOB "®apma CtapTt" | YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny - 3MiHu 3 3a UA/2169/01/01
M 300 NNiBKOBOIO "ACIHO AKOCTi. A®l. BUpo6HMLTBO. 3MiHU B nNpoLieci BUpobHuLTBa AdI peuenmom
XPOHO 060/10HKOI0, YKPAIHA" (He3HauHa 3MiHa y npoueci BUpo6HuLTBa AdI) -
NPOJIOHrOBaHoI Aji 3MiHN y cxeMmi cnHTe3y AdI, a came 3MiHU NPOLLECY BUTOTOB/IEHHS
no 300 wmr; no 10 Ba/1AMCOBaJIO LLUISIXOM 3MilllyBaHHS Ba/1bMPOEBOT kncnotu Ta 50 %
TabneTok y 6nictepi; PO34MHY HaTPIlO FiAPOKCUAY 3 HACTYMHUM BUCYLLYBaHHSAM,
no 1, 3 abo 10 noapibHeHHAM nicniA peakTopa 6e3nocepeAHbo nepes ynakoBKOBOK
6nictepiB y nayui 3 KIHLLEeBOro NPOAYKTY. 3MiHW | TUNYy - AAMIHICTPATUBHI 3MiHW. 3MiHa
KapToHy HalilMeHyBaHHs Ta/abo agpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/TO4akouM, 3a HEOOXiAHOCTI, MicLie MPOBeAEeHHS
KOHTPOJI0 SIKOCTi), ab60 BracHuka mMacTep-taiina Ha Ad®l, abo
noctavasnibHvka A®l/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHNLTBI AD| (AKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y 3aTBepikeHOMy A0CbE,
abo BMpOBHUKA HOBOI [OMOMIXHOT PEYOBUHM (SKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHWM HanucaHHA agpecy BupobHuuTea Ad| "Katwijk Chemie
BV", 6e3 3MiH1 haKTMYHOIO MiCLA 3HAXOKEHHS
62. | BA/IbMPOKO | TabneTtku, BKpUTI TOB Ykpaina TOB "®dapma Ctapt" | YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3MiHu 3 3a UA/2169/01/02
M 500 NNiBKOBOIO "ACIHO AKoCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLieci BUpo6bHuLTBa AdI peuenmom
XPOHO 060/10HKOI0, YKPAIHA" (He3HauHa 3MiHa y npoueci BUpo6HuLTBa AdI) -

NPOIOHroBaHoI i
no 500 wmr; no 10
TabneTtok y énicrepi;
nol,3a6o6
6nictepis B
KapTOHHIM nayui

3MiHM y cxeMi cuHTe3y Adl, a came 3MiHW NpoLecy BUIOTOB/IEHHS
Ba/1AMCOBAIO LLUSXOM 3MilllyBaHHS Ba/1bMPOEBOT kncnotu Ta 50 %
PO34YMHY HaTPIlO FAPOKCUAY 3 HACTYMHUM BUCYLLYBaHHSAM,
noApibHeHHAM nicns peakTopa 6e3nocepefHbo Nepes ynakoBKOBOO
KIHLLEeBOro NPOAYKTY. 3MiHV | TUNYy - AAMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa (BK/IO4akouu, 3a HEOOXiAHOCTI, MicLile MpoBeAEeHHS
KOHTPO/H0 SIKOCTi), a60 BnacHuka mactep-taiina Ha Ad®l, abo
noctavasnbHuka A®I/BuxigHoro matepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHNLTBI AD| (AKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y 3aTBepAKeHOMy A0CbE,
ab0o BMpOBHUKa HOBOI [OMOMIXHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHW HanucaHHA agpecy BUpobHuuTea Ad| "Katwijk Chemie
BV", 6e3 3MiH1 DaKTUYHOTO MiCLA 3HAXOKEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
63. | BINAQArnIOT MOPOLLIOK TOB YkpaiHa Megixem Manbta/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tvny - 3miHu 3 - UA/16658/01/01
NH (cybeTaHuis) B "APTEPIY MeH'tochbekyepiHr IcnaHis AKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
naketax MATa" (ManbTa) N14., BMNpobyBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHa AdI (3a
nonieTuIeHOBMX ManbTa; Moexc BiACYTHOCTI y 3aTBEpXEHOMY [OChE cepTudikaTa BifgnoBigHOCTI
nposopux BLUH, C.N1., IcnaHis €Bponelicbkiin hapmakonel, Lo BK/oYae nepiog noBTOPHOrO

3aTATHYTUX CTSHKKOKO
ans
thapMaLeBTUYHOTO
3acTOCyBaHHs

BMNPO6YBaHHS) (Nepiog NOBTOPHOrO BMNPOGYBaHHS/Nepios,
36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHS Nnepiogy NOBTOPHOrO
BMNPO6YyBaHHsA/Nepiony 36epiraHHsA Ha OCHOBI pe3y bTarTis
AOCNigpKeHb y peanibHOMY Yaci - 36i/bLIEeHHA TepMiHY [0 NPOBEeAEHHS
NMOBTOPHMX BMNpo6yBaHb A®I BingarnintuHy 3 4 pokis fo 5 pokiB, Ha
OCHOBI NO3UTUBHMX pe3ynbTaTiB AOCNIMKEHHS cTabinbHOCTI ADI.
3MiHn | TURY - 3MiHn 3 akocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneyudikauisx Ha A®l, abo BYXifHWIA/NPOMKHUIA NpoAyKT/pearexT,
LLIO BUKOPUCTOBYIOTLCA Y NpoLieci BUPo6HMLTBa AD| (BUNYyYEHHS
HE3HAYHOro MoKa3HWKa AKOCTi (Hanpuknag BUIy4YeHHs 3acTapifioro
nokasHvka)) CynyTHs 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AP (iHLwi
3MiHW) - BHeceHHs 3MiH go Cneuudikauii/MeTogiB KOHTPOSIO SAKOCTI
A®l, a came — BUTyYeHHs N. «Baxki meTanm» Ha OCHOBI HaJaHOro
BUPOGHMKOM AHaUTi3y pU3nKiB eNeMeHTHUX AOMILoK 3rigHo ICH Q3D.
3MiHn | TUNy - 3MiHmn 3 akocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPoGyBaHb/nepiogy 36epiraHHs abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEpPXXEHOMY [OChE cepTudikara
BifNoBigHOCTI €Bponelickkili hapMakonei, Lo BKIYaE nepios,
NOBTOPHOrO BMNPo6yBaHHS) (nepiog NOBTOPHOIO
BUNpo6yBaHHs/Nepios, 36epiraHHs) - 3MiHa yMOB 36epiraHHs AP| -
3MiHa yMoB 36epiraHHs A®| , Ha OCHOBI OHOB/IEHWX MaTepianis dipMu
BMpO6HUKa (yacTuHa DMF 3.2.S.7 «CTabinbHICcTb»). 3aTBEpAXEHO
YcnoBus xpaHeHus B opuriHanbHol ynakoBke, B 3alLULLEHHOM OT
cBeTa MecTe, npu Temneparype He Bbile 25°C 3anponoHoBaHo
YmoBwu 36epiraHHs He nepeg6ayeHi ocobvBi yMOBU Temnepatypy Ta
BOJIOTOCTi 3@ YMOBW 36€epiraHHs B OpuriHa/bHili ynakoBLj. 36epiratv B
LLiNBHO 3aKPUTI OpuriHabHIl ynakoBLi. 3MiHW | TUMY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMMX MEX, BU3HAYEHUX Yy creundikaLiax Ha A®l, abo
BUXIZHWIA/NPOMIXHUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCA Y
npoueci BUpo6HuLTBa A®| (3BY>KEHHS AOMYCTUMUX MEX, BU3HAYEHNX
y cneyudikadii) - 3MiHa foNyCTUMUX MEX «Byab-KOT
HeigeHTudikoBaHoi AoMiwkm» 3 0,1% Ha 0,10% Ha OCHOBI OHOBJ/IEHMX
marepianis BUpo6bHuka (YactmHa DMF 3.2.S.4 «KoHTposb gito4oi
peyoBUHM»). 3MiHU | TUNY - 3MiHK 3 fkocTi. APl. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYIOTbCSA Y BUpOoBHNYOMY npoueci AP, abo 3miHa
BMPOOGHMKa (BKtOYaoun, Ae HeobxigHo, MicLe NPOBEAEHHA KOHTPOSIO
akocTi) A®I (3a BiACYTHOCTI cepTudikaTa BignoBiAHOCTI E€BpONechkiii
thapmakonei y 3aTBep)KeHOMY [10CbE)(3anponoHOBaHN BUPOOHUK
HaNIeXUTb [0 Tiei camoi BUPOOHUYOT rpynu MifNpPUEMCTB, LLO i
3aTBepKEHNIA) - BBeAEHHS A0AaTKOBOro BUpobHuka Moehs BCN,
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
S.L., IcnaHis, Ha OCHOBI OHOB/IEHMX MaTepianis DMF.
64. | BIHMOLUETN Tabnetkn no 5 mr no ToBapuct Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianiB: 3MiHa 3asiBH/Ka 3a UA/1272/02/01
H 10 Tabnetok y BO 3 BMPOGHMLTBA, (BnacHvKa peecTpavuiiHoro noceigyeHHs) (3rigHo Hakaly MO3 Big peyenmom
6nictepi; no 3 0bMexeHo KOHTPO/b AKOCTI, 23.07.2015 Ne 460). TepMiH BBeAEHHS 3MiH MPOTArOM 6 MicAUiB micns
6nictepu B KOPOOLL 10 BUNYCK cepil: 3aTBEpPKEHHS; 3MiHU | Tuny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
Bignosiga ToBapucTso 3 hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX Mpo
JIBHICTIO 06MeXeHoI0 cuctemy hapMakoHarnagy (BBeAeHHs y3arasibHeHUX fJaHux npo
"®hapmaue BiANOBIAA/ILHICTIO cuctemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocoobu,
BTUYHA "[locnigHwin 3aBog, BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsaay; KOHTakTHOT 0coobu 3
KOMMaHis "THU/C", YkpaiHa; hapmakoHarnsgy 3asiBHUKa An5 34iiCHEHHS hapMakoHarnsgy B
"3p0pos'a” BCi cTagii YKpaiHi, SIKLLLO BOHa BiAMiHHA Bif, YyNOBHOBaXXeHOT 0cobM,
BMPOBGHMLTBA, BiANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarnsgy (Bkavarum
KOHTPO/b AKOCTI, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-ghaiina cnuctemm
BUNYyCK cepil: thapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT 0CO6U 3asBHUKA,
ToBapucTso 3 BiANOBIAa/IbHOI 3a hapmakoHarnag. [iroya pegakuis: MnakciHa
06MeXeHoI0 OneHa BonogumupieHa. MNMponoHoBaHa pegakuis: LesyeHko Onera
BiANOBIAA/ILHICTIO IropiBHa. 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOI 0CO6M 3as1BHMKA,
"®APMEKC IPy11", BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
YkpaiHa; BCi cTagji
BUPOBHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa
65. | BOAHIO pO34rH ons TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: BUNPAB/IEHO TEXHIUHY 6e3 UA/15006/01/01
NMEPOKCULA 30BHILIHLOIO "Papma Yepkac" NOMWJIKY Y 3aro/iI0BKY [0 TEKCTY MapKyBaHHS NMepBUHHOT YNakoBKN peyenma
3actocyBaHHs 3 %; Yepkac" nikapcbkoro 3acoby Ha 100 M/, WoA0 3a3HaYeHHS BUAY YNakoBKY,
no 100 mn, 200 mn y AonyLieHy npy NpoBeAeHH npoueaypu 3miH (Hakaz MO3 YkpaiHu Ne
dhnakoHax 1290 Big 20.07.2021) BignoBigHo Ao "PekomeHaauiii woao
0hOpMNEHHS TEKCTY MapKyBaHHS ynakoBok /13 npu dhopmyBaHHi
peecTpauiiHoro gocbe". 3aTBepmxeHo: BIAOMOCTI, WO
BKA3YIOTbCA HA 30BHILLHIA YMAKOBLI IIKAPCBKOIO
3ACOBY BogHo nepokcuf, po3yvH /151 30BHILLUHbOrO 3aCTOCYBaHHS
3% BTOPUHHA YMNAKOBKA 3anponoHosaHo: BIAJOMOCTI, WO
BKA3YIOTbCA HA 30BHILLHIA YMAKOBL IIKAPCBKOIO
3ACOBY BogHio nepokcuf, po3ynH 151 30BHILLUHbOrO 3aCTOCYBaHHS
3% MNEPBNHHA YMAKOBKA ®nakoH — 100 mn (ml)
3a3HayeHe BMMNpaB/IEHHS BiAMNOBigae MaTepiaiam peecTpaiiHoro
[0Cbe
66. | BOTPIEHT™ TabneTkn, BKpUTI HoBaprTic |LUBeiiuapis BunpobHuk Benvka BHECEHHS 3MiH 40 peecTpauiiHux martepianiB: 3MiHun | Tuny - 3mMiHn 3a UA/12035/01/01
NNiBKOBOIO dapma Al Hepo3dhacoBaHol BpuTaHis woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHm) peuyenmom
060/10HKO0, MO 200 npoaykuii: Mnakco / 3MiHN BHECEHO [0 IHCTPYKUIT AN MEeANYHOro 3aCTOCYBaHHS
mr; no 30 TabneTok y OnepeiiwHc KOK Icnanis nikapcbKoro 3acoby Ao posginy "OcobanBocCTi 3aCTocyBaHHA"
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n/n

Hassa
JliKapcbK0O20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

3acoby

chnakoHi; no 1
dhnakoHy B
KapTOHHiiA Kopo6Li

NimiTen, Benuka
BpuTaHis; BUpo6bHuk
NS nakyBaHHA Ta
BUMYCKY Cepii:
"nakco Bennkom
C.A., IcnaHis

(iHchopmaList Npo BMICT HaTpIl0) BiAMOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocke. BBeeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
3MmiHu | TYny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa kogy ATX - 3MiHK
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA NiKapcbkoro
3acoby Ao po3giny "dapmakoTepaneBTuyHa rpyna. Kog ATX."
(3atBepaxeHo: LO1XE11; 3anponoHoBaHo: LO1EXO03) 3rigHo 3
OHOBNEHOI Knacudikauieto BOO3. BBefeHHS 3MiH NPOTATOM 6-Tn
MicAUiB nicnsa 3atBepikeHHs 3MiHu I Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHS y 3B'A3KY i3 HOBUMU AaHUMM 3 SKOCTI,
OOKAIHIYHUMM, KNIHIYHAMW JaHUMK Ta AaHnMu 3 hapMakoHarnisgy -
3MiHM BHECEHO [0 IHCTPYKLIi 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginis "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakyji" (cHAPOM Mi3UCy NyXvH) BiANOBIAHO MaTepianis
peecTpaujiiiHoro Aocke. BBeeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3arBepMKeHHs. 3miHn Il Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 Yy KOPOTKili XapakTepucTuLi NikapCbkoro
3aco0by, TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU AaHUMU 3 SKOCTi, AOKAIHIYHUMMU,
KTIHIYHUMW JaHVMU Ta faHuMy 3 hapmakoHarnsgy - 3mMiHM BHECEHO
[0 IHCTPYKLiT A1 MeAMYHOro 3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3giny "MobiuHi peakuii" (ypaXeHHs neyiHkv) BignoBsigHO Ao
mMarepianis peecTpauiiHoro JOCbE.

BBefeHHA 3MiH NPOTAroM 6-Tu MicAUB Nicna 3aTBepaKeHHs. 3MiHu |l
TMny - 3MiHK WoAo 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy.
3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KAIHIYHUMW AaHMU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKLi 41
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby 0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA" (3aCTEPEXEHHS 3 NPMBOAY NiABULLEHHSA
TOKCUYHOCTI Ta/abo CMEPTHOCTI NpY OHO4YACHOMY 3acTOCYyBaHHi
NiKapcbKoro 3acoby Ta iHWMX NPOTUNYX/IMHHUX METOZAIB NiKyBaHHS
(ranpwknag, nemeTtpekces, nanatuHn6 abo nemM6ponisymas)
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro gocke. BBeaeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

67.

BOTPIEHT™

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO10, M0 400
mr; no 30 TabneTok y
chnakoHi; no 1
dhnakoHy B
KapTOHHI Kopoo6Li

HosaprTic
dapma Al

LLisefuapis

Brpo6HMK
Hepo3dacoBaHol
npoaykuii: nakco
OnepeiiwHe OK
NimiTen, Benuka

BpuTaHis; BupobHuk
NS naKkyBaHHA Ta
BUMYCKy Cepii:
"nakco Bennkom

Benuka
BpuTtaHis
/
Icnanis

C.A., IcnaHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHun | Tuny - 3miHn
oo 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsagy (iHwi 3miHm)
3MiHM BHECEHO [0 IHCTPYKLIi 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3sginy "OcobnnBocTi 3acTocyBaHHA"
(iHchopmaList Npo BMICT HaTpIl0) BiAMOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocke. BBeeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
3MmiHu | TUny - AgMiHiCTpaTuBHI 3MiHK. 3MiHa kogy ATX - 3MiHK
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA NiKapcbkoro
3acoby A0 po3giny "dapmakoTepaneBTuyHa rpyna. Kog ATX."

3a
peyerimom

UA/12035/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
(3atBepaxeHo: LO1XE11; 3anponoHoBaHo: LO1EXO03) 3rigHo 3
OHOBNEHOI Knacudikauieto BOO3. BBefeHHS 3MiH NPOTATOM 6-T1
MicAUiB nicnsa 3atBepikeHHs 3MiHu I Tuny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLT
AN MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMM 3 AKOCTI,
OOKAIHIYHUMK, KNIHIYHAMW JaHUMK Ta AaHnMu 3 hapMakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLIi 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginis "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakyji" (cHAPOM Mi3ucy Nyx/vH) BiANOBIAHO MaTepianis
peecTpaujiiiHoro Aocke. BBeeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepMKeHHs. 3miHn Il Tuny - 3MiHn Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili XapakTepucTuLi NikapCbkoro
3aco0by, TeKCTi MapkyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU AaHUMU 3 SKOCTi, AOKAIHIYHUMMU,
KTIHIYHUMW JaHVMU Ta faHuMy 3 hapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKLiT A1 MeAWYHOro 3aCTOCYBaHHS /iKapCbKoro 3acoby Ao
po3giny "MobiuHi peakuii" (ypaXeHHs neyiHkv) BignoBsigHO Ao
mMarepianis peecTpauiiHoro JOCbE.

BBefeHHA 3MiH NPOTAroM 6-Tu MicAUB Nicna 3aTBepmKeHHs. 3MiHu |l
TUny - 3MiHY WoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnagy.
3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KAIHIYHUMW AaHMU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKLi 415
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby 0 po3giny
"Oco6NMBOCTI 3aCTOCYBaHHA" (3aCTEPEXEHHS 3 NPMBOAY NiABULLEHHSA
TOKCUYHOCTI Ta/abo CMEPTHOCTI NpX OHO4YACHOMY 3aCTOCYyBaHHi
NiKapcbKoro 3acoby Ta iHWMX NPOTUNYX/IMHHUX METOZAIB NiKyBaHHSA
(ranpwknag, nemeTpekces, nanatuHn6 abo nemM6ponisymas)
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro gocke. BBeaeHHs 3MiH
NPOTArom 6-Tv MicALIB NiC/IA 3aTBEPAKEHHS.

68. | TEKCAKCUM | cycneHsia ans CaHodi PpaHuin CaHodpi MacTep, ®paHuia/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |l Tuny - 3miHa 3a UA/13080/01/01
® | HEXAXIM | iH'ekuiii, no 0,5 mn (1 Mactep ®paHLia (NoBHUI YropLyH yacy yTpuMaHHs npouecy (Process Holding Time), wo peyenmom
BAKUUHA [03a) B nonepeaHbLo UMK BUpOOHULTBA, | a 3aCTOCOBYETLCA Mif Yac AeToKcukauii ouneHoro Pertussis Toxin 3 24
ana 3anoBHEHX BMNYCK cepil); roAvH Ha 71 rogvHn 37 xBunuH 6e3 nepemilysaHHs. TepmiH
MPO®INAKT wnpuuax 3 1-et0 CaHodi-ABeHTIiC BBEEHHS 3MiH - BepeceHb 2022 poky
KN (abo 2-ma) MpaiisiT Ko. f114,.,

ONODTEPII, OKPEMVIMY FOJIKaMM, Mnatchopma
NPABLA, no 1 wnpuuy B NOTICTVKN Ta
KALLU/TIOKY KapTOHHI ynakoBLi; ancTpubyuii y m.
(ALENONAP | no 0,5 mn (1 gosa) B Byganewr,
HUIA nonepeaHsLo YropuwmHa
KOMIMOHEHT | 3anoBHeHux (BTOpUHHE

), TENATUTY wnpuuax 3 1-eto nakyBaHHs, BUMYCK
B (abo 2-ma) cepii)
PEKOMBIHA OKPEMUMW rOfIKamu,

HTHA, no 1 wnpuuy B
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMocBi0YEeHHs

noniomien!
TY
IHAKTUBOB
AHA TA
3AXBOPIOB
AHb,
CNPUYMHEH
nx
HAEMOPHIL
us TUny B
KOH'IOroBA
HA,
A[ICOPEOB
AHA, PIIKA

CTaHfapTHO-
€KCMOoPTHii
ynakoBLyj, sika
MICTUTBCA Y
KapTOHHI Kopobuji 3
IHCTpYKLUi€eto Ans
MeAn4YHOro
3acTocyBaHHS; Mo
0,5 mn (1 gosa) B
nonepeaHL0
3anoBHEHNX
wnpuuax 3 1-eto
(abo 2-ma)
OKPeM1MU rofikamu,
no 10 wnpwvyis B
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) B
nonepegHL0
3anoBHEHNX
wnpuyax 3 1-eto
(abo 2-ma)
OKPeMMMU rofikamu,
no 10 wnpuuis B
CcTaHAapTHO-
€KCMOPTHii
ynakoBLi, fKa
MiCTUTbCA Y
KapTOHHI kopo6uji 3
iHCTpYKLUieo ans
MeNYHOro
3aCTOCyBaHHS; Mo
0,5mn (1 po3a) y
nakoHax, no 10
hn1akoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
hnakoHiB B
CcTaHAapTHO-
€KCMOPTHii
ynakoBLi, fKa
MiCTUTbCA Y
KapPTOHHI KOpooLj

69.

FEKCACIIPE
n

cnpeii 0poMyKO3HWUIA,
750 Mr/l30rno 30ry
aepo30/ibHOMY
donakoHi; no 1
h1aKoHy B

Na6opato
pii
Bywapa
Pekoppaarti

dpaHuis

Na6opartopii

Bywapa Pekopgari

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MaTepianis: 3MiHu | Tuny -
BHECEHHS He3HauHVX 3MiH 0 MeToAy PiANHHOT XpomaTorpadii 3a n.
KinbkicHe BM3HaY€eHHs, a came- 3aMiHa OLTOBOT KUC/10TM 6e3BOAHOI R
Ha NboAsiHY OLTOBY KMCNOTY R y BogHOMY BychepHOMY po3umHi
pyxmBoi hasu; 3MiHu | TUNY - BHECEHHSA HE3HAYHUX pefakLinHMX 3MiH

6e3
peuyenma

UA/6180/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KapPTOHHI KOpooLj [0 KiNIbKiCHOr0 BM3HAYEHHS Ait40i pevyoBMHN Ta NPOAYKTiB Aerpagadii
70. | TE®ITIHIB TabneTkn, BKpUTI 3eHTiBa, Yecbka BTOPVHHE Manbta/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3MiHu 3 3a UA/17929/01/01
3EHTIBA NAiBKOBOO K.C. Pecny6nika nakyBaHHs, PymyHis/ AKocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema peyenmom
060510HKot0, Mo 250 TecTyBaHHs, BUNyck | TaliBaHb KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa 6y Ab-AKOi YacTUHU
Mr no 10 TabneTok y cepii: Papmagokc mMartepiany NepBMHHOT yNakoBKU, L0 HEe KOHTaKTye 3 rOTOBUM
6nictepi; no 3 Xenckea N1q,., NiKapcbknM 3aC060M (Hanpuknag, Konip KPULLEYOK 3 KOHTPONEM
6nictepu y ManbTa; BUMycK nepLuIoro BiAKPUTTSA, KOMip KOAOBUX KiNeLb Ha amMnynax, KoHTeliHepa
nakeTuky, y cepit: ONns ronok (pisHi Buav nnactMmacy) (3MiHa, sika B/IMBaE Ha KOpoTky
KapTOHHIM nayui Nabopmeg-Papma XapaKkTepuCTUKY J1iKapCbKOro 3acoby) — OHOBMIEHHS P. «YNakoBKa»
C.A., PymyHis; MK$A N3 (po3gain 4ONOBHIOETLCS iHDOPMALLEID NP0 NaKeTUK)
BMPOOHULITBO BIAMNOBIAHO 0 OpuriHANIbHUX MaTepianiB BUPOOHUKA Ta YNnakoBKy, sika
dopmu in bulk, HaAXoAWTb Ha TepuTopito YKpaiHu, 6nicTep BMILLYETbCA B NaKETUK,
nepBrHHE Ta AKWIA NOTIM MNOMILLAETLCA B KAPTOHHY Nauky. 3MiHN BHECEHI B
BTOPVHHE IHCTPYKLiO 4151 MeANUYHOro 3aCTOCYBHHS NiKapCbKOro 3acoby y po3ain
nakyBaHHs, "Ynakoska" 3 BiANOBIAHMMW 3MiHAMW B TEKCTi MapKyBHHS.
KOHTPO/b SIKOCTI,
TecTyBaHHS
cTabinbHocTi: JloTyc
PapmacbloTuKan
Ko., NiTg., TaiiBaHb
71. | TNIOTAP Tabnetku no 50 mr, TOB YkpaiHa MAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu 3 UA/16719/01/01
no 10 TabneTok y "APTEPIY "Kuismepgnpenapar" akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
6nictepi, no 6 M AaTa" BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHa A®I (3a

6nicTepiB B nauLi

BiiCYTHOCTI Y 3aTBEpKEHOMY [0CLE cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonel, Lo BKYae nepio, noBTOPHOrO
BMNPOGYBaHHS) (Nepiog NOBTOPHOrO BMNPOGYBaHHs/Nepios,
36epiraHHs) - 36inbLUeHHA abo BBeAEHHSA nepiody NOBTOPHOMO
BMNpoGyBaHHsA/Nepiody 36epiraHHA Ha OCHOBI pe3yfbTaTiB
OOCNipKeHb y peasibHOMY Yaci - 36i/1bLUeHHS nepiogy NOBTOPHOro
BUNPOBYyBaHHA Ana Ad| BingarninTuHy. 3atBepkeHo: 4 poku.
3anponoHoBaHo: 5 pokis. BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepKeHHA. 3MiHW | Tuny - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo AonycTUMUX MEX,
BM3HaYeHNX y cneuyndikauisx Ha A®l, abo BMXigHWIA/NPOMKHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci BUpo6HMLTBa AdI
(BUNTYYEHHS HE3HAYHOIO NOKa3HMKa SKOCTI (Hanpuknag, BUIyYeHHs
3acTapisioro nokasHuka)) - CynyTHsa 3miHa - 3MiHM 3 SKOCTi. ADI.
KoHTposib A®I (iHWi 3MiHW) - BUNYy4YeHHA 3i crneundikadii Ta MeToais
KOHTponto A®I BingarninTyHy nokasHuka «Baxki MeTanu». BBegeHHS
3MiH NPOTArom 6-Tu MIiCALB NiCAA 3aTBEPMAKEHHS. 3MiHM | Tuny -
3MiHu 3 gKocTi. A®l. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo fonycTMMKUX MEX, BUSHAUYEHMX Y crieumdikalisx
Ha A®l, abo BUXigHWI/MPOMIXHWI NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTbCSA y Npoueci BUpobHuLTBa ADI (3BY)XKEHHSA
[0ONyCTUMUX MEX, BU3HaAYeHUX Y cneumdikauii) - 3By)KEeHHs
JonycTUMMX MexX y cneumdikauii APl BingarnintuHy ans «6yab-akoi
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

HeigeHTUiKkoBaHOI AOMILLKU» 3 «He binblue 0,1 %» A0 «He binblue
0,10 %». BBeeHHs 3MiH NPOTAroM 6-T1 MicSLIB NiCNSA 3aTBEPIKEHHS.
3MiHn | TUNy - 3MiHmn 3 akocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHVX BMNPOoGyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEpPXXEHOMY [OChE cepTudikara
BifNoBigHOCTI €Bponelickkili hapMakonei, Lo BKIYaE nepios,
NOBTOPHOrO BMNPo6yBaHHS) (nepiog NOBTOPHOIO
BUNpo6yBaHHs/Nepios, 36epiraHHs) - 3MiHa yMOB 36epiraHHs AP| -
3MiHa yMoB 36epiraHHa A®| singarnintuHy. BBefeHHA 3MiH NPOTArom
6-Tn micALiB nicns 3aTBepKeHHs. 3MiHK | TUny - 3MiHK 3 sKocTi. A,
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiAHOro/NPOMIKHOIO
NpoayKTy/peareHTy, W0 BUKOPUCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I, abo 3miHa BUpoOHWKa (BKOYaoun, ge HeobxigHo, MicLe
npoBeAeHHsA KOHTPOAo AkocTi) AP (3a BigCyTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y 3aTBepAKEHOMY [0CHE)
(3anponoHoBaHWit BUPOBHMK HaNNeXWTb A0 TiEl camoi BUPOH6HUYOI
rpynu NiANPUEMCTB, LLO 11 3aTBEPAKEHNIA) - MPOBAKEHHS A0AATKOBOI
AinbHuUi BUpo6HuyTBa A®I BingarnintuHy, Moehs BCN , S.L., IcnaHis
00 BXe 3arBepxeHoi Medichem Manufacturing (Malta) Ltd., wo
HanexuTb A0 TiEl )X BUPOBHNYOI rpynu. BBeeHHS 3MiH NPOTAroM 6-Tu
MicALIB MiCNSA 3aTBEPKEHHS.

72.

FO3EPENIH
3EHTIBA

iMnnaHTar no 3,6 mr,
no 1 imnnaHTary y
Lnpuuy-annikaropi
(wnpwu-annikaTop
cKnajaeTbes 3
nosiMmepHoro
Kopnycy 3 TpyuMadem
ONs iMnnadTary,
TrO/IKM Ta MOPLUHS);
no 1 wnpuuy B
nakeTtuky; no 1 a6o 3
nakeTukn y
KapTOHHIM navui

3eHTiBa,
K.C.

Yecbka
Pecny6nika

BMPOGHMLTBO "in
bulk”", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPONb cepil,
Bignosigae 3a
BMnyck cepii: AMB
'M6X, HimeuuunHa,;
Mikpob6iosnoriyHe
TeCTyBaHHS:
€spodchiHc Bio®apma
MpopakT TecTiHr
MioHxeH M'M6X,
HimeuunHa,
cTepunisauis:
CuHepaxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa;
CuHepaxi Xeanc
[LaHikeH EAOXi,
LLsenuapis;
cTepunisadis,
Mikpo6iosnoriuHe
TecTyBaHHA: BB®
CrepinizeiiluHcepB.i3
'M6X, HimeuuunHa,;
MikpobiosioriyHe

Himeyun
Ha/
LLIseliyap
in

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny - 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoLeci BUPOGHULITBA FOTOBOrO iKapCbKOro 3acoby, BKIYaKum

NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLITBI FOTOBOrO

nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci BUpobHMUTBA)
He3HauHi 3MiHV Yy BUPOOGHMYOMY MPOLIECi FOTOBOTO /iKapCbKOro 3acoby,
30KpemMa YA0CKOHa/IEHHS BUPOOGHNYOTO NPoLEecy 3 TOUKW 30py
aBToMatm3ayii. 3mMiHu | TUny - 3MiHKU 3 IKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW Y npoLeci BUPOOHNLTBA FOTOBOrO
nikapcbKoro 3acoby, BKIOUaKUy NPOMXKHWIA MPOAYKT, WO
3aCTOCOBYETLCA NPY BUPOBHULTBI FOTOBOIO NiKapCbKoro 3acoby (iHLwui
3MiHM) 3MiHa Yacy BUTPUMKU NPOMDKHOTO NpoaykTy «Lnpuy, 3
iMnnaHToM» Big 1 Ao 6 micauiB Ans fo3yBaHHs [o3epeniH 3,6 mr; Big,
3 po 8 micauis ans gosysaHHs [o3epeniH 10,8 Mr (OHOBMEHHS Y
nigpo3gini 3.2.P.3.3. Onnc BUPO6HMYOro npouecy Ta oro KOHTPOsH).
3MmiHu | TUNY - 3MiHKM 3 AKoCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB cneuundikaLii
Ta/abo [oMyCTUMUX MEX roTOBOrO MiKapcbKOoro 3acoby (iHLwi 3MiHW)
BHECEHHS NepiogNYHOCTI KOHTPOSIIO BUNPOBYBaHHSA eHAOTOKCUHIB,
BOAM Ta MOSIEKYNAPHOI Macu npu Bunycky cepii [13. BunpobysaHHsA
NPoBOAATL KOXHY 10-Ty cepito. 30BHILLHIV BUrAsg, cneuudikawii
npuBefeHo Ao cneuyvdikauii BApo6bHUKa, a came JaHi 3 ABOX
cneuudikaLiin (Npy BUNYCKy Ta TEPMiHY NpMAATHOCTI) 06’'eiHaHI Ta
npuBefeHi [0 oaHiel cneundikauii. MokasHMkM AKOCTI Ta MeToan
BMNPOOYBaHHA 3a/IMLLIAITLCA HE3MIHHUMU. 3MiHu | TUNY - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUNYCKY CEpii Ta KOHTPO/IHO SKOCTI

3a
peyenmom

UA/15570/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

TeCTyBaHHS:
Na6op N1C CE & Ko.
KI, HimeyunHa

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, HA
AKili 30iiCHIOETLCSA KOHTPO/L/BUNPOGYBaHHSA cepii) AoAaBaHHS
AinbHuui Na6op NIC CE & Ko. KI, HimeuunHa, Ha sikili 34iiicHI0ETbCA
MikpobionoriyHe TectyBaHHSA [N13. 3miHuW | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITLCS BUMYCKY CEPii Ta KOHTPOSIHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha
AKil 3AiACHIOETLCA KOHTPO/L/BUNPOGYBaHHS cepil) 3MiHa agpecu
3aTBepkeHoro BupobHuka €spochiHc bio®apma Mpogakt TecTiHr
MioHxeH 'm6X, HimeuunHa, skuii Bignosigae 3a MikpobionoriyHe
TecTyBaHHSA rotosoro J13. 3miHu | Tuny - 3MiHW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPO/b AONOMiIXHMX peYoBUH. 3MiHa NapameTpiB
cneumdikauin Ta/abo foNyCTUMKX MEX A1 AONOMIKHOT PEHOBUHN
(BunyyeHHs 3i cneumdikaLii He3HaYHOro NokasHuka (Hanpuknag
3aCcTapifioro NokasHyKa)) BUyYeHHs 3i cneumdikauii Ha 4ONOMiIKHY
peyoBuHY Pe3omep nokasHuka «Baxki meTanun» 3rigHo ICH Q3D
«EnemeHTHiI gomiwkuy». 3MiHu | Trny - 3MiHW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUA 3aci6.
3MiHa 6yab-AKOi YaCTVHM MaTepiasy NePBMHHOI YNakoBKy, LLO He
KOHTaKTY€E 3 rOTOBUM J1iKapCbKMM 3aC060M (Hanpuknag Kkonip
KPULLEYOK 3 KOHTPOJIEM MEPLLIOrO BIAKPUTTS, KOMIP KOAOBMX KiNlelb Ha
amnynax, KoHTeliHepa A1 rosok (pi3Hi Buay nnacrmacu) (3miHa, sika
He BMIMBA€E Ha KOPOTKY XapaKTepuCTUKY NikapCbKoro 3acoby)
A0faBaHHA HOBOrO 3aXVMCHOrO KOBMayka ik a/lbTePHATUBY iCHYOUOMY
3axyMCHOMY KoBnauky ansikaropa. 3MiHu | Tuny - 3MiHU 3 SKOCTI.
CepTudbikat signosigHocTi/l E-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HoBoOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI APIl; AN 4ONOMIXHOT peqyoBuHU (cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNeHWI cepTudikar
Bifl y)Xe 3aTBEP)KEHOro BUPOOHMKA - NOJAHHS OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTi €E® Bif BXe 3aTBEPAKEHOr0 BUPOOHMKA
nitoyoi pevoBuHU rozepeniH Bachem AG, Leeiiyapis R1-CEP 2003-
037-Rev 02 (nonepeaHs Bepcis R1-CEP 2003-037-Rev 01). 3MmiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX peYOBUH. 3MiHa Yy MeTofax BUNpPobyBaHHSA AOMOMDKHOT
PeyvoBUHMN (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX MeTodax BUNPOOyBaHb)
He3HayHa 3MiHa [0 MeTOAUKN «BU3HaYeHHs1 BOAW» Ha [ONOMIKHY
peyoBuHy Pe3omep (RG 502H, RG 752H, R202H), a came, KifbKiCTb
3pasKy A1 BU3HaYeHHA BOAW 3MeHLeHo 3 43040 mr o 100 mr.

73.

FO3EPENIH
3EHTIBA

iMmnnaHTar no 10,8
Mr no 1 imnnaHtaty
y wnpuuy-annikatopi
(wnpwu-annikaTop
CKNafaeThes 3
nosiimepHoro

3eHTiBa,
K.C.

Yecbka
Pecny6nika

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb cepil,
Bignosigae 3a

Himeyun
Ha/
LLiseliyap
in

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny - 3MiHu 3
sKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoueci BUPOGHULITBA FOTOBOrO MiKapCbKOro 3acoby, BKIYaK4m

NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLITBI FOTOBOrO

nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci BUpobHMLUTBA)
He3HauHi 3MiHV Yy BUPO6HMYOMY NPOLIECi TOTOBOTO /1iKapCbKOro 3acoby,

3a
peyenmom

UA/15570/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs

Kopnycy 3 Tpumayem
Ons iMnnadTary,
rO/IKM Ta MOPLLHS);
no 1 wnpuuy B
nakeTuky; no 1 a6o 3
naxkeTukm y
KapTOHHIM navui

BMnyck cepii: AMB
'M6X, HimeuuunHa,;
MikpobiosnoriyHe
TeCTyBaHHS:
€spodhiHc Bio®apma
MpopakT TecTiHr
MioHxeH M6X,
HimeuunHa,
cTepunisauis:
CuHepaxi Xeanc
AnnepcxayseH
'm6X, HimeuunHa;
CuHepaxi Xeanc
[LaHikeH EAOXi,
Lseliuapis;
cTepunisaduis,
Mikpo6ionoriuHe
TecTyBaHHA: BB®
CrepiniseiiluHcep.i3
'M6X, HimeuuunHa,;
MikpobiosnoriyHe
TeCTyBaHHS:
Nab6op N1C CE & Ko.
KI, HimeyunHa

30KpemMa YA0CKOHa/IEHHSA BUPOGHNYOTO NPoLEecy 3 TOUKW 30py
aBToMatm3auii. 3mMiHu | TUny - 3MiHK 3 SIKOCTi. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci BUPOOHNLTBA FOTOBOrO
nikapcbKoro 3acoby, BKIOUaKUy NPOMKHWIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI FTOTOBOrO NliKapcbKoro 3acoby (iHLwi
3MiHM) 3MiHa Yacy BUTPUMKM NMPOMIKHOTO NpoaykTy «Lnpuy, 3
iMnnaHToM» Big 1 Ao 6 micAuiB ans fo3yBaHHsA [o3epeniH 3,6 mr; Big,
3 po 8 micauis ans gosysaHHs [o3epeniH 10,8 Mr (OHOBMEHHS Y
nigpo3gini 3.2.P.3.3. Onnc BUPOGHMYOro NPoLEeCy Ta Aoro KOHTPOSIL).
3miHu | TUNY - 3MiHKM 3 AKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB cneuundikawii
Ta/abo [onNyCTUMUX MEX roTOBOro MiKapcbKoro 3acoby (iHLi 3MiHW)
BHECEHHS NepiogNYHOCTI KOHTPOSIIO BUNPOGYBaHHSA €HAOTOKCUHIB,
BOAM Ta MOIEKYNAPHOI Macu npu Bunycky cepii [13. BunpobysaHHsA
npoBOAATL KOXHY 10-Ty cepito. 30BHiLUHI BUTNAA cneuudikai
npuBeaeHo A0 cneuyvdikauii BApo6HuKa, a came JaHi 3 ABOX
cneuudikauiin (Mpy BUNYCKy Ta TEPMiHY NpMAATHOCTI) 06’'eiHaHI Ta
npusefeHi [0 oaHiel cneyudikauii. MokasHMKKM AKOCTI Ta MeToan
BMNPOOYBaHHA 3a/IMLLAITLCA HE3MIHHUMU. 3MiHu | TUnY - 3MiHK 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY CEPii Ta KOHTPOSIHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha
AKili 30iiCHIOETLCSA KOHTPO/L/BUNPOGYBaHHSA cepii) AoAaBaHHS
AinbHuui Na6op NIC CE & Ko. KI, HimeuunHa, Ha sikili 34iiiCHI0ETbCA
Mikpob6ionoriyHe TectyBaHHSA [N13. 3miHuW | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY CePii Ta KOHTPOSIHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, HA
AKil 34iACHIOETLCA KOHTPO/L/BUNPOGYBaHHS cepil) 3MiHa agpecu
3aTBepkeHoro BupobHuka €spochiHc bio®apma Mpogakt TecTiHr
MioHxeH 'm6X, HimeuunHa, skuii Bignosigae 3a MikpobionoriyHe
TecTyBaHHS rotosoro f13. 3miHu | Tuny - 3MiHW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPO/b AONOMiIXHMX peYoBUH. 3MiHA NapameTpiB
cneumdikauin Ta/abo foNyCTUMKX MEX A1 AONOMIKHOT PEHOBUHN
(BunyyeHHsA 3i cneumdikaLii He3HaYHOro NokasHuka (Hanpuknag
3acTapifioro NokasHyKa)) BUyYeHHs 3i cneumdikauii Ha 4ONOMiIKHY
peyoBuHY Pe3omep nokasHuka «Baxki meTanu» 3rigHo ICH Q3D
«EnemeHTHiI goMmiwkuy». 3MiHu | Trny - 3MiHM 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUIA 3aci6.
3MiHa 6yAb-AKOi YaCTVMHM MaTepiasy NePBMHHOI YNakoBKy, LLO He
KOHTaKTY€E 3 rOTOBUM J1iKapCbKMM 3aC060M (Hanpuknag Konip
KPULLEYOK 3 KOHTPOJIEM MEPLLIOrO BIAKPUTTS, KOMIP KOAOBMX KiNlelb Ha
amnynax, KoHTeliHepa A1 rosok (pi3Hi Buay nnacrmacu) (3miHa, sika
He BM/IMBA€E Ha KOPOTKY XapaKTepuCTMKY NikapcbKoro 3acoby)
[0faBaHHA HOBOrO 3aXVMCHOrO KOBMayka ik a/ibTepPHATUBY iCHYOUOMY
3axVMCHOMY KoBnauky ansikaropa. 3MiHu | Tuny - 3MiHU 3 SKOCTi.
CepTudbikat BignosigHocTi/l E-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs HoBoro abo
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT peqyoBuHU (cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNEeHWI cepTudikart
Bifl y)Xe 3aTBEp)KEHOro BUPOOHMKA - NOJAHHS OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTi €E® Bif BXe 3aTBEPAKEHOr0 BUPOOHMKA
nitoyoi pevoBuHU rozepeniH Bachem AG, Leeiiyapis R1-CEP 2003-
037-Rev 02 (nonepeaHs Bepcis R1-CEP 2003-037-Rev 01). 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHVX peYOBUH. 3MiHa Yy MeTofax BUNpPobyBaHHSA AOMOMDKHOT
PeyvoBUHMN (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX MeTodax BUNPOOyBaHb)
He3HayHa 3MiHa [0 MeTOAUKN «BU3HaYeHHs1 BOAW» Ha [ONOMIKHY
peyoBuHy Pe3omep (RG 502H, RG 752H, R202H), a came, KifbkKiCTb
3pasKy A1 BU3HaYeHHA BOAW 3MeHLeHo 3 43040 mr o 100 mr.
74. | TO3EPENIH iMnnaHTar no 3,6 wmr, 3eHTiBa, Yecbka BMPOGHMLTBO "in Himeuun BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny - 3MiHu 3 3a UA/15570/01/01
3EHTIBA no 1 imnnaHTary y K.C. Pecny6nika bulk", nepBrHHe Ta Ha/ siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo peuenmom
Lnpuuy-annikaropi BTOPVHHE LLiseiuap BBE/lEHHS A0AAaTKOBOI AiMIbHULI BUPOBGHULTBA 419 YacTuHM abo
(wnpwu-annikaTop nakyBaHHs, is BCbOr0 BMPOGHMYOro MPOLEeCy roToBOro JlikapcbKoro 3acoby
CcKnafaeTbcs 3 KOHTPONb cepil, (minbHUUSA, Ha AKiIl NpoBOASATLCA ByAb-AKi BUPOGHMUI CcTagji, 3a
nonimMepHoro Bignosigae 3a BMHATKOM BUMYCKY Cepil, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO NakKyBaHHS
Kopnycy 3 Tpumayem BWMYCK Cepil: [ONs cTepubHUX NiKapCbKX 3aco6iB (BKIOUaOUY BUPOGEHI
ONs iMnnadTary, AMB 'm6X, acenTUYHUM METOAO0M), KpiM /iKapCbKuX 3aco6iB
rOfIKN Ta NOPLUHS); HimeuunHa; 6i0N10ri4YHOro/iMyHOIONYHOTO NOXOKEHHS) AoAaBaHHS
no 1 wnpuuy B Mikpob6iosoriyHe anbTepHaTUBHOI BUPO6HUYOI AinbHuLi Synergy Health Daniken AG,
nakeTuky; no 1 a6o 3 TeCcTyBaHHs: LLiseiiuapisi gns crepunizauii M3
nakeTukn y €BpodchiHc Biodapma
KapTOHHIM navui MpopakT TecTiHr
MioHxeH 'm6X,
HimeuunHa,;
cTepunisauisi:
CuHepaxi Xeanc
AnnepcxayseH
M6X, HimeuunHa;
CuHepaxi Xeanc
[JanikeH ERxi,
LLiBefiuapis;
cTepunisauis,
MikpobiosnoriyHe
TecTyBaHHA: BB®
CrepinizeiiluHcepsi3
'm6X, HimeyunHa
75. | TO3EPENIH iMmnnaHTar no 10,8 3eHTiBa, Yecbka BMPOGHMLTBO "in Himeyun BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3MiHu 3 3a UA/15570/01/02
3EHTIBA Mr no 1 imnnaHTtaty K.C. Pecny6nika bulk", nepsrHHe Ta Ha/ siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3amiHa abo peuenmom
y wnpuuy-annikatopi BTOPVHHE LLiseiuap BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMLTBA A1 YacTuHM abo
(wnpuy-annikatop nakyBaHHs, if BCbOr0 BMPOOGHMYOrO NPoLEeCy roToBOro NiKapcbkoro 3acoby

CKNajaeTbes 3
nosiMmepHoro

KOHTPONb cepil,
Bignosigae 3a

(minbHUUSA, Ha AKil NpoBOASATLCA ByAb-AKi BUPOGHMUI cTagjl, 3a
BMHATKOM BUMYCKY Cepii, KOHTPO/I0 SKOCTi Ta BTOPUHHOIO NakyBaHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
Kopnycy 3 Tpumayem BWMYCK Cepil: AN CTepubHUX NiKapCbKuX 3aco6iB (BKIOUaOUM BUPOGEHI
Ons iMnnadTary, AMB 'm6X, acenTUYHUM METOAO0M), KpiM /iKapCbKnX 3aco6iB
rOfIKN Ta NOPLUHS); HimeuunHa,; 6i0N10riYHOro/iMyHONONYHOTO NOXOKEHHS) AoAaBaHHS
no 1 wnpuuy B MikpobiosoriyHe anbTepHaTUBHOI BUPO6HUYOI AinbHMLi Synergy Health Daniken AG,
nakeTuky; no 1 a6o 3 TeCTyBaHHs: LLiBeiiuapist gns crepunizauii M3
nakeTukn y €BpodhiHc Biod®apma
KapTOHHIM navui MpopgakT TecTiHr
MioHxeH 'm6X,
HimeuunHa,;
cTepunisauis:
CuHepaxi Xeanc
Annepcxay3eH
M6X, HimeuunHa;
CuHepaxi Xeanc
[JanikeH Enxi,
LLiBefuapis;
cTepunisauis,
Mikpob6ionoriyHe
TecTyBaHHsA: BB®
CrepinizeiiluHceps.i3
'm6X, HimeyunHa
76. | DEKCAMETA | po3uuH gns iH'ekuin, ToBapucT YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianiB: 3mMiHa 3asBHUKa 3a UA/5274/02/01
30H 4 mr/mn, no 1 mn BO 3 BUNYCK cepil: (BnacHvka peecTpaLiiHoro noceigyeHHst) (3rigHo Hakasy MO3 Big peuenmom
abono2mnB obMexeHo ToBapucTso 3 23.07.2015 Ne 460): TepMiH BBEAEHHSA 3MiH MPOTATOM 6 MicALUIB nicns
amnyrni; no 5 amnyn 10 0bMexeHoto 3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta
B nauyuyj; no 1 mn abo | Bignosiga BiANOBIAA/ILHICTIO thapmakoHarnsgy. BeefieHHa abo 3miHW [0 y3arasibHEHUX AaHUX Mpo
no 2 mn B amnyni; no NBHICTIO «JlocnigHuii 3aBog cuctemy thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX AaHnx npo
5 amnyn y 6nictepi, "®apmaue «HUJ/1C», YkpaiHa; cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobu,
no 1 6nictepy B BTMYHA BCi cTagii BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT 0cobu 3
nadui; no 1 mn a6o KOMNaHis BMPOGHMLTBA, hapmakoHarniagy 3asaBHUKa 415 34iNCHEHHA hapmakoHarnsgy B
no 2 mn B amnyni; no | “"3gopos's” KOHTPO/b AKOCTI, YkpaiHi, K0 BOHa BigMiHHA Bif YNOBHOBaXXEHOI 0cobu,
10 amnyn B navui BUNYCK cepil: BiANOBIAA/IbHOI 3a 3ilicHEHHS hapmakoHarnagy (Bk4vaum
ToBapucTso 3 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-haiina cnctemm
0bMexeHoto thapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0Co6M 3asBHYIKa,
BiANOBIAA/ILHICTIO BignoBiganbHOI 3a hapmakoHarnsag. Jitoya pefakuis: MnakciHa
«®apmaLeBTnyHa OneHa BonogumupisHa. MNponoHoBaHa pegakuis: LesyeHko OneHa
KomnaHis IropiBHa. 3MiHa KOHTaKTHWUX AaHNX YNOBHOBaXKEHOT 0COOU 3aABHUKA,
«3[10pOB'sA», BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay.
YkpaiHa
77. | OONOKCEH renb 50 mr/r,no 40 r ToBapuct YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | TUNY - 6e3 UA/18755/01/01
CTPOHI reno y Ty6i BO 3 akujioHepHe AAMiIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby peyenma
anoMiHieBiiA; mo 1 06MexeHo TOBapucTBO 3aTtBepmkeHo: flonokc Dolox 3anponoHoBaHo: loniokceH CTPOHT
Ty6i y nauuyi 3 10 "Ximthapm3asoz Doloxen Strong
KapToHy; no 100 r Bignosiga "YepBoHa 3ipka" BBefeHHS 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS
reno y Ty6i NBHICTIO
namiHartHiid; no 1 "KoHapk
Ty6i y nayui 3 IHTenmen"
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KapTOHY
78. | EKBOAEPUN | nak ans Hirtie TOB Ykpaina Nex CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MaTepianis: 3MiHu | Tuny - 6e3 UA/13688/01/01
® NTAK nikyBanbHuiA, 5% "CaHpo3 PapmaueBTMYHA / BHECEHHS 3MiHM o po3giny 3.2.S.2.1 BupobHuk(n), a came - 3miHa peyenma
PO34uH, Mo 2,5 Mn YkpaiHa" KOMnaHis 4.4., Himeuun aapecy BMpo6Huka A®| (Amopondiny rigpoxnopugy ) CILAG AG,
ab6o 5 My hnakoHi; CnoBeHis (003Bis1 Ha | Ha Switzerland, 6e3 3miHV Micus BUpOBGHULTBA: 3aTBepaxeHo: Hochstr.
no 1 donakoHy pasom BUMYCK cepii); Maynb 201 CH-8205 Schaffhausen Switzerland
3 10 nonaTo4kamu, B. BeliBepc 'M6X, 3anponoHoBaHo: Hochstrasse 201 8200 Schaffhausen Switzerland.
30 TamnoHamu ans HimeuunHa BHeceHHs1 peflakLiiiHOro OHOB/IEHHSA 0 po3ainis: 3.2.5.7.1. Pe3ome
ouuuleHHs Ta 30 (BpO6HMLTBO {00 cTabinbHOCTI Ta BUCHOBKK; 3.2.S.7.2. MpoTokon
nuioYKkaMm gns Hepo3dacoBaHoi nicnsipeecTpauiiHoro BUBYEHHS CTabiNbHOCTI Ta 30608 13aHHS 040
HIrTiB Y nayui 3 NPOAYyKLUii, NepBUHHE cTabinbHocTi; 3.2.S.7.3. [aHi npo cTabinbHiCTb Ao AMP BUpobHMKa
KapToHy Ta BTOPUHHE A®| (Amopondiny rigpoxnopugy ) CILAG AG, Switzerland ans
nakyBaHHs1, Y3ro[pKEHHSA MaTepiasliB peecTpauiliHoro foChe y 3B A3KY i3
TeCcTyBaHHS) npuBefeHHAM Cneuudikauii Ta meToais BunpobysaHHA AdI
(Amopondiny rigpoxnopuay) Ao MmoHorpadii EP (Hakaz MO3 YkpaiHu
Ne 2319 Big 21.11.2019p); 3MiHu | TUMY - 3MiHa Ha3BW BUPOGHMKA
npomixHoro npoaykty (Mannich Ketone Hydrochloride (manufacturing
step 1) and Amorolfine hydrochloride crude (manufacturing step 2),
LLIO 3aCTOCOBYETLCS Y BUPOOHNLTBI AD|, 63 3MiHM Micus
BMPOGHMLUTBA: 3anponoHoBaHo: Porton Pharma Solution Ltd., China
79. | EHCMPIHI® PO34uH NS iH'eKLi ®.Xothcpm | Lseriyapis ®.XothpmaHH-/15 LLseiuap BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |l Tuny - 3a UA/18885/01/01
no 120 mr, no 1 aHH-/1a Pow NTg, i/ 3asBHNKOM Hafi@aHO OHOB/EHUIA MnaH ynpasniHHa puavkamu(ryP) peyenmom
nonepegHsL0 Pow Ntg, Lseiiuapis AnoHis Bepcia 2.0. 3MiHN BHeCeHO A0 YacTuH: Il «CneuundikaLis 3 6e3nekm»,
HanoBHEHOMY (BTOPUHHE Il «MnaH 3 chapmakoHarnsagy», IV «Mnaxn woao nicnapeectpauiinnx
LUINPULY Y KapTOHHIA nakyBaHHs1, BUMYCK JocnimkeHb edpeKTUBHOCTI», V «3axoam 3 MiHiMi3aL,ii pusukis», VI
KopoobLi cepii); Yyrain dapma «Pe3tome nnaHy ynpasniHHa pusukamus, VIl «Joaatku» y 3B'A3Ky 3
MaHyhekTypuHr Ko, npuBeAeHHAM MaTepianis peecTpaLiiHoro AockE y BiANOBIAHICTb A0
1A, AnoHia OOKyMeHTaUil 3asaBHUKa
(BunpobyBaHHs
KOHTPOJIHO SIKOCTI);
Uyraii dapma
MaHydekTypuHr Ko,
N, AnoHis
(BMpOGHMLTBO
Hepo3dacoBaHoro
niKkapcbKoro 3acooby,
nepBuHHe
nakyBaHHs1,
BMNpPOByBaHHSA
KOHTPOJIH0 SKOCTI)
80. | EHCNPIHI® PO3UMH ANA iH'eKLil ®.Xothch™m | LLiBeiiLapis ®.XothpmaHH-/15 LBeliuap BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3MiHU | TUNy - 3MiHX 3 3a UA/18885/01/01
no 120 mr, mo 1 aHH-/15 Pow NTg, is/ sKocTi. CepTudpikaT BignosigHocTiI/IE-cepTudikaT BiANOBIAHOCTI peuyenmom
nonepegHL0 Pow Ntg, LLBeiiuapis ANoHis €Bponelicbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'sA3aHi 3
HanoBHeHOMY (BTOPUHHE HeoOXiHICTIO NpUBELEHHS Y BiANOBIAHICTL A0 MOHorpadii APY abo

LINPULY Y KapTOHHIM
KopooLi

nakyBaHHS, BUNYCK

cepii); Yyrain dapma

MaHyhekTypuHr Ko,
Nitg, AnoHis

€BponeiicbKoi hapmakonei, abo iHWOoiI HauioHa/IbHOI dhapmakonei

Aepxasu €C (3miHa y cneuudikauii HechapmakoneiHoro A®| ans
npvBeAeHHs y BiANOBIAHICTL A0 BUMor AdY abo €Bponeincbkoi

papmakonei, abo iHLWOi HauioHaIbHOT thapmakonei gepxasu €C) -
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

(BnpobyBaHHs
KOHTPO/IH0 SIKOCTI);
Uyraii dapma
MaHyhekTypuHr Ko,
Nta, AnoHia
(BpO6HMLTBO
Hepo3acoBaHoro
niKkapcbKoro 3acoby,
nepBuHHe
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJHO SIKOCTI)

[onomixHa pevoBunHa/BMXigHWI MaTepian ans BupobHuutea Adl -
npuBefeHHs cneyndikauin Kanbuito xnopuay Ta Hatpito auetaTy 3a
n. KinbkicHe BU3Ha4eHHs 1o sumor EP ta USP.

81.

ENKMHO3A™

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, 10 400
mr/100 mr no 28
Tabnetok y hnakoHi;
no 1 donakoHy B
KapTOHHI KopooLi

lneapg,
CaileHcus
IHTepHeLw

HA ITg

Benuka
BputaHis

lineag CaiteHcus
AlieneHg HOC,
Ipnangis (Bunyck
cepii, NnepBnHHa
ynakoBKa, BTOPYHHA
ynakoBKa, KOHTPO/1b
cepii); Finean
CalieHcus, [HkK.,
CLIA (koHTposnb
cepi); Mikpoxem
Nabopatopi3
Alieneng N1a., T/A
€BpochiHC
NaHkacTep
NabopaTopis,
IpnaHgis (koHTpONb
cepii
(mikpobionoriyHe
TecTyBaHHs));
MinmayHT Xenckea
Ntp, Ipnangis
(BTOPMHHA
ynakoBka); MaTeoH
IHK., KaHaga
(BMpOGHMLTBO,
nepBMHHA YMakoBKa,
BTOPMHHA ynakoBka,
KOHTpPO/b cepii);
A fesenonmvexr,
NN, CLWA (KoHTpornib
cepii)

Ipnangis/
cuaA/
KaHapa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny -
OHOBJ/IEHHA TEKCTY MapKyBaHHA yNakoBKM likapCbKoro 3acoby 3
BHECEHHSAM iH(hopMaLii LLOA0 3a3HAYEHHS OAMHULE BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHS 3MiH NPOTArom 6-T1 MicaUiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/17003/01/01

82.

EPIAOH®

TabneTkn BKpUTI
NNiBKOBOIO
060/10HKOI, NO 2 Mr
no 10 TabneTtok y
6nictepi; no 3 abo 6

[Jekcenb
nra.

13painb

[Oekcenb N14,,
I3painb
(BpOGHMLTBO,
nakyBaHHs1,
BMNpPo6yBaHHsA

I13painb

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy thapmakoHarnsay,
3MiHa YNOBHOB&XEHOI 0co6U, BiANOBIAAUIbHOI 3a 34iICHEHHS

3a
peyenmom

UA/17620/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
6nictepiB y KOHTPOJTI0 SIKOCTi Ta thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dpapMakoHarisgy 3asBHUKa
KapTOHHI nayui BUNycK cepil;); TOB ONA 34iiCHEHHS hapMakoHarsay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
IHCTUTYT Xap4yoBoi YNOBHOBaXXEHOT 0CO6U, BiNOBIAANLHOI 32 3/iACHEHHS
Mikpobiosorii Ta thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
CMOXMBYMX TOBApIB, pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
I3painb YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
(BnpobyBaHHs
KOHTPOJI0 AKOCTI MponoHoBaHa pepakuis: Dr Zanna Sutenko. 3MiHa KOHTaKTHUX AaHUX
(Mikpo6ionoriyHwuii YNOBHOBaXEHOT 0c06u, BifNoBiAaNbHOT 3a hapmakoHarnsg,
KOHTPO/b)) 3MiHa MicuA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina cuctemu gpapMakoHarasgy
83. | EPIAOH® TabneTkn BKpUTI [ekcenb 13painb [Oekcenb NiTA,, I3painb BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | TUny - 3MiHW 3a UA/17620/01/02
NAiBKOBOO nrp. I3painb oao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
060/10HKOI0, M0 4 Mr (BMPO6GHMLTBO, 3MiHW A0 y3arasibHeHWX AaHuX Npo cuctemy thapmakoHarnsgy
no 10 TabneTok y nakyBaHHs, (BBEAEHHSA y3ara/IbHEHNX AaHUX NP0 cucTemy thapmakoHarnisgy,
6nictepi; no 3 abo 6 BMNpPO6yBaHHs 3MiHa YNOBHOBaXeEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
6nictepiB y KOHTPO/IO SIKOCTi Ta hapMakoHarnsaay; KOHTakTHoOI 0cobu 3 chapmakoHarniagy 3asBHUKa
KapTOHHIM nayui BMMNYCK cepii;); TOB ONA 34jiCHEeHHs dhapmakoHarisay B YKpaiHi, SKLLO BOHA BigMiHHA Bif
IHCTUTYT Xap4oBoi YMNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
Mikpo6ionorii Ta hapmakoHarnsagy (Bkoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW Yy
CMOXMBYMX TOBApIB, pO3MiLLeHHI MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
I13painb YMOBHOBaXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapMakoHarnsg.
(BunpobyBaHHS
KOHTPO/IO SKOCTI MponoHoBaHa pepgakuis: Dr Zanna Sutenko. 3MiHa KOHTaKTHWUX AaHnX
(mikpobionoriuHwmi YMOBHOBaXEHOI 0co6bu, BiAnoBiganbHOT 3a hapmakoHarnsg,
KOHTPO/b)) 3MiHa MicLs 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-halina cuctemu gapmakoHarisgy
84. | 3EPKANIH® PO3YUH HALLKIpHWA, AopaH- Xopsaris AapaH-TaneHcbknii | XopsarTis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiiB: 3MiHW | TUMy - NogaHHsA 6e3 UA/12443/01/01
1% no 30 MmNy [aneHcbkn Na6opaTopii 4.4, OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBponelickkili hapmakonei peuenma
CKNSIHOMY (hN1aKoHi; 7 ona A®l KapbamaseniHy CEP No. R1-CEP 2000-041-Rev 07
no 1 dpnakoHy B Na6opaTto (nonepepnHs Bepcis CEP No. R1-CEP 2000-041-Rev 06) Big,
KapTOHHIA KOopoo6Li piii a.4. 3aTBepAxeHoro Bupo6Huka Union Quimico Farmaceutica, SA, IcnaHisi;
3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudlikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei gns APl KapbamaseniHy CEP No. R1-
CEP 2000-041-Rev 08 (nonepegaHs sepcis CEP No. R1-CEP 2000-
041-Rev 07) Big 3aTBEepXeHOro BupobHunka Union Quimico
Farmaceutica, SA, IcnaHis
85. | 30/1IAQEKC Kancyna gns AcTpa3eH Benuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | Tuny - 3a UA/4236/01/01
nigLWwKipHOro eka tOK BpwuTaHis Nimiteq BpwvTaHis BHECEHHS 3MiH g0 p. 3.2.P.3. BUpO6HMLTBO rOTOBOIO /iKapCbKOro peuyenmom
BBE/IEHHS NimiTen 3acoby Ta p. 3.2.P.7. Cuctema KoHTeliHep/3aKkynoptoBasibHii 3acio,

NPOJIOHroBaHoOI Aji
no 3,6 mr, 1 kancyna
y wnpuy-annikatopi
i3 3aX1CHUM
MexaHisMom; no 1
LUMPULY B KOHBEPTI 3
NPUKPINIEHUM
npanopLem-

30KpeMa: 3a3HavyeHo iHhopMaLito LWoAO AeTaslbHOro onucy
BMPOBHMYOro Npouecy Ta ioro KoHTposto. B po3gini 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTPO/IO NpoLiecy Ans Ao3yBaHHA 10,8 mr
MaKkCMMasibHO AONYCTUME 3arasibHe YNCO0 XUTTE3AATHAX aePOBHUX
MikpoopraHiamie 3MiHunock 3 10 KYO Ha < 1 KYO/mn (BunpaBfieHHst
[LpYyKapcbKoT NOMUKKM). 3MiHW 3anpoBaKeHi A5 Y3roLKeHHS 3MIiCTy

[0CbE 3 MOTOYHVMU PErYNSITOPHAMU CTaHAAPTaMU. Y3ro[XeHHs
3MICTY JOCbE 3 NOTOYHUMYM BUPOBHMYMMM MPOLecamMn He €
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
aHoTaujiero 3 OHOB/IEHHAM iH(hopmalLlii, @ BHECEHHSIM PO3'AICHEHHS CTOCOBHO
BOJIOrONOr/IMHato- npouecis, ski yxxe 6ynm 3anpoBapkKeHHi; 3MiHU | TUMNY - BHECEHHS 3MiH
4olo Karcysoto; no 1 o p. 3.2.P.3.2. Cknag, Ha cepito, 30Kpema: 3a3HavyeHHs iHdopmaduii,
KOHBEPTY B Lo micniA cTagii nioduinizauii po3mip ekcTpysii cknagae npubamsHo 80
KapTOHHiA Kopoo6Li r. Ans po3mipy 480 r BUKOHYHOTb 6 EKCTPY3iid, ansi po3mipy 640 r
BUKOHYIOTb 8 ekcTpysiii. Bulk npoaykTu 3 cepii MoXyTb 6yTu
06'eAHaHHI AN1A NaKkyBaHHA NMPOAYKTY y Wwnpuy-annikatop. Po3mip
cepii, Wwo cknagae 480 r Ta 640 r € NOBHUM NPOMUC/IOBUM
MaclwTaboM BUPOOGHMLTBA; 3MiHM | TUMY - BHECEHHSI HE3HAYHMX 3MiH
[10 KOHTPOAIO Nif, Yac BUpo6HUYoro npouecy M3 gns gosysaxHsa 10,8
MTr, 30Kpema: BU/Ty4eHHS! KOHTPOJI0 3a NoKasHWKOM "Boga" Ha ctagil
"Equilibration and compaction”

86. | 3O/IAAEKC Kancyna ans AcTpa3eH Benwuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/4236/01/02
nigLWwkipHoro eka oK BputaHis Nimiteq BpuTaHis BHECEHHS 3MiH 10 p. 3.2.P.3. BUpO6GHMLTBO rOTOBOIO /iKapCbKOro peuenmom
BBEAEHHS Nimiteq 3acoby Ta p. 3.2.P.7. Cuctema koHTeHep/3aKynoproBasibHii 3acib,

NPONOHroBaHoOT Aii 30KpemMa: 3a3HavyeHo iHhopmMau,ito LWoAo AeTaslbHOro Onucy
no 10,8 mr, 1 BMPOGHMYOro NpoLecy Ta oro KoHTposi. B po3gaini 3.2.P.3.3. Onuc
Kancynay Lnpuu- BMPOBGHNYOrO NpoLEecy Ta KOHTPOIO npouecy A/1a Ao3yBaHHA 10,8 mr
annikaropi i3 MaKkCMMaslbHO AOMNYyCTME 3araslbHe YNCI0 XUTTE3AATHUX aepOBHUX
3aXUCHUM MikpoopraHi3mis 3MiHunock 3 10 KYO Ha < 1 KYO/mn (BunpaBfiieHHs
MexaHisMom; no 1 APYyKapcbKol NOMUIKK). 3MiHU 3anpoBapKeHi 415 Y3rogKeHHS 3MiCTy
LUMPULLY B KOHBEPTI 3 [0CbE 3 MOTOYHVMU PErYNSATOPHUMU CTaHAaPTaMu. Y3roAKeHHSs
NpYKpiNIeHnM 3MiCTy [OCbE 3 NOTOYHVUMY BUPOBHUYMMU NPOLLECaMm He €
npanopuem- OHOB/IEHHAM IHdDOpPMALil, @ BHECEHHSAM PO3'ICHEHHS CTOCOBHO
aHoTaujeto 3 npouecis, ki yxe 6y/m 3anpoBapkeHHi; 3MiHU | TUMNY - BHECEHHS 3MiH
BOJIOrONOr/IMHAlo- no p. 3.2.P.3.2. Cknag Ha cepito, 30kpemMa: 3a3HayeHHs iHdopmawvii,
4olo Kancysoto; no 1 Lo nicns ctagii niocpinizauii po3mip ekcTpysii cknagae npnbamsHo 80
KOHBEPTY B r. Ans po3mipy 480 r BUKOHYIOTb 6 eKCTpy3iid, ans po3mipy 640 r
KapTOHHIA KOpooLi BMKOHYIOTb 8 ekcTpysiid. Bulk npoaykTu 3 cepii MoxyTb 6yTu
06'eHaHHI ANA NaKkyBaHHA NPOAYKTY y Wwnpuy-annikatop. Po3mip
cepii, WwWo cknagae 480 r Ta 640 r € NOBHUM NPOMUC/IOBUM
MaclwtaboM BUPOOHMLUTBA; 3MiHUM | TUMY - BHECEHHSI HE3HAYHMX 3MiH
[0 KOHTPOSIH0 Mif Yac BUpobHu4yoro npouecy M3 ana gosysaHHs 10,8
Mr, 30Kpema: BUTyYEHHS KOHTPOIO 3a MOKa3HMKOM “"Boga" Ha cTag,i
"Equilibration and compaction"

87. | 3O/IONEHT® | TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3MiHW | TUNY - 3MiHW Y 3a UA/9814/01/01
060/10HKOH, "KYCYM SAPM" MeToAax BUNPoGyBaHHS 3a TECTOM “CynpoBiAHI AOMILWKK", a came peyenmom
KMLLKOBOPO34YMHHI N0 DPAPM" YTOUYHEHHS 040 NPUroTyBaHHA PO3YUHY A5 NEepeBipKkU NPUAATHOCTI
40 wmr, no 14 cucTemu Ta nnaue6o
Tabnetok y 6nictepi,
no 1 6nicrepy y
KapTOHHI ynakosL,
no 10 TabneTok y
6nictepi; no 3
6nictepn y
KapPTOHHIN ynakoBLUi

88. | 3O/IONEHT® | TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YKpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW y 3a UA/9814/01/02
060/10HKOHD, "KYCYM PAPM" MeToJax BMNPoOyBaHHs 3a TECTOM "CynpoBigHI AOMIWKK", a came peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KMLUKOBOPO3YMHHI N0 SAPM" YTOUYHEHHS LLOAO0 NPUrOTYBaHHSA PO34MHY A5 NEPEBiPKU NpUAaTHOCTI
20 mr no 14 cuctemu Ta nnaue6o
Tabnetok y énictepi,
no 1 6nictepy y
KapTOHHI ynakoBLi
89. | IHAONPEC TabneTkun, BKPUTI My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | TUny - 3MiHW 3a UA/2153/01/01
NMiBKOBOIO aKLjioHepH akLujioHepHe BHECEHO A0 IHCTPYKUii 418 MeAUYHOrO 3aCTOCYBaHHS NiKapCbKOro peyernmom
060/10HKOM0, M0 2,5 e TOBapucTBo 3acoby A0 po3zinis "B3aemogis 3 iHLWIMMU NikapcbknMy 3acobamn Ta
mr no 10 Tabnetoky | TOBapuCTB "HaykoBo- iHWi BUAW B3aemogiin", "OcobnmnBocTi 3actocyBaHHA", "TMo6IuHI
6nictepi; no 3 o] BMPOGHUUNIA peakuii” 1woao 6e3nekn 3acTocyBaHHS Ajto40i pe4yoBUHU, BiAMOBIAHO
6nictepu B nauLli "HaykoBo- LeHTp"bopLyariscbk 00 pekomeHaauin PRAC BBefieHHS 3MiH NpOTArom 6-Tu Micalis nicns
BMPOGHUY Wi XiMiKo- 3aTBepKEHHA
WA UEeHTP thapmaueBTUYHWIA
"bopLuaris 3aBog"
CbKui
XiMiKO-
thapmaue
BTUYHUIA
3aBsog”
90. | IHPAHPUKC cycneHsis (DTPa- nakcoCmi Benuka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - nepernsg, 3a UA/15832/01/01
™ INB XIb / IPV) gns iH’ekujin no TKnsiH BpuTtaHis Bionoaxikans C.A. MeToay aHani3y Ta Kputepito npuiiHATHOCTI pulling test Ans koBnayka peyenmom
INFANRIX™ 0,5 mn (1 po3a) Ta Ekcnopt 13 mm vial flip-off cups ons npueeaeHHA y BiANOBIAHICTL fo ISO
IPV HIB niocpinizat (Hib); Nimiteq 8362-6 “Injection containers and accessories - Part 6: Caps made of
KOMBIHOBA | cycneHsia (DTPa- aluminium-plastics combinations for injection vials”
HA IPV) ans iH'ekuiii no
BAKLUVHA 0,5mn (1 po3a) y
ana nonepeaHLo
MPO®INAKT HanoBHEHOMY
VKN 0ofiHOpa3oBoOMYy
OUNDTEPII, wnpuui Nely
MPABLA, KOMNEKTi 3 ABOMa
KALLUJTIOKY rofikamu ta
(ALENKONAP | niodpinizar (Hib) y
HUN thbnakoni Nel, o
KOMMOHEHT | 3miwytoTbca nepes
), BUKOPUCTaHHAM: NO
noniomMien 1 nonepeaHbLO
TYTA HanoBHeHOMY
3AXBOPIOB oZiHoOpa3oBoOMYy
AHb, LINPULY Y KOMMIEKTI
36YAHNKOM | 3 aBOMa ronkamu ta
AKUNX € 1 cbnakoHom 3
HAEMOPHIL niocpinizatom (Hib) y
us BaKyyMHiii
INFLUENZAE | cTepwnbHii
Tnny B ynakosLi; no 1
BaKyyMHiii

CTepusbHIli ynakoBLi
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
Y KapTOHHI KOpoobLii
91. | KA/IbLUEMIH TabneTkn, BKpUTI TOB Ykpaina KoHTpakT ®apmakan | CLUA BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHW | TUMy - 3MiHKU 3 6e3 UA/7110/01/01
® AABAHC 060/10HKO0 No 30 "BAVNEP" KopnopeiiwH, CLUA AKocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema peyenma
abo no 60, abo no (Bupo6bHULTBO in KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa nocTavanbHYKa
120 TabneTok y bulk); KoHTpakT nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (AKLLO 3a3HAYEHO B
hnakoHi; no 1 Papmakan [ocbe) (3amiHa abo fJofaBaHHsA NocTavasibHNKA) - BBEAEHHS
chnakoHy B KopnopeiiwH, CLUA anbTepHaTUBHMX NOCTavyasbHYKIB NONINPONINIEHOBUX KPULLOK
KapTOHHIA KOpooLi (MepBuHHa Ta
BTOPUHHA YNakoBKa,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMNYCK
cepii)
92. | KAJIbLUEMIH TabneTku, BKPUTI TOB Ykpaina KoHTpakT ®apmakan | CLUA BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3MiHU | TUMy - 3MiHU 3 6e3 UA/7138/01/01
® CI/TIbBEP 060/10HKO10, Mo 30 "BANEP" KopnopeiiwH, CLUA sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peuenma
abo no 60 Tabnetok (Bupo6bHULTBO in KOHTeliHep/3aKkynoptoBasibHWii 3aci6. 3MiHa nocTayanbHMKa
y thnakoHi; no 1 bulk); KoHTpakT nakyBaJIbHUX MaTepiasniB abo KOMMIEKTYUMX (SKLO 3a3Ha4YeHo B
dhnakoHy B dapmakan [ocbe) (3aMiHa abo goAaBaHHs nocTavyasibHUKa) - BBEAEHHS
KapTOHHI KOpOOL KopnopeiiwH, CLUA a/IbTepHaTMBHMX NOCTaYa/IbHUKIB MONINPONINIEHOBMX KPULLIOK
(MepBuHHa Ta
BTOPMHHA ynakoBka,
KOHTPO/b SKOCTI,
[103BiN Ha BUMNYCK
cepii)
93. | KAPBAJIEKC | Tabnetku TOB YKpaina I.J1. dapma Mv6X ABCTpIst BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3MiHM | TUNY - NOgaHHSA 3a UA/6914/01/02
300 MI NPOMOHroBaHoI Al "Bayuu OHOBJ/IEHOrO cepTudikaTa BiANoBIigHOCTI EBponeiickkili hapmakonei peuyenmom
PETAP/L no 300 mr no 10 Xenc" onsa A®l Kapb6amaseniHy CEP No. R1-CEP 2002-221-Rev 06
TabneTtok y 6nicrepi; (nonepegHs Bepciss CEP No. R1-CEP 2002-221-Rev 05) Big,
no 10 6nictepiB y 3aTBepAXeHoro BupobHnka ZHEJIANG JIUZHOU
KapTOHHiiA Kopo6Lli PHARMACEUTICAL CO., LTD., KuTait
94. | KAPBANIEKC | Tabnetkn TOB YkpaiHa I.J1. dapma M'm6X ABcTpis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiiB: 3MiHW | Tuny - NogaHHs 3a UA/6914/01/01
600 MI" NPONOHIroBaHoI Al "Bayu OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei peuyenmom
PETAP/ no 600 mr no 10 Xenc" ona A®l KapbamaseniHy CEP No. R1-CEP 2002-221-Rev 06
Tabnetok y 6nictepi; (nonepepHs Bepcis CEP No. R1-CEP 2002-221-Rev 05) Big
no 10 6nictepiB y 3aTBepaxeHoro Bupo6Hrka ZHEJIANG JIUZHOU
KapTOHHiii Kopo6Lli PHARMACEUTICAL CO., LTD., KuTait
95. | KAPAIO- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3 Ne 30 — 6e3 | UA/18901/01/01
OAP® NNiBKOBOIO "®bapmaue "papmMaueBTNYHA sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peuenma;
060/10HKOI0, MO 75 BTMYHA thipma "AapHuug" KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa Y NepBUHHIl ynakoBLyi Ne 100 — 3a
mr; no 100 TabneTtok thipma roTOBOrO Jlikapcbkoro 3acoby (Tun koHTeliHepa abo JoAaBaHHs peyenmom
Y KOHTeliHepi; no 1 "OapHuus" HOBOTO KOHTEliHepa) - TBepAi, M'siki Ta HECTEPUIIbHI PifkKi Nikapcbki

KOHTelHepy B nauuj;
no 10 TabneTok B
KOHTYPHili
YapyHKOBIl
ynakoBsLi, no 3
KOHTYPHI YapyHKOBI
yMakoBKM B nauLli

chopmMu - BBEAEHHSA A0AATKOBOI ynakoBku Ne30 ans nikapcbkoro
3acoby Kapgio-[ap®, TabneTtku, BKpUTi NAIBKOBOK 060IOHKOLO, MO 75
Mr Ta no 150 mr, a came no 10 Tab/1eToK B KOHTYPHY YapyHKOBY
yMakoBKy, N0 3 KOHTYPHI YapyHKOBi YNakoBKv B Nayky, 3 BignoBiAHUMMN
3MiHaMK y p. «YnakoBka». K Hacnigok BHECEHO BiAMnoBigHe
KoperyBaHHs1 0 TepMiHy npugartHocTi: 1 pik — ons ynakosku Ne 30.
3MiHN BHECEHI [0 IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin “Ynakoska", 3 BignoBigHMMM 3MiHaMK A0
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
po3giny "TepMiH NpUAATHOCTI"; 3MiHW BHECEHI 40 TEKCTY MapKyBaHHS
yMakKoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH NpoTArom 6-Tu Micsauis
nicns 3aTBepipkeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edpeKTMBHOCTI Ta thapmakoHarnsgy. 3miHa y npaBoBoMy
cTatyci flikapcbkoro 3acoby (4718 reHepudHuX/ribpuaHnx/6ionodibHNxX
NiKapcbKnx 3acobiB Nic/s 3MiHW 3aTBEPAKEHOr0 NPaBOBOro cTaTycy
pedhepeHTHOro npenapary) - 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAUYHOro 3acTocyBaHHA NikapcbKoro 3acoby y po3gin "Kareropis
BiANyCKy" Ta 'y NYHKT 14 TeKCTy MapKyBaHHS ynaKkoBKW NiKapCbKoro
3aco0y: 3aTBepAKEHHS KaTeropii Bignycky "6e3 peuenta” ans
ynakoBku Ne30. BefeHHs 3MiH NpoTArom 6-Tv MicsliB nicns
3aTBEPAKEHHSA
96. | KAPAIO- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3MiHu 3 Ne 30 — 6e3 | UA/18901/01/02
OAP® NNiBKOBOIO "®bapmaue "papmMaueBTUYHA sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peuenma;
060/10HKO0, N0 150 BTUYHA thipma "AapHuug" KOHTeliHep/3aKkynopoBasibHWi 3aci6. 3MiHa Y NepBUHHIl ynakoBLyi Ne 100 — 3a
mr; no 100 TabneTtok thipma roTOBOrO JlikapCcbkoro 3acoby (Tun koHTeliHepa abo AoAaBaHHs peyenmom
Y KOHTeliHepi; no 1 "OapHuus" HOBOrO KOHTEliHepa) - TBepAi, M'siki Ta HECTEPUSIbHI PifKi Nikapcbki
KOHTeliHepy B naulyj; dhopMu - BBEAEHHS A0AATKOBOI ynakoBky Ne30 ans nikapcbkoro
no 10 TabneTok B 3acoby Kapgio-[ap®, TabneTtku, BKpUTi NIIBKOBOK 0O0I0HKOLO, MO 75
KOHTYPHili Mr Ta no 150 mr, a came no 10 Tab/1eToK B KOHTYPHY YapyHKOBY
YapyHKOBIl yMakoBKy, N0 3 KOHTYPHI YapyHKOBI YNakoBKv B Nauky, 3 BignoBiAHUMMN
ynakosLi, no 3 3MiHaMK y p. «YnakoBka». K Hacnigok BHECEHO BiAMNoBigHe
KOHTYPHI YapyHKOBI KoperyBaHHs1 0 TepMiHy npugartHocTi: 1 pik — ons ynakosku Ne 30.
yMakoBKM B nauLli 3MiHN BHECEHI [0 IHCTPYKLi 415 MeANYHOrO 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain "Ynakoska", 3 BiANOBIiAHUMYN 3MiHAMW [0
po3ainy "TepmiH NpuAaTHOCTI"; 3MiHW BHECEHI 10 TEKCTY MapKyBaHHS
yMakoBKM MiKkapcbKoro 3acoby. BeeAeHHSA 3MiH NpoTArom 6-tn Micauis
nicns 3aTBepmkKeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy. 3MiHa y npaBoBomy
cTaTyci NlikapcbKoro 3acoby (4151 reHepnyHuX/ribpmagHnx/6ionodibHmMx
nikapcbKunx 3aco6iB Nicns 3MiHM 3aTBEPAXKEHOrO NPaBOBOro CTaTycy
pedrepeHTHOro npenapary) - 3MiH1 BHECeHi A0 IHCTPYKLUii Ans
MeAUYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby y po3gin "Kareropis
BiANycky" Ta 'y NyHKT 14 TeKCTy MapKyBaHHS yNakoBKM NiKapCbKoro
3aco0by: 3aTBEepKEHHA kaTeropii Bignycky "6e3 peuenta" ans
ynakoBku Ne30. BegeHHs 3MiH npoTsrom 6-Tv micsLiB nicns
3aTBEPAKEHHS
97. | KAPAITAB IC | Tabnetku; no 10 Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 6e3 UA/14659/01/01
TabneTok y 6nictepi; BO 3 [04aTKOBOO oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
no 1 6nictepy B [ofaTkoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3arasibHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy
naJui; no 6 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
TabneTok y 6nictepi Bignosiga 3MiHa YNOBHOB&aXeHOI 0CO6M, BiAMNOBIAaUTbHOI 3a 3A4iICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M

YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsgy) - amiHa
YMOBHOB&XEHOI 0C06YM 3asBHWKA, Bi4NoBifabHOI 3a chapMakoHariag.




62

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
dpapMakoHarnsg
98. | KAPAITAB IC | Tabnetkn ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/14659/02/01
cybniHreanbHi; no 10 BO 3 [04aTKOBOO oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
TabneTok y 6nictepi; | goaaTtkoBo BiANOBIAA/LHICTIO 3MiHM [0 y3arasibHEHNX JaHuX MPo cuctemy dpapmakoHarnsgy
no 1 6nictepy B 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy hapmakoHarnagy,
nauuyj; no 6 Bignosiga 3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAAUTbHOI 3a 3A4IICHEHHS
Tabnetok y 6nictepi NBHICTHO thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dpapMakoHarsay 3asBHUKa
"IHTEPXI ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHApiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
99. | KAPAITAB® TabneTkn, BKpUTI Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 6e3 UA/15572/01/01
IC ®ITO NNiBKOBOIO BO 3 [04aTKOBOK Lofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
06010HKO Mo 10 [oaaTtkoBo BifJNOBIAa1bHICTIO 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy thapmakoHarnsgy
Tabnetok y 6nictepi; 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
no 1 6nictepy B Bignosiga 3MiHa YNOBHOB&aXeHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34IICHEHHS
nauui NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI 0N 34iCHEHHS hapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
100. | KENMMNPA® PO34YUH OpasIbHUIA, HOCBb Benbris Hekct®apma CAC PdpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasniB: yTOUHEHHS 3a UA/9155/02/01
100 mr/mn; no 300 dapma peecTpauinHoi npoueaypu B Hakasi MO3 YkpaiHn Ne 2852 Big peuyenmom
MY ¢pnakoHi; no 1 C.A. 23.12.2021 B nNpoLeci BHECEHHS 3MiH.

donakoHy 3 MipHUM
naacTUKoBUM
LUNPVLOM Y nauui 3
KapTOHY

3anponoHoBaHa pefakuis: 3MiHu | Tuny: 3miHu 3 akocTi. CepTudikart
BignoBigHOCTI/IE-cepTudikat BiAnoBiAHOCTI €BpoNeicbkil
thapmakonei/moHorpadii. NMogaHHS HOBOrO abo OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYYEHHS cepTudikara
BigNoBiAHOCTI €Bponelickbkiii chapmakonei: gns A®I; ona BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN AONOMIKHOT peqoBuHU (cepTudikar
Bi4NOBIAHOCTI €Bponelicbkili hapmakoner) - HoBuii cepTudikar Big
HOBOrO BMPOGHMKa (3aMiHa abo AONOBHEHHS) - NOAAHHA HOBOrO
cepTudpikaTa BignoBiaHOCTI E€Bponelickkiit hapmakonei RO-CEP 2012-
325-Rev 00 gs1a Aito40i pe4oBUHM SiIeBeTMpaLeTamy 3 MeToK
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs

[ofaBaHHA [0AATKOBOrO HOBOTO BUPOGHMKA [iF0HOT pevyoBUHN

nesetupauetamy — Zhejiang Huahai Pharmaceutical Co., Ltd.,

Chuannan Dugiao, China-317 016 Linhai, Zhejiang Province.

BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.

3MiHY | TUNY: 3MiHK 3 AkocTi. APL. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikayisx Ha A®l, abo BYXigHWIA/NPOMDKHWIA NpoAyKT/pearexT,
LLLO0 BUKOPWCTOBYHOTHCSA Y Npoueci BUpo6HuLUTBa AD| (0NOBHEHHS
cneumdikaLii HOBUM NOKA3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - AoAaBaHHsA B crneumndikayito APl HOBOI fOMILLKN
«eTunKapbamary» Ta HOBUX OpraHiyHUX PO3UMHHKKIB
«ANXNIOPMETaHy» Ta «TOyony» 3 BignoBigHMMM TM MeToAamMmn
BMNpoGyBaHHA. BBeAEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS.
3MiHn | TURY: 3MiHK 3 akocTi. APL. KoHTponb AdL. 3miHa y meToAax
BMNpo6yBaHHA A®| abo BUXigHOro MaTepiasty/npomMikHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIeCi BUPOOGHULTBA
A®I (iHWi 3MiHM Yy MeTogax BUNPObyBaHHSA (BKIoUaoun 3amiHy abo
[0MnoBHEHHSA) A®| abo BUXiAHOro/NPOMIKHOTO MPOAYKTY) - AONOBHEHHS
HOBOrO aHaNITUYHOTO MeToAy, WO BUKOPUCTOBYETLCA A/151 KOHTPOSIO
3a/1MLLIKOBOr0 pOo34MHHMKA aueToH B A®I neseTunpaleTam, Lo
OTpUMaHW Ha BUPOGHWUYIN AinbHWLI BUpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. (He 6inbwe 500 ppm).BBefeHHst 3MiH
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS.

3MiHn | TURy: 3miHK 3 skocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBNEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikara BiAnoBigHOCTI €Bponeiickkili hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIO NPOAYKTY,

LLIO BUKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; A58 [ONOMKHOI
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpoNelichkin dhapmakonel) -
OHoB/EHWIA cepTUdikaT Bif BXe 3aTBEPIKEHOIO BUPOGHMKA -
nofaHHs OHOB/EHOTO cepTudikaTa BigNoBIAHOCTI EBPONENChKiii

Ltd. BBeAeHHS 3MiH NPOTATOM 6 MiCALIB MiC/A 3aTBEPIKEHHS.

3MiHn | TURy: 3miHK 3 skocTi. CepTudikat BignosigHocTI/IE-

LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; A58 [ONOMDKHOI

OHOB/EHWI cepTuddikaT Bif, yXe 3aTBepAXEHOro BUPO6HUKA -

thapmakonei RO-CEP 2012-325-Rev 01 gns A®| nesetupaueTtamy Big
BXe 3aTBepxeHoro BupobHuka Zhejiang Huahai Pharmaceutical Co.,

cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBNEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikara BiAnoBigHOCTI €Bponeiickkili hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIO NPOAYKTY,

peyoBuHM (cepTudikaT BiANOBIAHOCTI EBponelichbkin dhapmakonel) -

nofaHHs OHOB/EHOTO cepTudikaTa BigMNoBIAHOCTI EBPONENChKiii

thapmakonei RO-CEP 2012-325-Rev 02 gns Ad| nesetupaueTtamy Big
BXe 3aTBepxeHoro BupobHuka Zhejiang Huahai Pharmaceutical Co.,
Ltd. BBeieHHS 3MiH NPOTAroM 6 MiCALIB MiC/1A 3aTBEPKEHHS.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
3MiHn | TURY: 3miHK 3 skocTi. ADI. BupobHuuTBO. 3MiHa BUPOGHMKa
BUXiZHOrO/MPOMIDKHOTO NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npotieci A®|, abo 3miHa BUPO6HUKa (BKToYatoun, ge
HeobxigHO, MicLe NPoBeAEHHS KOHTPO/ SKOCTi) AD| (3a BiACyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei y

3aTBEPAKEHOMY [OCbLE)(3MIHM 40 3aX0fiB, NOB'A3aHUX 3 KOHTPOIEM
A®l, abo gofaBaHHsA AifbHULI, Ae NPOBOANTLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) - AofaBaHHA AinbHUU SGS Simon Lab
SA [N KOHTPO/BUNPOGYBaHHS Cepii, Ha SiKili NPOXOANTUMYTb
BUMPOOYBaHHSA Ha BMICT 3aUINLLIKOBUX PO3UYMHHVIKIB Ta Ha BMICT
cneumdivyHol JoMiWwKkn — eTunKkapbamary B APl nesetupaveram, Lo
BMPO6NseTbCA BUPO6HMKOM Zhejiang Huahai Pharmaceutical Co.,
Ltd., China. BBeieHHs1 3MiH NpOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS.
3MiHn | TURY: 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BigMNoBigHOCTI €Bponeiickkili hapmakonei/MmoHorpadii.
MoaaHHA HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TYYEHHS cepTudikaTa BignoBiAHOCTI EBponechkii hapmakonei:
ans A®l; ans BuxigHoOro martepiany/peareHTy/npomMikKHOrO MPOAYKTY,
LLI0 BUKOPUCTOBYHTLCSA Y BUPOOHULTBI ADI; A58 LONOMIKHOI
peyoBMHM (cepTuddikaT BignoBiAHOCTI E€Bponeiickkiii hapmakonel) -
OHOB/eHW cepTuddikaT Bif y)Xe 3aTBepAKeHOro BUPO6HUKa -
NnoJjaHHA OHOBJIEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiickkiii

079-Rev 04) ans A®| neBeTpaueTamy Bif BXe 3aTBEPAKEHOT0
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS.

3MiHn | TURy: 3miHK 3 skocTi. CepTudikat BignosigHocTI/IE-

cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.

MogaHHA HOBOrO abo OHOBNEHOTO cepTudikaTa BignoBigHOCTI abo

LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; A58 [ONOMDKHOI

OHOB/EHWIA cepTuddikaT Bif, yXe 3aTBepAXEHOro BUPOGHUKA -

cepTudikaTa BignoBiAHOCTI EBponeiickbkiit hapmakonei y

A®l, abo gofaBaHHsA AifbHULI, Ae NPOBOANTLCA

thapmakonei R1-CEP 2014-079-Rev 00 (3atBepgxeHo: RO-CEP 2014-

Bupo6HuKa DIVI'S LABORATORIES LIMITED, IHgjis. BBefeHH:A 3MiH

BU/TyYEHHS cepTudikara BiAnoBigHOCTI €Bponeiickkili hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIO NPOAYKTY,

peyoBuHM (cepTudikaT BiANOBIAHOCTI EBponelichbkin dhapmakonel) -

nofaHHs OHOB/EHOTO cepTudikaTa BigNoBIAHOCTI EBPONENChKii
thapmakonei R1-CEP 2012-325-Rev 00 gns A®| nesetupaueTtamy Big
BXe 3aTBepxeHoro BupobHuka Zhejiang Huahai Pharmaceutical Co.,
Ltd. BBefeHHs 3MiH NPOTAroM 6-TW MicALiB NiCNS 3aTBEPAXKEHHS.
3MiHn | TURY: 3miHK 3 sikocTi. ADI. BupobHuuTBO. 3MiHa BUPOGHMKa
BUXiZHOrO/MPOMIKHOTO NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npotieci A®|, abo 3miHa BUPOGHUKa (BKIloYatoun, ge
HeobxigHO, MicLe NpPoBeAEeHHS KOHTPO/ SKOCTi) Ad| (3a BiACyTHOCTI

3aTBEPAKEHOMY [OCbLE)(3MIHM 40 3aX04iB, NOB'A3aHUX 3 KOHTPOIEM

Standards Technical Services (Shanghai) Co., Ltd ans

KOHTPOb/BUNPOBYBaHHSA cepil) - AofaBaHHA AinbHuli SGS-CSTC
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KOHTPO/0/BMNPOBYBaHHSA cepii, Ha ki NPOXOAUTUMYTb
BMNPOBYBaHHSA Ha BMICT cneuudivyHol OMILLKM — eTukapbamaty B
A®| neseTupaveTtam, Lo BUPOBAAETLCA BUPOOHKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBeeHHS 3MiH NnpoTarom 6-
TW MiCALB NicNA 3aTBEPAXEHHS.
3MiHn | TURY: 3MiHK 3 AkocTi. AP, BupobHuLTBO. 3MiHa BUPOGHMKa
BUXIZHOrO/MPOMKHOTO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoueci A®I, abo 3miHa BUpo6HMKa (BKIOUatouu, ae
HeobXxiAHO, MicLe NPoBeAEHHS KOHTPOIO SKOCTI) Ad| (3a BiACYTHOCTI
cepTudikaTa BiANOBIAHOCTI EBponelickbkiin hapmakonei y
3aTBEPKEHOMY [0CbE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3 KOHTPOsIEM
A®l, abo gofaBaHHA AiNbHULI, fe NPOBOAUTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - 4oAaBaHHA albTepHATUBHOI
ninbHuui Eurofins Amatsi Analytics, Parc de Genibrat, Fontenilles,
31470, France ana TectyBaHHA JOMILLKM eTuKapbamaTty aitoyol
peyoBMHM NIeBeTpaLeTamy, Lo BUpobaseTbCcs BUpobHMKkoM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBeeHHsi 3MiH NpoTArom 6-
TN MiCALB NiCNA 3aTBEPMAKEHHS.
101. | KNCEHb ras y ctaneBsux LOEP>XAB YkpaiHa JNEP>XABHE YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tvny - 3MiHu 3 3a UA/18733/01/01
MEAVNYHNIA 6anoHax no 40 n HE nanPNeEMCTBO sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro peuenmom
rA3onoaibs nanPme "HALIOHA/IbHA 3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JTiKapCbKOro
HUIA MCTBO ATOMHA 3aco6y (iHWi 3MiHM y MeTodax BUNpobyBaHb (BKIHOHYauun 3aMiHy abo
"HALIOH EHEPIOrEHEPYO [OMOBHEHHS)) - 3MiHa Y MeToAax BUNpPoByBaHHSA roTOBOro NikapCbKoro
AJTbHA YA KOMTIAHIA 3aco6y, a came AOMOBHEHHS aslbTePHATVBHUMW MeTodamu
ATOMHA "EHEPITOATOM" nikapcbKoro 3acoby 3a nokasHukamu: - BusHaueHHs 06'€MHOT YacTku
EHEPIror BOZSAHMX Napis 3a A0MNoMOorot rirpometpy Tuny «MDM 300 1.S»; -
EHEPYIO Br3HaueHHs1 06'€eMHOT YacTku Aiokcuay ByrneLto 3a 4onoMorow
UA raszoaHanizatopa Ventis Pro 5
KOMMAHI
A
"EHEPTO
ATOM"
102. | KNEPUMEQ, TabneTkun, BKPUTI Megnokemi Kinp Megokemi NTA Kinp BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | TUny - 3MiHW 3a UA/7281/01/01
500 NNiBKOBOIO nTa (UeHTpanbHuii BHECEHO A0 [HCTPYKLi ANA MegUYHOro 3aCTOCyBaHHA NiKapcbKoro peyenmom
060/10HKO10, N0 500 3aBsof) 3acoby Ao po3ginis: "MpoTunokasaHHs", "B3aemogis 3 iHWMMUK
Mr no 7 TabneTok y nikapcbknMmn 3acobamu Ta iHWi B1uamn B3aemogiii”, "OcobnmBocCTi
6nictepi; no 2 3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
6nictepn y rpyaa” woao 6e3neky 3acToCyBaHHS Ailo40i peyoBUHU
KapTOHHI Kopoo6Li KNapuTPOMILMH BignoBigHoO Ao pekomeHaauii PRAC. BeefeHHS 3MiH
npoTarom 3-x Micsuis nicas 3aTBepoKeHHs
103. | KIOHA3ENA | ta6netku no 0,5 mr; ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peECcTpaLjiiiHuX MaTepianis: 3MiHu | TUNY - 3MiHK 3a UA/4532/01/01
MIC no 10 TabneTok y BO 3 [0[aTKOBOIO Liofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
6nictepi; no 5 [o[aTKoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3araslbHEHUX JaHuX Npo cucteMy chapmMakoHarnsgy
6nicTepis y naui 10 "IHTEPXIM" (BBEAEHHSA y3arasibHEHUX AaHUX PO cuctemy hapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHa BiMIiHHA Bif,
M YNOBHOB&XXEHOI 0CO6U, BiANOBIfaNLHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
thapmakoHarnsgy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHMKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANoBifabHOI 3a
hapmakoHarnsg
104. | KIOHA3ENA | Tabnetku no 1 mr; ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/4532/01/02
MIC no 10 TabneTtok y BO 3 [0[aTKOBOIO Lofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeeneHHs abo peuenmom
6nictepi; no 5 [0faTKoBO BiANOBIAALHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy dpapmakoHarnsgy
6nicTepiB y naui 10 "IHTEPXIM" (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cuctemy dpapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
"IHTEPXI ONA 34jiiCHEeHHs dhapMakoHarssay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
M YNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iICHEHHS
hapmakoHarnsay (Bkroyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBiAabHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHuX yNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsag
105. | KIOHA3EMNA | T1a6netku no 2 mr; ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/4532/01/03
MIC no 10 TabneTok y BO 3 [,00aTKOBOHO Lwoao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
6nictepi; no 3 [0[aTKOBO BiANOBIAA/ILHICTIO 3MiHN [0 y3araslbHEHMX JaHuUX NPo cucTemy dhapmMakoHarnsgy
6nictepun y nauui 10 "IHTEPXIM" (BBEAEHHSA y3arasibHEHUX AaHWX MPO cuctemy dpapmakoHarnsgy,
Bignosiga 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34jiiCHEeHHs dhapmakoHarisay B YKpaiHi, SKLLo BOHA BigMiHHA Bif
M" YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifabHOT 3a chapMakoHarnsag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
106. | KNNO®ENIH Tabnetku, no 0,1 mr ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peECcTpaLjiiiHuX MaTepianis: 3MiHu | TUNY - 3MiHK 3a UA/16533/01/01
IC no 10 TabneTok y BO 3 [0[aTKOBOIO Lofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
6nictepi; no 3 [o[aTKoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3araslbHEHUX JaHuX Npo cuctemy dhapmMakoHarnagy
6nictepun y naui 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPo cuctemy dhapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHa BifMIHHA Bif,
M

YMOBHOB&XXEHOT 0CO6U, BiANOBIfabHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ouakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy) - 3MiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a papMakoHarnisga.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHWX YyNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
papMakoHarnsg
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
107. | KNO®ENIH Tabnetku, no 0,15 ToBapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/16533/01/02
IC Mr no 10 TabneTok y BO 3 [08aTKOBOIO wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenmom
6nictepi; no 3abo 5 | gogaTkoso BiANOBIAA/LHICTIO 3MiHM [0 y3ara/ibHEHNX JaHuX Npo cuctemy dhapmakoHarnsagy
6nicTepiB y naui 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHWX MPO cuctemy dpapmakoHarnsgy,
Bignosiga 3MiHa YNOBHOBaXeHOI 0co6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
NbHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHariagy 3asBHUKa
"IHTEPXI ONA 34jiiCHEeHHS dhapmakoHarisay B YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
Y YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NoBigabHOI 3a hapMakoHarnsag.
MponoHoBaHa pefakuis: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHWX YyNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsag
108. | KNNO®ENIH Tabnetku, no 0,3 mr ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/16533/01/03
IC no 10 TabneTok y BO 3 [0[aTKOBOIO oao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
6nictepi; no 3 [0[aTKOBO BiANOBIAA/ILHICTIO 3MiHN [0 y3araslbHEHUX JaHuX Npo cucteMy hapmMakoHarnsgy
6nictepun y nauui 10 "IHTEPXIM" (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cuctemy dhapmakoHarnsgy,
Bignosiaa 3MiHa YNOBHOBaXeEHOI 0Co6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34jiCHEeHHs dhapmakoHarisay B YKpaiHi, SKLLO BOHA BigMiHHA Bif
M YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsaay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MiLLeHHI MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBifa/IbHOT 3a chapMakoHarnsg.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapMakoHarnsg
109. | KOATEPMNIH Tabnetku no 10 Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 3a UA/8689/01/01
IC® TabneTtok y énicrepi; BO 3 [04aTKOBOK Lofo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
no 1 6nictepy B [ofaTkoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3arasibHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy
nauui; no 10 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
TabneTok y Bignosiga 3MiHa YNOBHOB&aXeHOI 0CO6M, BiAMNOBIAaUTbHOI 3a 3A4iICHEHHS
6nictepax NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI 0N 34iCHEHHS hapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
M YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
110. | KO- TabneTku, BKPUTI HOBE/T | TypeyunHa HOBEN INAY Typeyun BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHU | TUNy - 3MiHX 3 3a UA/11583/01/01
IPBECAH® 060/10HKOH0, Mo 150 INAY CAHAI BE Ha AKOCTI. [OTOBWMIA NikapCbkuii 3aci6. 3MiHM y BUPOOGHULITBI. 3MiHA peuyenmom
mr/12,5 wr, no 14 CAHAI BE TIOXKAPET A.LL. po3Mipy cepil (Bk/toYatoun dianaszoH po3mipy cepii) roToBoro
Tabnetok y 6nictepi; | TIOKAPE nikapcbKoro 3acoby - BBeEHHA A0AATKOBMX po3Mipis cepii [N13.
no 2 6nictepu B TA.LL. [MponoHoBaHa pegakuis: 80 000 Tabs1eTOK, BKPUTUX 060/10HKO0; 600
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KapTOHHI ynakoBLi; 000 TabneTok, BKpUTNX 06010HKO; 960 000 TabneTokK, BKPUTHX
no 15 Tabnetok y 060/10HKOI0; 3MiHW | TUMY - BHECEHHSA 3MiH Y BUPOGHUUMIA npouec ANns
6nictepi; no 6 3anponoHoBaHWX A0AATKOBMX po3MipiB cepii /13, 30kpema: cymiLl
6nictepiB y [OMOMDKHMX PEYOBMH Ha eTani 3MillyBaHHS PO3A,i/IEHO Ha TPW PiBHI
KapTOHHIl ynakoBLi 4acTUHW AN KpaLLoro nepemillyBaHHS; BiAKOPUroBaHo napameTpu
NpocitoBaHHA Ta NepeMillyBaHHs; BiKOPMroBaHO NOpPsSA0K
3MillyBaHHS1 KOMMOHEHTIB
111. | KO- TabneTkn, BKpUTI HOBE/T | TypeyuunHa HOBEN INAY Typeyun BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasis: 3MiHU | TUMy - 3MiHKU 3 3a UA/11583/01/02
IPBECAH® 060/10HKOH0, Mo 300 INAY CAHAI BE Ha AKOCTI. [O0TOBWMIA Nikapcbkmii 3aci6. 3MiHM y BUPOGHULITBI. 3MiHA peyenmom
mr/12,5 wr, no 14 CAHAI BE TIOXAPET A.LL. po3mipy cepii (BktoYaroum gianasoH po3mipy cepii) roToBOro
Tabnetok y 6nictepi; | TIOXAPE NiKapcbKoro 3acoby - BBeAEeHHS [04aTKOBUX po3mipis cepii MN3.
no 2 6nictepu B TA.LL. MponoHoBaHa pegakuyis: 32 000 Tab1eToK, BKPUTUX 060/10HKO; 320
KapTOHHI ynakoBLi; 0000 TabneTok, BKpUTMX 060/10HKOK; 480 000 Tab1eTOK, BKPUTUX
no 15 tabneTtok y 060/10HKO0; 3MiHM | TUMNY - BHECEHHS 3MiH Y BUPO6HUUMiA npouec Ans
6nictepi; no 6 3anponoHoOBaHMX A0AATKOBMX PO3MipiB cepii /13, 3o0kpema: cymiLl
6nictepiB y [OMOMDKHMX PEYOBWH Ha eTani 3MillyBaHHS PO3A,i/IEHO Ha TPY PiBHI
KapTOHHI ynakoBLi 4acTUHW AN KpaLLoro nepemillyBaHHS; Bi4KOPUroBaHo napameTpu
NpocitoBaHHA Ta NepeMillyBaHHS; BifKOPMroBaHO NMOpPsSiA0K
3MillyBaHHS KOMMOHEHTIB
112. | KO- Tabnetku, 2 KPKA, CnoseHis KPKA, a.4., Hoso CnoBeHis | BHeceHHs1 3MiH 0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3miHun 3 3a UA/10953/01/01
NPEHECA® mr/0,625 wr; no 10 n.n., Hoeo mecTo, CrnoBeHis aKocTi. CepTudpikaT BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI peyenmom
Tabnetok y 6nictepi; MecTo (BUPOGHMLTBO "in €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo

no 3 a6o 6, abo 9
6nictepiB y
KapTOHHI kopobuyj;
no 15 tabneTtok y
6nictepi; no 2 abo 4,
abo 6 6nicTepiB y
KapTOHHI Kopoo6Li

bulk", nepsrHHe Ta
BTOPUHHE

nakyBaHHs,

KOHTPO/1b Ta BUMYCK

cepii); KPKA, a.4.,
HoBo mecTo,

CnoBeHisi (KOHTPO/Ib

cepii)

OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI abo BUAyYeHHs cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans A®l; ons BUXigHOro
marepiasny/peareHTy/npoMiXHOro NPoAyKTy, WO BUKOPUCTOBYIOTLCSA Y
BMPOBHUUTBI A®I; Ana AONOMDKHOT peyoBUHM (cepTudikaT
BiANOBIAHOCTI EBponeiickbkilt hapmakonei) - HoBuin cepTudikaT Big,
HOBOro BMPOOHYKa (3aMiHa abo [ONOBHEHHS) - MogaHHA HOBOrO
cepTugikaty BignosigHocTi €® Ne R1-CEP 2004-223-Rev 00 Big,
HoBoOro BMpo6Huka A®| Mepurgonpuny epbymin, Oril Industrie, France
([ONOBHEHHS), Y 3B’AA3KY 3 HEOOXIAHICTIO NPUBELEHHS [0 OpUTiHASIbHOT
[oKymeHTaUiT BUpO6HMKa. BHeceHHs 3miHv o MKA M3 y po3gin
«Cknag»: [Aitova pegakuis: KRKA, d.d., Novo mesto, Slovenia.
MponoHoBaHa pepakuis: KRKA, d.d., Novo mesto, Slovenia Oril
Industrie, France. 3miHu | Tuny - 3MiHK 3 aKoCTi. A®Il. KoHTponb AdL.
3miHa y meTogax BunpobysaHHs A®| abo BUXigHOrO
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWi 3MiHM y MeToAax BUNpobyBaHHS
(Bkntovaroun 3aMiHy abo fonoBHeHHS) APl abo BMXigHOTrO/MPOMIXXHOIO
npoAaykKTy) - 3MiHa po3mipy YaCTUHOK aKTUBHOI PEYOBUHY iHAanamigy y
3B'AA3KY 3 TUM, L0 BUPOOGHUKOM MasiBepH BuUMyLLleHa HoBa MOAEb
TOro camoro npunagy, Skl BUKOpUCTOBYBaBCh AJ151 BUMIPIOBaHHS
PO3Mipy YaCTUHOK, METOAOM fla3epHoi audpakuii, npoBefeHoro
CyxvM aucnepryBaHHam (Mogens Malvern Mastersizer 3000, 6yno:
Malvern Mastersizer 2000), Ta HEOOXiAHICTIO MEPEHECTN METOA, HA
HoBY Mogenb. Oitoua pegakuis: D (0.1) He 6inbwe 4 mkm, D (0.5) He
6inbwe 21 mkm, D (0.9) He 6inble 60 mkMm. MponoHoBaHa pefakuis:
D (0.1) He 6inbwe 10 mkm, D (0.5) He 6inbwe 45 mkm, D (0.9) He
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMocBi0YEeHHs

6inblwe 100 mkM. BBegeHHA 3MiH MPOTAroM 6-Tv micsLiB nicns
3aTBEpPXEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTi. FTOTOBUIA NiKapCbKuii
3aci6. KOHTpos1b rOTOBOrO MiKapCbKoro 3acoby (iHWi 3MiHK) - 3MiHK
BHOCATLCS Y 3B'A3KY 3 Nepeknagom 3arseppxeHnx MKSA 3 pociicbkoi
MOBM Ha YKpaiHCbKy MOBY, 6€3 3MiHW aHaNiTUYHNX METOANK, ane 3
BUMNPaBNEHHAM JesSKNX TEXHIYHUX MOMWU/IOK Ta HE3HAYHOK KOPEKLiEo
onucy MeToAiB. BBeAeHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

113.

KO-
NMPEHECA®

Ta6n1eTkn, 4 mr/1,25
mr; no 10 TabneTok y
6nictepi; no 3 abo 6,
abo 9 6nicTepiB y
KapTOHHI kopo6uyj;
no 15 tabneTtok y
6nictepi; no 2 abo 4,
abo 6 6nicTepiB y
KapTOHHIA KOpooLi

KPKA,
n.4a., Hoeo
MecTo

CnoBeHisa

KPKA, 4.4., Hoso
mMecTo, CroBeHis
(BMPOGHMLTBO "in
bulk”", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii); KPKA, a.4.,
HoBso mecTo,
CnoBeHis (KOHTPO/b
cepii)

CnoBeHisa

BHeceHHs 3MiH [0 peecTpaviliHix martepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart BiANoBIigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOrO cepTucpikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans A®l; ons BUXigHOro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI APl; AN 4ONOMIXHOT pevyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) - HoBuin cepTudikaT Big,
HOBOr0 BMpO6HUKa (3amiHa abo [ONOBHEHHS) - MNoAaHHSA HOBOro
cepTugikaty BignosigHocTi €E® Ne R1-CEP 2004-223-Rev 00 Big,
HoBoOro BMpo6Huka A®| MepuHgonpuny epbymi, Oril Industrie, France
(8ONOBHEHHS), Y 3B’A3KY 3 HEOOXIAHICTIO NPUBEAEHHS O OPUTIHA/TLHOT
[OKyMeHTaLji BUpobHuka. BHeceHHs 3MiHn o MKA 13 y po3gain
«Cknapgy»: fitova pepakuis: KRKA, d.d., Novo mesto, Slovenia.
MponoHoBaHa pepakuis: KRKA, d.d., Novo mesto, Slovenia Oril
Industrie, France. 3minn | Tvny - 3miHun 3 akocTi. A®l. KoHTposb AdPI.
3miHa y meTogax BunpobyBaHHs AD| abo BUXigHOro
marepiany/npoMixXHOro NPoAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHM Y MeTodax BUNPOGyBaHHSA
(BkntoYaroUM 3aMiHy abo fonoBHeHHS) APl abo BMXigHOrO/MPOMIXXHOIO
npoAaykTy) - 3MiHa po3Mipy YaCTUHOK aKTUBHOI PEYOBUHY iHAanamigy y
3B'A13Ky 3 TVM, L0 BUPOOGHMKOM MasiBepH BUMyLLleHa HoBa MOAE b
TOro camoro npunagy, Akuin BUKOPMCTOBYBaBCh AJ151 BUMIPIOBAHHS
PO3Mipy YaCTUHOK, METOAOM fla3epHol audpakuii, npoBefeHoro
Cyxum aucneprysaHHsaM (Mogenb Malvern Mastersizer 3000, 6yro:
Malvern Mastersizer 2000), Ta HEO6XigHICTIO MEPEHECTN METOZ, Ha
HoBY Mogernb. [itoya pegakuis: D (0.1) He 6inbwe 4 mkm, D (0.5) He
6inblwe 21 mkm, D (0.9) He 6inblie 60 mkm. MNMponoHoBaHa pegakuis:
D (0.1) He 6inbwe 10 mkm, D (0.5) He 6inbwe 45 mkm, D (0.9) He
6inbwe 100 MkM. BBeAeHHs 3MiH NPOTAroM 6-Tn MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI. FOTOBWUIA NiKapCbKMii
3aci6. KOHTposib roTOBOro NikapCbKoro 3acoby (iHWi 3MiHK) - 3MiHK
BHOCATLCS Y 3B'I3KY 3 NepekafoM 3aTBeppxeHnx MKHA 3 pociiicbkoi
MOBW Ha YKpaiHCbKy MOBY, 6€3 3MiHW aHaNliTMYHNX METOAMK, ane 3
BUMPAaBNEHHAM AKX TEXHIYHUX MOMUIOK Ta HE3HAYHOK KOPEKLE
onvcy MeTofiB. BBeeHHS 3MiH NpoTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

3a
peyerimom

UA/10953/01/02

114.

KO-
NMPEHECA®

Tabnetku, 8 mr/2,5
mr; no 10 TabneTok y
6nictepi; no 3 abo 6,

KPKA,
4a.n., Hoso
MecTo

CnoseHisa

KPKA, a.4a., Hoso
mecTto, CnoseHis
(BMpO6HMLTBO "in

CnoseHisa

BHeceHHs 3MiH 0 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. NMogaHHA HoBoro abo

3a
peyenmom

UA/10953/01/03




70

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

abo 9 6nicTepiB y
KapTOHHI kopobuyj;
no 15 tabneTtok y
6nictepi; no 2 a6o 4,
abo 6 6nicTepiB y
KapTOHHiiA Kopo6Li

bulk", nepBuHHe Ta
BTOPWHHE

nakyBaHHs,

KOHTPO/b Ta BUMYCK

cepii); KPKA, a.4.,
HoBo mecTo,

CroBeHis (KOHTPO/b

cepir)

OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT peqyoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) - HoBui cepTudikaT Big,
HOBOro BMPO6HMKa (3aMiHa abo A0NOBHEHHS) - [oAaHHA HOBOro
cepTtudikaty BignosigHocTi E® Ne R1-CEP 2004-223-Rev 00 Big,
HoBOro BMpo6Huka A®I MepuHgonpuny epbymiH, Oril Industrie, France
(AONOBHEHHS), Y 3B'AA3KY 3 HEOOXIHICTIO NPUBELEHHS [0 OPUTIHASIBHOT
[OKyMeHTaLji BUpobHuka. BHeceHHs 3MiHn o MKA 13 y po3gain
«Cknag»: Oitova pepakuis: KRKA, d.d., Novo mesto, Slovenia.
MponoHoBaHa pepakuis: KRKA, d.d., Novo mesto, Slovenia Oril
Industrie, France. 3miHu | Tvny - 3miHu 3 skocTi. A®l. KoHTposib AdI.
3MiHa y meTogax BunpobyBaHHsa APl abo BUXigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuutea A®| (iHWwi 3MiHM y MeTodax BUNPOOyBaHHS
(BKtOYarouM 3aMiHy abo fonoBHeHHNA) APl abo BUXIAHOro/MPOMKHOIO
NpPoAyKTY) - 3MiHa po3Mipy YaCTUHOK aKTUBHOI PeYOBUHM iHAanamigy y
3B’A3KY 3 TUM, L0 BUPOBHMKOM MasiBepH BunyLLieHa HoBa Mogesb
TOro camoro npunagy, Skuii BUKOPMCTOBYBaBCh A/151 BUMIPIOBAHHS
PO3Mipy YacTUHOK, METOAOM Na3epHoi aAndpakuii, npoBegeHoro
Cyxum aucnepryBaHHsaM (Mogenb Malvern Mastersizer 3000, 6yrio:
Malvern Mastersizer 2000), Ta HEO6XiAHICTIO MepPeHeCcTU MeTof, Ha
HoBy Mogenb. fitoya pegakuis: D (0.1) He 6inbwe 4 mkm, D (0.5) He
6inbwe 21 mkm, D (0.9) He 6inblwe 60 mkm. MNponoHoBaHa pegakuis:
D (0.1) He 6inbLwe 10 mkm, D (0.5) He 6inble 45 mkm, D (0.9) He
6inble 100 mkm. BBegeHHS 3MiH NpoTaroM 6-Tv micsuiB nicns
3aTBEepAXEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI. FOTOBUIA NiKapCbKMii
3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHK
BHOCATbCS Y 3B'I3KY 3 NepekafoM 3aTBepixeHnx MKHA 3 pociiicbkoi
MOBM Ha YKpaiHCbKy MOBY, 6€3 3MiHW aHaliTUYHNX METOAVK, ane 3
BUMPAaBNEHHAM AKX TEXHIYHUX MOMMUIOK Ta HE3HAYHOI KOPEKLED
onucy MeToAiB. BBeAeHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS.

115.

KOHTPAKTY
BEKC

renb no 10, 20 a6o
50 ry Ty6i; no 1 Ty6i
Y KapTOHHIli Kopobui

Mepy,
Papmacsk
oTikanc
m6X

HimeuunHa

Mepu, ®apma M'mMoX i
Ko. KraA

Himeyun
Ha

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy - 3MiHM BHECEHO B
TEeKCT MapKyBaHHS NepBuHHOT (N.4. [ata Ta 3aKiH4EHHS TepMiHy
npuaaTHoOCTi) Ta BTOPUHHOI (N.8. [aTta Ta 3akiH4eHHS TepMiHy
NpPUAATHOCTI) YNakoBOK JlikapCbKOro 3acoby, a came: AoAaBaHHs
opasm "TepMiH NpuAaTHOCTI MiCAS NEPLUOro PO3KPUTTA: 6 MicALiB".
BBefeHHA 3MiH NPOTAroM 6-TW MicALIB Nic/A 3aTBepAKEHHSA

6e3
peuyenma

UA/6090/01/01

116.

KOPIIIKOH

PO34nH ANs iH'eKLjin,
0,6 mr/mn1; no 1 mn B
amnyni, no 10 amnyn
y nayLi 3 KapTOHYy;
no 1 mn B amnyni, no
10 amnyn y 6nictepi,
no 1 6nictepy B

ToBapuct
BO 3
obMexeHo
10
Bignosiga
NIbHICTHO
"Papmaue

Ykpaina

KOHTPO/b SKOCTI,
BUNYyCK cepil:
ToBapucTso 3
0bMexeHoto
Bif4nNoBiAa/IbHICTIO
"[locnigHwii 3aBog,
"r'HUC", YkpaiHa;

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHa 3asBHMKa
(BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHM LWOAO 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3mMiHM 40 y3arasibHEHUX AaHUX Npo
cuctemy hapMakoHarnagy (BBeAeHHs y3arasibHeHUX fAaHux npo
cucTemy papmakoHarisgy, 3MmiHa ynoBHOBaXKEHOI 0cobu,

3a
peyerimom

UA/4857/02/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
nauuj 3 KapToHy; No BTMYHA BCi cTagii BiAMNOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsaay; KOHTakTHOT 0cobu 3
1 mn B amnyni, no 5 KOMNaHis BUPOGHULTBA, hapmakoHarnsgy 3asiBHUKa N5 34iiCHEHHS hapMakoHarnsay B
amnyn y 6nictepi, no | "3gopos'a” KOHTPOb AKOCTI, YkpaiHi, AKL0 BOHa BiAMIHHA Bifi YNOBHOBaXXEHOI 0cobu,
2 6nictepu B mauui 3 BWMYCK Cepil: BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bk4yaum
KapToHy ToBapucTBo 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina cnuctemm
06MeXeHoto hapmakoHarnagy) - 3miHa ynoBHOBaXXeHOI 0Cobu 3asBHNKa,
BiANOBIAA/IbHICTIO BiANOBIAa/IbHOI 32 hapmakoHarnifg. [iroya pepakuis: MnakciHa
"®apmaueBTnyHa OneHa BonoaumupisHa. MNponoHoBaHa pefakuis: LLieBueHko OneHa
KOMnaHis IropiBHa. 3MiHa KOHTaKTHVX AaHUX YNOBHOBAXXEHOI 0COOU 3asiBHUKA,
"3popoB's”, YkpaiHa BiANOBIAa/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy
117. | KO®EIH- PO34nH ANs iH'eKujin, Tosapuct Ykpaina KOHTPOb AKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHa 3asBHUKa 3a UA/0482/01/01
BEH30AT 100 mr/mn; no 1 mn BO 3 BWMYCK Cepil: (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenmom
HATPIO B amnyni; no 10 o6MexeHo ToBapucTBo 3 23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicALiB nicas
amnyn y nayyi; no 1 10 06MEXEHO0 3aTBEPMAKEHHS. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
M B amnyni; no 10 Bignosiaa BiANOBIAA/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3mMiHM A0 y3araslbHeHNX faHux Npo
amnyn y 6nictepi; no NBHICTIO "[locnigHnii 3aBog, cuctemy hapmakoHarnagy (BBeLeHHs y3arasibHeHUX AaHux npo
1 6nicTepy B nauu; "®apmaue "THLIC", YkpaiHa; cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKEHOT 0cobu,
no 1 mn B amnyi; no BTMYHA BCi cTagii BiAMNOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT 0cobu 3
5 amnyn y 6nictepi; KOMNaHis BUPOBHULTBA, papmakoHarnsgy 3asiBHUKa 15 34iliCHEHHS hapMakoHarnsgy B
no 2 6nictepu B "3p0pos'a” KOHTPOb AKOCTI, YkpaiHi, K0 BOHa BigMiHHA B YNOBHOBaXXEHOI 0co6u,
nauw,i BWMYCK Cepil: BiANOBIAA/IbHOI 3a 34iliCHEHHS dhapmakoHarnagy (Bkauyawum
ToBapucTBo 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLileHHi MacTep-thaiina cnuctemm
06MexeHoto hapmakoHarnagy) 3miHa ynoBHOBaXeHOI 0Co6u 3asBHYKa,
BiANOBiAA/IbHICTIO BiANOBIAa/IbHOI 32 hapmakoHarnifg. [itoya pepakuis: MNMnakciHa
"®apmaueBTnyHa OneHa BonoammupisHa. MNponoHoBaHa pefakuis: LLeBueHko OneHa
KOMMaHis IropiBHa. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBAXXEHOI 0COOU 3asiBHUKA,
"3popoB's”, YkpaiHa BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay.
118. | KO®DEIH- PO34nH ANs iH'eKLjin, Tosapuct Ykpaina KOHTPO/b SKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHa 3asBHUKa 3a UA/0482/01/02
BEH30AT 200 mr/mn; no 1 mn BO 3 BUNYyCK cepil: (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenmom
HATPIO B amnyni; no 10 0o6MmexeHo ToBapucTBo 3 23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH NPOTArOoM 6 MicALiB nicas
amnyn y nayyi; no 1 10 06MEXEHO 3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
M1 B amnyni; no 10 Bignosiga Bif4nNoBiAa/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHeHNX faHuX Npo
amnyn y 6nictepi; no NBHICTIO "[locnigHwii 3aBog, cuctemy hapmakoHarnagy (BBeLeHHS y3arasibHeHUX AaHux npo
1 6nicTepy B nauu; "®apmaue "THUC", YkpaiHa,; cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0cobu,
no 1 mn B amnyni; no BTUYHA BCi cTagii BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsaay; KOHTakTHOT ocobu 3
5 amnyn y 6nictepi; KOMNaHis BMPOBHULTBA, hapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHS hapMakoHarnsgy B
no 2 6nictepu B "3p0pos'a” KOHTPOb SKOCTI, YkpaiHi, SKL0 BOHa BigMiHHA Bif yNOBHOBaXXEHOI 0co6u,
nauui BUNYyCK cepil: BiANOBIAA/IbHOI 3a 34iliCHEHHS dhapmakoHarnagy (Bk4vawum
ToBapucTBo 3 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-thaiina cnuctemm
0bMexeHot thapmakoHarnagy) 3miHa ynoBHOBaXeHOI 0Co6u 3asBHIKa,
Bif4nNoBiAa/IbHICTIO BignoBigasibHOI 3a hapmakoHarnsag. Jitoya pegaxuis: MnakciHa
"®apmaueBTnyHa OneHa BonoammupisHa. MNponoHoBaHa pefakuis: LLieBueHko OneHa
KOMMaHis IropiBHa. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBAXXEHOI 0COOU 3asiBHUKA,
"3p0poB'a”, YkpaiHa BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay.
119. | KCAJIATAH® | Kpansi OYHi, pO34uH AMNIKOH CLIA Mdpaiizep Benbris BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB; 3MiHW | TUNY - 3MiHK 3 3a UA/11617/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
0,005 %; no 2,5 mny oC 1 MeHtodhekuypyHr AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema peyenmom
nosieTuneHoBoMy nnc Benbris HB KOHTeliHep/3akynopoBas/ibHWi 3aci6. 3MiHa ByAb-AKOi YacTUHU
dhnakoHi; no 1 mMartepiany NepBMHHOT yNaKoBKU, L0 HE KOHTaKTY€e 3 rOTOBUM
chnakoHy B Nikapcbk1M 3ac060M (Hanpuknag Konip KpULLEYOK 3 KOHTpoeM
KapTOHHiA Kopoo6Li nepLUIoro BiAKPUTTSA, KOMIp KOAOBUX KiNeLb Ha amMnynax, KoHTeliHepa
AN ronok (pisHi Buan nnactmacy) (3MiHa, sika He BNMBAaE Ha KOPOTKY
XapaKTepUCTUKY NiKapCbKOro 3acoby) - METOK AAHOI 3MiHW €
OHOBJIEHHS ApYKapchbKoi hapbu ANst ETUKETKM, NPUK/IEEHOT A0
thnakoHa (NepBUHHOT YNakoBKW), A1 BK/OYEHHS hapbu Ha BOAHIi
OCHOBI Ha f0AaTOK A0 hapby Ha OCHOBI PO3YMHHUKIB, LLIO
3aTBEpXEHi Ha AaHuii yac 3 BiANOBIAHUMY 3MiHAMMW B PO3AiN
3.2.P.2.4. Cuctema KoHTeliHep/3akKynoproBasibHWiA 3aci6
120. | NA30/IBAH® | Tabnetkn no 30 wmr; TOB YkpaiHa Oenbdhapm Peiimc PpaHLis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianiB: 3mMiHa 3asBHUKa 6e3 UA/3430/03/01
no 10 TabneTtok y «Onenna (BnacHvKa peecTpaLiiHoro noceigyeHHst) (3rigHo Hakasy MO3 Big peyenma
6nicTepi; no 2 abo Xenckea 23.07.2015 Ne 460): 3mMiHV BHECEHO B IHCTPYKLiIO A1 MEAUYHOro
no 5 6nictepiB y YkpaiHa» 3aCTOCYBaHHSA W00 HAa3BY 3asBHMKA 3 BiAMNOBIAHUMY 3MiHAMU Y
KapTOHHIA KOpooLi TEeKCTi MapKyBaHHS YNakoBKW NikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.
121. | NA30O/IBAH® | Tabnetkn no 30 mr; TOB Ykpaina Oenbdhapm Peiimc PpaHuis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | TURY: 3MiHK 3 6e3 UA/3430/03/01
no 10 TabneTtok y «Onenna sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHa peyenma
6nicTepi; no 2 abo Xenckea iMnopTepa/3MiHu, L0 CTOCYTbCSA BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
no 5 6nictepiB y YkpaiHa» roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LU0

KapTOHHIA KOopoo6Li

BiAnoBifgae 3a BBe3eHHA Ta/abo BMnyck cepii) - Bkaoyaroum
KOHTPO/b/BMNPOBYBaHHA cepil - 3amiHa BUpobHwuka N3,
BifJNOBIAa/1bHOrO 3@ KOHTPO/1b Ta BUMYCK Cepii FOTOBOTO /liKapCbKOro
3aco6y. 3MiHVW BHECEHO B IHCTPYKLiIO 419 Me4UYHOro 3aCTOCYBaHHSA
{00 HaliMeHyBaHHS Ta MiCLie3Hax0MKeHHS BUPOGHYMKa 3
BiANOBIAHVMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKW NikapCbKoro
3aco6y. BBeieHHs 3MiH NPOTAroM 6-T1 MicSLIB MiCNS 3aTBEPLKEHHS.
3MiHu | TURY: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTWHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO NiKapCbKOro 3acoby (AiNIbHULSA 415 BTOPUHHOIO NakyBaHHS)
— 3aMiHa B1po6HWKa 13 BignoBifanbHOro 3a BTOPYHHE NakyBaHHS
roTOBOrO NlikapcbKoro 3acoby. BBeeHHs 3MiH NPOTSArom 6-Tv MicsiLis
nicns 3aTBepmkeHHs. 3miHu | Tuny: 3miHu 3 sKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMUTBI. 3MiHa po3mipy cepil
(BKNKOYAOUM Ajana3oH po3Mipy cepil) roToBOro NikapcbKoro 3acoby
(36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAYKEHNM PO3MIPOM) -
36iNbLUEHHSA PO3MIpY Cepii FOTOBOro Nikapcbkoro 3acoby 3 336 kr Ao
360 kr. BBeieHHA 3MiH NPOTArom 6-Tu MiCAILIB MiCNs 3aTBEPIKEHHS.
3MiHu | TURY: 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHM Y NpoLeci BUPOOHNLTBA FOTOBOrO NiKapCbKoro
3aco06y, BKIOYAUM NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpW
BMPOGHULITBI FOTOBOTO JTiKAPCbKOro 3acoby (He3HavHa 3MiHa y npoLeci
BUPOBHMLITBA) - BHECEHHA 3MiH A0 onucy BUPGHMYOro npouecy Ta
6/10K-CXEMM 3 ypaxyBaHHAM /0KaNlbHUX 0COBIMBOCTEl npoLecy
BMPOGHMLITBA Ha HOBIli BUPOGHUYIN AinbHuui Nenbchapm Peiimc
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®paHuis. BBeAeHHS 3MiH NpOTArom 6-Tu MICALB NicNs 3aTBEpPAKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisx, nig yac BUpo6GHMLTBA roTOBOro
NiKapcbKoro 3acoby (Bu1yYeHHs1 HeCYTTEBOrO BUNPOGYBaHHS B
npoueci BUPOBHULITBA)- BUSTYYEHHS] BUSHAUYEHHS NMOKa3HMKa TOBLUUHN
TabneTkn B NpoLeci BUPOGHMLITBA B pamMKax NepeHeceHHs BCbOoro
BMPOGHMYOro npouecy 13 Ha HOBY BUPOGHUYY AiNbHUL. BBEAEHHS
3MiH NPOTArom 6-Tu MiCALB Nicna 3aTBepMXeHHs. 3MiHW | Tuny: 3MiHn
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 A0NYCTUMUX MEX, BCTAHOB/IEHUX Y cnevumdikauisx,
nig, Yac BUPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby (BUyYeHHs
HeCyTTEBOro BUNPobyBaHHSA B MPOLECi BUPOOHNLTBA) - BUTyYEHHS
BU3HAYEHHSA NOKa3HUKa AiameTpy Tabnetkn B npoueci BUPo6HMLTBA B
pamkax nepeHeceHHs BCbOro BMpobHMYoro npotecy 13 Ha HoBy
BMPOGHWYY AiNnbHML0. BBEAEHHS 3MiH NpOTArom 6-T1 MicAUiB micas
3aTBEpMKEHHS. 3MiHM | Tuny: 3MiHKM 3 SKOCTi. FOTOBUIA NiKapCbKUii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHW BMNpO6YyBaHb abo J0MyCTUMUX
MeX, BCTAHOBJIEHVX Y crieumndikayisx, nig yac BMPO6HMLTBA rOTOBOrO
NiKapcbKoro 3acoby (BuUyYeHHs1 HeCYTTEBOrO BUNPOGYBaHHS B
npoweci BUPO6HULITBA)

- BUIYYEHHS BU3HAYEHHS MOKa3HMKa MILLHOCTI Ha CTMpaHHA TabneTok
B npoLieci BUpo6HULTBA. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPMKEHHA. 3MiHU | TUNY: 3MiHK 3 AKOCTI. FOTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNPOGYBaHb abo A0MyCTUMUX
MeX, BCTaHOBJ/IEHVX Y creuugikaLisx, nig yac BUpo6HMLTBA rOTOBOMO
NiKapcbKoro 3acoby (3BY)XXEHHS [OMYCTUMUX MEX)

— 3MEHLUeHHS Yacy po3nagy Tabnetok: BBefjeHHsA 3MiH NpoOTAroM 6-u
MicAUIB Micnsa 3aTBepKeHHs. 3MiHM | Tuny: 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHM BUNPO6yBaHb abo
[OMNyCTUMKX MEX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BUPOGHMLITBA FOTOBOIO J1iKapCbKoro 3acoby (fofaBaHHs HOBOrO
mMeToAy BMNpobyBaHHA Ta [OMYCTUMUX MEX)

- f0faBaHHs CepeiHbOro NokasHMka HOpMK JoNycKy npu
BMNPOO6YBaHHI CTIKOCTi TaGNETOK A0 PO3aB/OBaHHSA y NPOLLECi
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBepMKEHHS. 3MiHW | Tuny: 3MiHKM 3 AKOCTi. FOTOBMIA NiKapCbKUi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPOBYBaHb abo A0NYyCTUMMUX
MeX, BCTAHOB/IEHMX Y crieumdikayisx, nig yac BMpo6HMLTBA FOTOBOIO
nikapcbKoro 3acoby (iHWi 3MiHM) - BAPOBapKEHHS 3MiH Ha eTanax
NPOMIKHOTO KOHTPO/IIO Y NpoLieci BUPOGHMLTBA TabneTok 3
nonepeaHbLOL0 rpaHynsilieto. BBefeHHS 3MiH NPOTSArom 6-Tv MicsiuiB
nicns 3aTBepmkeHHs. 3miHu | Tuny: 3miHu 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoptoBasibHUIA 3aci6.
3MiHa y NepBUHHIN ynakoBL,i rOTOBOro flikapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHS HOBOTO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI pPifKi Nikapcbki (hopMU - foAaBaHHS HOBOTO TUMy
NepBMHHOT ynakoBkm (Henpo3sopwii 6inuii NMBX/MBAX 6nicTep).
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BBefeHHs1 3MiH NpOoTArom 6-T1 MicALIB MiCNsA 3aTBEPMKEHHS. 3MiHu |
TUny: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax NpuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MeHLIeHHs TePMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 4151 TOproBoi ynakoBKy -

- 3MEHLLUEHHS TepMiHy NpUAATHOCTI rOTOBOrO NikapcbKoro 3acoby 3 60
MicsAuiB 0 36 MicALiB. 3MiHM BHECEHO B iHCTPYKLO AN MEANYHOTO
3aCTOCYBaHHA MiKapCcbKoro 3acoby y po3ain «TepMiH NpuaaTHoCTi».
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
Tuny: 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa abo fofaBaHHA WTaMnis, NOTOBLLEHb a60 HWMX MapKyBaHb,
yKnoyarun 3amidy abo gogasaHHs hapb A1 MapKyBaHHS
nikapcbKoro 3acoby (3MiHa Wwramnis, MOTOBLLEHb ab0 iHLWNX
MapKyBaHb) — BHECEHHS 3MiH [j0 30BHILLHLOrO BUrNAAy TabneTku
LUMIAXOM BUAaNeHHsa hipMOBOro 3Haky (norotuny komnaHii BepiHrep
IHrenbxaiim) 3 TabneTku 3 BigNOBIAHNM OHOBJ/IEHHS OMMCY Ta
aHaniTMYHMX Npoueayp wopo onucy N3, npasku Ao MeToAiB
«BTpaTa macu npu BuCyLLyBaHHI» Ta «Hac po3nagaHHs». BHocaTbes
pepakuiiHi npasku y p. 3.2.P.5.2. AHaniTU4Hi MeTOANKN LLOA0
HymepaLii MeToAiB. 3MiH/ BHECEHO B IHCTPYKLiO AN1S MegUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby B po3fi1 «OCHOBHI hi3NKO-XiMiYHi
BN1acTMBOCTI). BBeAeHHsA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny: 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKUii
3aci6. 3MiHM y BUpobHMLTBI. 3aMiHa abo BBefEeHHS A0AaTKOBOT
AiNbHULI BUPOBHMLTBA A1 YacTHM abo BCbOro BUPOOHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby (AinbHULSA, Ha SKiii
NpPoBOAATLCS Oy Ab-AKi BUPOGHUYI CTagii, 38 BAHATKOM BUMYCKY Cepil,
KOHTPOJTIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO NakyBaHHA, 415
HeCTepWIbHUX NiKkapcbknx 3acobiB) — 3aMiHa BUpO6HMKa 13
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO Hepo3hacoBaHO! NPOAYKL;i:
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNsA 3aTBEPMKEHHS. 3MiHu |
TUMy: 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHMYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (Ai/IbHUUA 418 NePBUHHONO NakyBaHHS)
— 3aMiHa BMpo6HuKa 13 BigNoBifasIbHOro 3a NepBUHHE NakKyBaHHSA
'N3: BBegeHHs 3MiH MPOTAroM 6-Tv MICALIB MICNSA 3aTBEPAKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /likapcbKoro 3acoby. 3mMiHa napameTpiB cneuydikaLliii
Ta/abo [oMyCTUMUX MeX roTOBOro MikapcbKoro 3acoby (40NOBHEHHS
cneuuagikaLii HOBUM MNOKA3HUKOM 3 BiZNOBIAHUM METOAO0M
BMNPOGYBaHHS)

- AONOBHEHHSA cneuudikauii 13 nokasHukom "OLiHKa NaKyBas/lbHUX
MaTepianis" NpoTArom TepMiHy NpuAATHOCTI.

122. | NAMI3NN PO3YUNH HaLLKIPHWA, FCK LLisefuapis 'CK KoHcblomep LLiseiuap BHECEHHS 3MiH 0 peecTpaLiiniHux matepiasnis: 3MiHn | Tuny - 6e3 UA/1005/05/01
YHO NNiBKOYTBOPOKOUUIA KoHcblome Xenckep CAP/ is AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenma
1%; no4ryTyb6i;no | p Xenckep NPOBa/PKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro /ikapcbkoro

1 T1y6i B CAPN 3aco6y, BKNOYaUM AiNbHMLi BUNYCKY cepii abo Micue npoBefeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

nnacTKoBOMy
TpUMaui B KApPTOHHIA
Kopoo6ui

KOHTPOJI0 AKOCTI. (ZiANbHICTb, 3a Ky BifnoBigae BUpo6HuK/imnopTep,
BK/IHOUAKUM BUMYCK cepiiil) 3MiHa Ha3BuW Ta agpecu BUpobHuka N3,
6e3 3MiHn Micua BUPOBGHMLTBA: 3MiHM BHECEHO B IHCTPYKLiO 415
MeJMYHOro 3aCTOCYBaHHS y po3aini "BupobHuk Ta
"Micue3HaxopkeHHs1 BUPOGHMKa Ta agpeca MicLA NpoBaKeHHs oro
AiSNbHOCTI" 3 BiANOBIAHNMUN 3MiHAMM Y TEKCTI MapKyBaHHS YNakoBKW
nikapcbKoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHKKa (BNacHMKa peecTpauiiHoro
noceigyeHHs) 3miHa Ha3BW Ta agpecy 3asiBHUKa:
BBeneHHs 3MiH NPOTAroM 6-TU MicALIB NiC/A 3aTBEPAXEHHSA. 3MiHNU |
TMny - AAMIHICTPaTVBHI 3MiHW. BUnyyeHHA BUPOBHMNYOT AiNIbHUL
(BrTovatoum AinbHuui ans A®l, npoMixxHOro NpoaykTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS NaKyBaHHS,
BMPOGHWKA, BifNOBIAANLHOMO 3a BUMYCK Cepili, MicLie NPoBeAEHHS
KOHTPO/IO cepii) abo nocTayanbHVKa BUXIAHOTO MaTtepiasy, peareHTty
ab0 [0NOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) BunyyeHHs
BUPOGHNYOT AinbHML ®OHAACLVIOH MOJIBA/Ib, AHTpenpi3 cocians
a BOKaCbiOH iHAtOCTpieNnb, 3a agpecoto: Pyt ae [liBoH 48, 1260 HioH,
LLIBeiiuapisi, BignoBifanbHOT 3a BTOPMHHE NakyBaHHS. BupobHuua
AiNbHULA, WO 3a/MwmMnach — BUKOHYE Ti caMi OyHKLT, Lo BUIyYeHa.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCcALIB MiCNsA 3aTBEPMKEHHS. 3MiHu |
TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHO B TEKCT MapKyBaHHA NepBUHHOI (M.4) Ta
BTOPUWHHOI (N.8) ynakoBKu Nikapcbkoro 3acoby. BeBegeHHs 3miH
NPOTArom 6-Tv MicALIB NiC/IA 3aTBEPAKEHHS.

123.

NINPUMAP®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO10, 1Mo 20
mr, no 10 TabneTok y
6nictepi; no 3
6nictepu a6o no 10
6nictepiB y
KapTOHHIA KOopooLi

ANIKOH
toC 1
nnc

CWA

Brpo6HMuTBO in
bulk, nepenHHa Ta
BTOPMHHA ynakoBka,
KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliuneng v6X,
HimeuunHa,
BMPOGHULITBO in
bulk, koHTpONb
skocTi: Mdpaiizep
dapmactoTikan3
NNC, CWA

Himeyun
Ha/ CLLUA

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | TUMY - HagaHo
OHOB/IEHWIA MnaH ynpasniHHA pu3nkamu, Bepcisa 5.1. Ansa nikapcbkoro
3acoby /linpumap®, TabneTku, BKPUTI NAIBKOBOK 060/10HKO, No 10
mr; no 10 TabneTok y 6nicTepi; no 3 6nictepu abo no 10 6nicTepiB y
KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPAIHCbKOK Ta aHrMiliCbKoo
MoBaMu; TabneTku, BKPUTI NNiBKOBO 060/10HKO, 1Mo 20 Mr; no 10
Tabnetok y 6nictepi; no 3 6nictepm abo no 10 6nicTepiB y KAPTOHHIN
KOpOO6Li 3 MapKyBaHHSIM YKPaiHCbKOK Ta aHr/lincbKo MoBaMu;
TabneTku, BKPpUTI NNiBKOBOIO 060/10HKOI0, M0 40 Mr; no 10 TabneTok y
6nicTepi; no 3 6nicTepu B KAPTOHHIN KOPOOL,i 3 MapKyBaHHAM
YKPATHCbKOK Ta aHr/ilicbKo MoBamu; TabneTku, BKpUTI NNIBKOBOO
060/10HKO10, N0 80 Mr; no 10 TabneTok y 6aictepi; no 3 6nictepu B
KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPaiHCbKO Ta aHrMiliCbKoo
MoBaMu. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHhopmauis», |1
«Cneuundikauin 3 6e3nekm» (Mogyni Cl «Enigemionorisi nokasaHb 4o
3actocyBaHHs Ta uinbosa(i) nonynauia(i)», Cll «[okniHiuHa yactmHa
cneumdikauii 3 6e3nekun», CVII «lgeHTrndikoBaHi Ta NOTeHLiliHI
pu3sunkm», CVIII «Pe3stome npobnem 6e3neku», Il «MnaH 3
hapmakoHarnagy», V «3axoau 3 MiHiMisauii pusukie», VI «Pesiome
nnaHy ynpasniHHA pusukamm», VII «[logatku» y 38’A3Ky 3
npviBefeHHAM chopMmaTy naaHy ynpasniHHA pu3vkamu 40 BUMOT
Guideline on good pharmacovigilance practices (GVP) Module V —

3a
peyerimom

UA/2377/01/01
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Risk management systems (Rev 2).
3MiHu Il TUNY - 3MiHW BHECEHO A0 IHCTPYKLiT ANna MeAn4HOoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby A0 po3ainis "®apmakonoriyHi
BracTmBocTi", B3aemogis 3 iHWMMK nikapcbkumy 3acobamu Ta iHLi
BMAM B3aemogiii", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta [031" (BHECEHO peAaKkTopChbKi npasku), "TMobiuHi
peakuii”. BBegeHHs 3MiH NpoTSArom 3-Xx MicsLiB Nic/is 3aTBEpMKEHHS
124. | NINPUMAP® | Tabnetku, BKpUTI AMNIKOH CLWA Bupo6bHMuTBO in Himeuun BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu | TUNY - HafaHo 3a UA/2377/01/02
NAiBKOBOO l0OC1 bulk, nepenHHa Ta Ha/ CLLA OHOB/eHUIA MnaH ynpasniHHA pu3nkamm, Bepcia 5.1. Ana nikapcbKoro peyenmom
060s10HKoI0, Mo 40 nnc BTOPUHHA YNaKoBKa, 3acoby Jlinpumap®, TabneTkun, BKPUTI M/1IBKOBOKO 060/10HKO, Nno 10
mr, no 10 TabneTok y KOHTPO/b AKOCTI Ta Mmr; no 10 TabneTok y 6nicTepi; no 3 6nictepu abo no 10 6nictepis y
6nictepi; no 3 BWMYCK Cepil: KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPaiHCbKO Ta aHrMiliCbKoo
6nictepu B Mdpaiizep MoBamu; TabneTku, BKpUTI NAiBKOBOI 060/10HKOK, o 20 mr; no 10
KapTOHHIA KOopooLi MeHtohekyypuHr TabneTok y 6nictepi; no 3 6nictepn abo no 10 6nicTepiB y KAPTOHHIl
[Jonunena rméxX, KOpPOO6Li 3 MapKyBaHHAM YKPAIHCbKOI Ta aHr/incbKo MoBamu;
HimeuumnHa; TabneTku, BKpUTI NNiBKOBOK 060/10HKOH0, Mo 40 mr; no 10 TabneTok y
BUPOBHMLTBO in 6nicTepi; No 3 61icTEPU B KAPTOHHI KOPOOLLi 3 MapKyBaHHSIM
bulk, koHTpONb YKPaTHCbKOI Ta aHrMincbKo MoBamu; TabneTku, BKpUTI NAIBKOBOO
akocTi: Mdpaiizep o6onoHkoto, no 80 wmr; no 10 TabneTok y 6nicTepi; no 3 6nictepu B
dapmactoTikan3 KapTOHHI KOpo6Lji 3 MapKyBaHHSIM YKPAIHCbKOK Ta aHrMiliCbKo
NNC, CWA MoBaMu. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmauis», |1
«Cneuudpikauis 3 6esnekm» (mogyni Cl «Enigemionoris nokasaHb g0
3acTocyBaHHs Ta uinbosa(i) nonynsuisa(i)», Cll «JokniHiyHa yacTnHa
cneumdikauii 3 6e3nekun», CVII «lgeHTndikoBaHi Ta NOTeHLiliHi
pusukn», CVIII «Pe3iome npobnem 6e3neku», Il «MnaH 3
thapmakoHarnsagy», V «3axogm 3 MiHimizawii pusumkis», VI «Pestome
nnaxy ynpasniHHA punkamu», VII «JogaTkm» y 3B’A3Ky 3
npviBefeHHAM chopmaTy nnaHy ynpasfiHHA pusvkamu 40 BUMOT
Guideline on good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
3MiHM |l TUMy - 3MiHWM BHECEHO [0 IHCTPYKUIT 4519 MeANYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis "®apmakonorivHi
BracTmsocTi", B3aemogis 3 iHWnMy nikapcbkumy 3acobamu Ta iHLUi
BMAM B3aemogiii", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTOCyBaHHSA Ta 403" (BHECEHO pefakTOPChbKi NpaBku), “MobiuHi
peakuii”. BBefieHHs1 3MiH NPOTArom 3-x MicsLIB MiCNsA 3aTBEPKEHHS
125. | NINPUMAP® | TabneTku, BKpUTI AMNIKOH CLWA MepBuHHA Ta Himeuun BHECEHHS 3MiH 10 peecTpaviiiHiX MaTtepianiB: 3MiHu | TUNY - HagaHo 3a UA/2377/01/03
NNiBKOBOIO IOC 1 BTOpPVHHA ynakoBka, | Ha/ CLUA OHOBJ/IEHWIA MNaH ynpaBniHHA pu3ukamm, Bepcist 5.1. Ansa nikapcbkoro peyenmom
060/10HKOI0, M0 80 nnc

Mr, no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopoo6Li

KOHTPO/b SKOCTi Ta
BUNYyCK cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliunena v6X,
HimeuunHa,
BMPOGHULITBO in
bulk, koHTpObL
sikocTi: Mdpaiizep
dapmactoTikan3

3acoby Jlinpumap®, TabneTkn, BKPUTI NAIBKOBOKO 060/10HKO0, No 10
mr; no 10 TabneTok y 6nictepi; no 3 6nictepn abo no 10 6nicTepiB y
KapTOHHI KOpo6Lji 3 MapKyBaHHSIM YKPAIHCbKOK Ta aHrMiliCbKo
MoBamu; TabneTkv, BKpUTI NAiBKOBOIO 06010HKOK, o 20 mr; no 10
TabneTtok y 6nictepi; no 3 6nictepn abo no 10 6nicTepiB y KAPTOHHIl
KOpO6Lji 3 MapKyBaHHSIM YKPaiHCBKOIO Ta aHriNCbKOI MOBamu;
TabneTkun, BKpUTI NNiBKOBOK 060/10HKO0, Mo 40 mr; no 10 TabneTok y
6nicTepi; No 3 6icTepU B KAPTOHHI KOPOOLi 3 MapKyBaHHSAM
YKPATHCbKOK Ta aHr/ilicbkor MoBamu; TabneTku, BKpUTI NNIBKOBOO
06010HKot0, No 80 mr; no 10 TabneTok y 6aicTepi; no 3 6nictepu B
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n/n

JliKapcbK0O20
3acoby

ynakoska)

(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

126.

NINPUMAP®

TabneTkn, BKpUTI

ANIKOH

CWA

Nnc, CWA

Brpo6HMLUTBO in

Himeyun

KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPAIHCbKOIK Ta aHrMiliCbKoo
MoBamu. 3MiHW BHECEHO [0 YacTuH: | «3aranbHa iHhopmauis», |l
«Cneuudikauis 3 6esnekn» (mogyni Cl «Enigemionoris nokasaHb Ao
3acTocyBaHHs Ta uinbosa(i) nonynsauis(i)», Cll «[okniHiuHa yacTmHa
cneumdikauii 3 6e3nekun», CVII «lgeHTrudikoBaHi Ta NOTeHLiliHi
pu3nkn», CVIII «Pe3tome npobnem 6e3neku», Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMisauii pusukie», VI «Pesiome
nnaxy ynpasniHHA pusnkamu», VIl «JogaTkm» y 3B’A3Ky 3
npvBeAeHHAM chopMmaTy niaHy ynpasniHHA pusvkamu 40 BUMOT
Guideline on good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
3MiHM |l TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BNacTuBOCTI", B3aemogisi 3 iHWMMUY SliKapCbKMMU 3aco6amMu Ta iHLLi
BMAMW B3aemogiii", "Oco6nmBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta 031" (BHECEHO peAaKkTopChbKi npaBku), "MobivHi
peakuii”. BBejeHHs 3MiH NpoTArom 3-X MicsLiB nicnsa 3aTBepAXeHHs

0 NMocBi0YEeHHs

127.

nokcuaon

NAiBKOBOO
060/10HKO10, 1Mo 10
mr, no 10 TabneTok y
6nictepi; no 3
6nictepu a6o no 10
6nictepiB y
KapTOHHIA KOopooLi

PO34UH ANst iH'EKLA

OC 1
nnc

TOB

YkpaiHa

bulk, nepenHHa Ta
BTOPMHHA ynakoBKa
KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
Mdpaiizep
MeHtodhekuypuHr
[Loliuneng v6X,
HimeuunHa,
BMPOGHULITBO in
bulk, koHTpONb
skocTi: Mdpaiizep
dapmactoTikan3
NNC, CWA

$apmaBixH CaH. Be

3

Ha/ CLLUA

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | TUMY - HagaHo
OHOB/IEHWIA MnaH ynpasniHHA pu3nkamu, Bepcisa 5.1. Ansa nikapcbkoro
3acoby /linpumap®, TabneTku, BKPUTI NAIBKOBOK 060/10HKO, No 10
mr; no 10 TabneTok y 6nicTepi; no 3 6nictepu abo no 10 6nicTepiB y
KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPAIHCbKOK Ta aHrMiliCbKoo
MoBaMu; TabneTku, BKPUTI NNiBKOBO 060/10HKO, 1Mo 20 Mr; no 10
Tabnetok y 6nictepi; no 3 6nictepn abo no 10 6nicTepiB y KAPTOHHIN
KOpOO6Li 3 MapKyBaHHSIM YKPaiHCbKOK Ta aHr/lincbKo MoBaMu;
TabneTku, BKPpUTI NNiBKOBOIO 060/10HKOI0, M0 40 Mr; no 10 TabneTok y
6nicTepi; no 3 6nicTepu B KAPTOHHIN KOPOOL,i 3 MapKyBaHHAM
YKPATHCbKOK Ta aHr/ilicbKo MoBamu; TabneTku, BKpUTI NNIBKOBOO
060/10HKO10, N0 80 Mr; no 10 TabneTok y 6aictepi; no 3 6nictepu B
KapTOHHI KOpo6Lji 3 MapKyBaHHAM YKPaIHCbKO Ta aHrMiliCbKoo
MoBaMu. 3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHhopmauis», |1
«Cneuundikauin 3 6e3nekn» (Mogyni Cl «Enigemionorisi nokasaHb 4o
3actocyBaHHs Ta uinbosa(i) nonynauia(i)», Cll «[okniHiuHa yactmHa
cneumdikauii 3 6e3nekun», CVII «lgeHTrndikoBaHi Ta NOTeHLiliHI
pu3sunkm», CVIII «Pe3stome npobnem 6e3neku», Il «MnaH 3
hapmakoHarnagy», V «3axoau 3 MiHiMisauii pusukie», VI «Pesiome
nnaHy ynpasniHHA pusukamm», VII «[logatku» y 38’A3Ky 3
npviBefeHHAM chopMmaTy naaHy ynpasniHHA pu3vkamu 40 BUMOT
Guideline on good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKLiT A8 MeAUYHOoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis "®apmakonoriyHi
BracTmBocTi", B3aemogis 3 iHWMMK nikapcbkumy 3acobamu Ta iHLWi
BMAM B3aemogiii", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acToCyBaHHA Ta [031" (BHECEHO peAaKkTopChbKi npasku), "MobiuHi
peakuii”. BBegeHHs 3MiH NpoTsArom 3-X MicsLiB Nicas 3aTBepAKEeHHs

3a
peyerimom

UA/2377/01/04

15 mr/1,5 mn; no 1,5

"YOP/[

Tigpx. AL

Typeuun
Ha

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHU | TUMy - 3MiHKU 3

AKOCTi. [0TOBWIA NTikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa

3a

UA/18268/01/01

peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
M B amnyni, no 3 MEANLI po3mipy cepii (BktoYaroum gianasoH po3mipy cepii) roToBOro
amnysin B KapTOHHIl H" nikapcbKoro 3acoby - BBEEHHA 404aTKOBOro po3mipy cepii ['N13.
Kopobui 3aTtBepmkeHo: 90,0 n (56250 amnysn) 3anponoHoBaHo: 90,0 n (56250
amnyn); 700,0 n (437 500 amnyn)
128. | NIOMNEPAMIA- | Tabnetku no 2 mr rno ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiaslis: 3MiHM | TUMy - NogaHHsA 6e3 UA/1674/01/01
3400POB'A 10 Tabnetok y BO 3 06MEXEHO HOBOro cepTudpikata BigNOBIAHOCTI EBponeiichkili hapmakonei Ne RO- peyenma
6nictepi; no 1 abo 06MeXeHo BiANOBiAA/IbHICTIO CEP 2016-168-Rev 00 Big 3aTBEpAXEHOrO BMPOGHMKA AdDI
no 2 6nictepu B 10 "papmMaueBTNYHa Nonepawmigy rigpoxnopugy FLEMING LABORATORIES LIMITED,
KapTOHHI Kopoo6Li Bignosiga KomnaHis "3gopos'a” India, sik Hacnigok 3miHa Ha3sK Ta agpecy BupobHuka API 3rigHo
NBHICTIO HagaHoro CEP Ta 3miHn y cneuudikauii Ta MeToAax KOHTPO/IH0 SKOCTI
"®hapmaue A®| 3a nokasHMKamu «CynpoBifHi AOMILLKM» Ta «3a/ULLKOBI KifIbKOCTI
BTMYHA OpraHiYHNX PO34MHHMKIB» BiAMOBIAHO A0 BUMOr EP Ta CEP; 3MiHu |
KOMMaHis TUMY - NOAAHHA HOBOrO cepTudikaTa BiANOBIAHOCTI EBpoNechbkili
"3popos'a” thapmakonei Ne R1-CEP 2013-333-Rev 00 Bif 3aTBEPKEHOIO
BMpo6Huka APl Nlonepamiay rigpoxnopugy VASUDHA PHARMA
CHEM LIMITED, India, sik Hacnifok 3miHa Ha3Bu Ta agpecu
BMpOOHUKa AD| Ta 3a3HaYeHHSA HOBOT 40AATKOBOI BUPOOHUYOT
AinbHWUI 3rigHO HagaHoro CEP. 3miHun y cneundikauii Ta metogax
KOHTposito sikocTi A®I 3a nokasHukamm «CynpoBifHi 4OMILLIKMN»
Bi4NoBiAHO A0 BUMOr MOHorpadii EP Ta 3MiHM y MeTofax KOHTPOsI0
A®| 33 NOKa3HMKOM «3asILLKOBI KifIbKOCTI OPraHiyHUX PO3UYNHHUKIB»
BifnoBigHO [0 npeactasneHoro CEP; 3MiHv | Tvny - BUTyYeHHs
BMpOGHUKa Ajto4voi pevoBrHK Slonepamigy rigpoxnopuay LAKE
CHEMICALS PRIVATE LIMITED, IHgis
129. | MAAJTIOKC® Tabnetkn Ne 40 TOB Ykpaina CAHO®I C.P.J. ITanis BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/9220/02/01
(10x4): no 10 «Onenna AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu Micus peyenma
TabneTtok y énicrepi; Xenckea NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro /ikapcbKoro
no 4 6nictepu B YkpaiHa» 3aco6y, BKIOYaKUM AiNbHNL BUNYCKY cepil abo Micue npoBefeHHS

KapTOHHI Kopoo6Li

KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANOBiAae BUPOGHMK/iMnopTep,
BK/IOYAK0UM BUMYCK cepiil) 3MiHa Ha3BuW Ta agpecu BUpobHuka MN3,
6e3 3MiHN MicLa BUpOBGHMLTBA: 3MiHM BHECEHO B iHCTPYKLi0 An1S
MeAMYHOro 3acTOCYBaHHA LLOAO HaliMeHyBaHHs Ta
MiCLLe3HaxXOMKEHHSI BUPOOHMKA 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acooy.

BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPLAKEHHS. 3MiHNM |
MRy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUPOBHMNYOT AifbHUL
(Brrovatoum ginbHuui ana A®l, npoMixHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULL 4151 NPOBEAEHHS NaKyBaHHS,
BMPO6GHMKA, BiAMNOBiAa/ILHOMO 3a BUMYCK Cepili, MicLie MPOBeAEHHS
KOHTPO/IO cepii) abo nocTavanbHyKa BUXIAHOTO MaTtepiasy, peareHTty
ab0 AONOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEeHO Y A0CbE) BunyyeHHs
BMPOGHMYOI AinbHuL CaHodpi C.n.A., ITanis, posTalioBaHoi 3a
aapecoto: Besane Eypona, 11 — 21040 Opigxbo (VA), ITanis.
3arBepkeHa BUPO6HMYaA AinbHuLSA, Wwo 3anuwmnack, CAHO®I
C.P.J1,, Itania — BUKOHYE Ti caMi dhyHKL,i, Lo BUAyYeHa. 3MiHN
BHECEHO B iHCTPYKL,i0 A/19 MeNYHOro 3acTOCyBaHHA LWoA0
HalilMeHyBaHHs Ta MicLle3HaxX0oKEHHS BUPOBHWMKA 3 BigNOBiLAHNMM
3MiHaMK y TEKCTIi MapKyBaHHS yNakoBKMW NikapCbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
(BUNYYEHHS BUPOGHMYOT AibHUL). BBEAEHHS 3MiH NPOTAroM 6-Tu
MicALiB Micnsa 3aTBepAKEHHS.
130. | MAPBEJIOH Tabnetku; no 21 OpraHoH | LLBeliuapis H.B. OpraHoH, Higepna BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | TUny - 3MiHK 3a UA/10176/01/01
® TabneTui B 6nicTepi; CeHTpan HigepnaHgy (3a HOW BHECEHO B iHCTPYKL,i0 A58 MEAMNYHOrO 3aCTOCYBaHHS NiKapCbKoro peyenmom
no 1 6nictepy B lcT FTmM6X NOBHUM LK/IOM) 3acoby Ao po3ainis "MpoTunokasaHHs", "B3aemMogist 3 iHWMMMK
calue; no 3 cawe B nikapcbknMmn 3acobamu Ta iHWi B1uan B3aemogii” Ta "Ocob6nmnsocTi
KapTOHHI ynakoBL,i 3acTocyBaHHsA" 3rigHo 3 pekomeHgauisMn PRAC. BBeeHHS 3MiH
NpPOTAroMm 6-TM MicALIB Nic/a 3aTBePAKEHHSA
131. | MEBIKAP IC Tabnetkm no 0,3rno | ToBapucT YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 6e3 UA/8823/01/01
10 TabneTok y BO 3 [04aTKOBOIO oo 6e3snekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenma
6nictepi; no 2 [0[aTKOBO BiANOBIAA/ILHICTIO 3MiHN [0 y3araslbHEHMX JaHuX NPo cucTemy hapMakoHarnsgy
6nictepun y nauui 3 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHWX MPO cuctemy dpapmakoHarnsgy,
KapToHy Bignosiga 3MiHa YNOBHOBaXEHOI 0cO6U, BiAMNOBIAA/IbHOI 3a 34iACHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34jiiCHEeHHs dhapmakoHarisay B YKpaiHi, SKLLO BOHA BigMiHHA Bif
M" YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHWKa, BiANOBifabHOT 3a chapMakoHarnsag.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
132. | MEBIKAP IC Tabnetkm no 0,5rno | TosapucT YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [10 peECcTpaLjiiiHuX MaTepianis: 3MiHu | TUNY - 3MiHK 6e3 UA/8823/01/02
10 TabneTok y BO 3 [0[aTKOBOIO Liofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
6nictepi; no 1 abo 2 | foAaTKoBO BiANOBIAA/IbHICTIO 3MiHWN [0 y3araslbHEHUX JaHuX Npo cucteMy chapmMakoHarnsgy
6nictepun y nauui 3 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHUX NMPO cuctemy hapmakoHarnagy,
KapTOHYy Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNOBIfaIbHOI 3a 34iAICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 3giicCHEHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHa BiMIiHHA Bif,
M YNOBHOB&XXEHOT 0CO6MU, BiANOBIfabHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy) - 3MiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a dapMakoHarnsga.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
papMakoHarnsg
133. | MEPOIPAM NOpPOLLOK AN1A Aypob6iHAo IHAis Opxia dapma IHais BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13886/01/01
PO3UMHY ANS iH'eKUil dapma Cneuwlieniti3 flimites, AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu Micus peyenmom
no 500 mr, 1 chnakoH nTg, FOHIT - 2 NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro Jlikapcbkoro
3 MOPOLLKOM Y 3acoby, BKIoYaoun AinbHUL BUNYyCKy cepil abo micue npoBefeHHs
KapTOHHIA Kopoo6Li KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANOBiAaE BUPOGHMK/iMIopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa Ha3BK Ta agpecy BUpobHuka M3,
6e3 3MiHN MicLiA BUPOGHMLTBA. 3MiHM BHECEHI B IHCTPYKLil0 ANns
MEeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y po3gisin "Bupo6HuK",
"Micue3HaxopKkeHHs1 BUpOBGHMKa Ta agpeca MicLa NpooBaKeHHS
oro gisnbHoOCTI" 3 BiANOBIAHMMM 3MiHAMW B TEKCTi MapKyBaHHS
ynakoBOK. BBeJeHHS 3MiH NPOTAroM 6-TW MicsLiB NicNs 3aTBEPAKEHHS
134. | MEPOIPAM NOPOLUOK A/1se Aypob6iHao IHais HOpkia Papma IHais BHECEHHS 3MiH A0 peecTpauiiHuX MmaTepiasiB: 3MiHu | Tvny - 3a UA/13886/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
PO34UHY A5 iH'EKLA dapma Cneuwieniti3 flimites, AfMiHiCTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peyenmom
no 1000 mr, 1 nrp, FOHIT - 2 NpoBaPKeHHS Ai/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro /ikapcbkoro
h1aKOH 3 MOPOLLKOM 3aco6y, BKNOYauM AiNbHULi BUNYCKY cepii abo Micue npoBefeHHs
Y KapPTOHHIli kopobui KOHTPOJI0 AIKOCTI. (ZiANbHICTb, 3a Ky BifnoBigae BUpo6HuK/imnopTep,
BK/IOUAOUM BUMYCK Cepild) - 3MiHa Ha3BW Ta aapecy BUpPoGHMKa M3,
6e3 3MiHn MicLa BUPOBHMLTBA. 3MiHW BHECEHI B IHCTPYKLiO ANs
MeZJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y po3ainu "BupobHuk”,
"Micue3HaxofpkeHHs1 BUpOGHMKa Ta agpeca MicLsa NpooBaKeHHS
oro AisanbHOCTI" 3 BiANOBIAHUMMW 3MiHAMMW B TEKCTI MapKyBaHHSs
yNaKoBOK. BBeE€HHs1 3MiH MPOTAroM 6-T1 MicsILIB NiCNs 3aTBEPAKEHHS
135. | MEPOMNEHE NOpPOLLOK A5 MicTpan AHrniA Bupo6bHuuTBO, ITania BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianis: 3MiHK, LLLO NOTPeOYOThL 3a UA/16112/01/03
M-BICTA NpUroTyBaHHsA Kenitan nepBUHHE Ta HOBOI peecTpauji - 3MiHa cuau Aji: goAaBaHHs HOBOI cun ajl peyenmom
PO3UnHY AN MeHemxm BTOPVHHE (3atBepmxeHo: no 500 mr Ta no 1000 mr, y dhnakoHax, no 10
iHekuii no 2ry eHT nakyBaHHs, (p/1aKOHIB 3 NMOPOLLKOM Y KapTOHHI Kopo6bLyi)
cnakoHax, no 6 Nimiteq KOHTPO/b SKOCTI,
h1aKoHiIB 3 BMNYCK Cepil: MepiognyHicTb NOAAHHA PErysiipHO OHOBJIOBAHOTO 3BITY 3 6e3neku,
NOPOLLKOM Y ALC JOB®AP BiANOBIAHO A0 MopsAaKy 3A4iCHEHHST hapMakoHarisay,
KapTOHHI Kopoo6Li C.M.A,, ITanis; 3aTBEPIKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW 3[10POB’S YKpaiHu Bif
Brpo6HMLTBO Ta 27 rpypHs 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
KOHTPO/b AKOCTI tocTuLii Ykpainun 29 ciuna 2007 poky 3a Ne 73/13340 (y pesakuii
CTEPW/IbHOI CYMiLLIi: Hakasy MiHicTepcTBa OXOPOHM 3[,0pOB'A YkpaiHu Bif 26 BepecHs 2016
ALC NOB®AP poky Ne 996), cTaHOBUTb: 3rifHO 3i CTPOKaMU, 3a3HaAYEHUMN Y
C.N.A,, Itania nepiognYHOCTI NOAAHHA perynsipHUX 3BiTiB 3 6e3neku.
136. | METANI3E® niogpinizat gns BepiHrep | HimeuunHa Bepinrep Himeuun BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis: 3MiHW | Tuny - 3MiHu Ao 3a UA/8168/01/01
PO34YUHY ANS iH'EKUIA | IHrenbxai IHrenbxaiim ®apma | Ha MeToay BunpobyBaHHa APl 3a napameTpom peyenmom
no 10 000 Of (50 M v6X i Ko. KI «|30eN1eKTPOIOKYCyBaHHS», a caMe OHOBJIEHHSA gel cuctemu, 3amiHa
Mr); 1 chnakoH 3 IHTepHeLw Phast gel IEF 5-8 Ha Serva Electrophoresis (MeTog ogHakoBuin Ans
niocpinizatom Ta 1 HA TM6X BUNYCKY Ait040i pevoBUHU, KBasidhikauii pecpepeHTHMX cTaHaapTiB Ta
npuy, 3 BMBYEHHS cTabinbHocTi [N13, ueil meToa onvcaHuii B po3gaini
PO34MHHKKOM no 10 KOHTPO/O SIKOCTi Ail040i pe4yoBUHW, 6e3 3MiHW KpUTepiiB
M (Boga s npuiiHaTHocTi. Cneuudikauis ans Adl, 13, pedepeHTHOro
iH'eKUiIA) y KOMMNEKTI CcTaHfapTa 3a/MWaEeTbes 6e3 3MiH; 3MiHU | TUny - BUKIagaHHA TEKCTY
3i CTEPUIBHUM MK$ gepxaBHOK MOBOIO 3riHO CyyacHUX BUMOr : Haka3s MO3 Big, 26
nepexigHum ceprHA 2005 poky Ned26 (y pegakuii Hakasy MO3 Big 23 nunHa 2015
NPUCTPOEM ANs poky No460) (40 BU3HAYEHHSI TifIbKM YKPATHCbKOK abo pocilicbkoto
thnakoHa Ta MoBaMu) Ta BifnoBigHO f0 3akoHy "MNpo 3abe3neyveHHs
CTEPU/IbHOIO OyKLIOHYBaHHSA YKpaTHCbKOT MOBU SIK AepXaBHOI™; 3MiHu Il Tuny -
0[1HOPa30BoH OHOBNEHHS MeToay BunpobysaHHA CHOP ELISA | a came
rOJIKOK Y KapPTOHHIi BMKOPWCTaHHS HOBOI reHepaw,ji aHTUTIN Ta CUCTEMU BU3HAYEHHS Ha
Kopo6ui OCHOBI CybCTpaTiB eH3UMIB
137. | MIPTA3ANIH | Tabnetku, BKpUTI CaHpo3 CnoBeHisa Cantotac ®apma Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHM | TUMy - NogaHHsA 3a UA/4430/01/01
CAHAOO3® NNiBKOBOIO dapmach eX Ha OHOBJIEHOTO cepTudikaTa BifgnNoBigHOCTI €Bponelickkii dhapmakonei peuyenmom
060/10HKOI0, No 15 oTikan3 Ne R1-CEP 2008-243-Rev 02 ana A®| mipTasaniHy Big, Bxe
mr; no 10 TabneTok y o.4. 3aTBepxeHoro Bupo6Hvka Neuland Laboratories Limited, y Hacnigok

6nictepi; no 2
6nictepu y
KapTOHHiiA KOpo6Li

3MiH B agpeci BUPOGHNYOI AifbHUL;
3MiHM | TUMY - OHOBNEHMIA cEPTUIKAT Bif YXXe 3aTBEpAKEHOIO
BMPOOHUKA, NOJAaHHS OHOB/IEHOrO cepTuddikaTa BifnNoOBIAHOCTI
€Bponeicbkii papmakonei Ne R1-CEP 2008-243-Rev 03 anst Adl
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
MipTasaniHy Bif Bxe 3aTBepmxeHoro BupobHuka Neuland Laboratories
Limited, y Hacnigok BBeieHHS [,04aTKOBOI BUPOOHNYOI AiNbHUL;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudlikarta BifnoBigHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2008-243-Rev 04 ans A®l
MipTasaniHy Big, Bxe 3aTsepakeHoro BupobHuka Neuland Laboratories
Limited, y Hacnifok BBeleHHSA BUPOOHNYOI Ai/TbHNL MPOMIXHOI0
npoaykty Unit-1ll Survey No. 10, Plot No. 3-72, IDA, Gaddapotharam
Jinnaram Mandal, Sangareddy District India-502 319 Hyderabad,
Telangana; 3a3HauYeHHs BiACYTHOCTI 3aHECEHHSI eNleMEHTapHNX
OOMILIOK 3rigHo knacudpikauii ICH Q3D
138. | MIPTA3ANIH | Tabnetku, BKpUTI CaHpo3 CnoBeHisa Cantotac dapma Himeuun BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasliB: 3MiHM | TUMy - NogaHHsA 3a UA/4430/01/02
CAHAO3® NAiBKOBOO Papmacsk M6X Ha OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI E€Bponeiichbkili hapmakonei peyenmom
o60osoHkKoto, no 30 loTikan3 Ne R1-CEP 2008-243-Rev 02 ana A®I| miptasaniHy Bif Bxe
Mmr; no 10 TabneTok y o.4. 3aTBepxeHoro Bupo6Hvka Neuland Laboratories Limited, y Hacnigok
6nictepi; no 2 3MiH B @Apeci BUPOGHNYOI fiTbHNLL;
6nictepu y 3MiHM | TUMY - OHOBNEHMIA CEPTUQIKAT Bif YXKe 3aTBEpPAKEHOIO
KapTOHHIA KOpooLi BMPOOHUKA, NOAAHHSA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiii hapmakonei Ne R1-CEP 2008-243-Rev 03 ans Adl
MipTasaniHy Bif Bxe 3aTBepmxeHoro BupobHuka Neuland Laboratories
Limited, y Hacnigok BBeeHHA A04aTKOBOT BUPOOHNYOI AiNbHULL;
3MiHM | TUNY - NOAAHHA OHOBNIEHOTO cepTudlikarta BifgnoBigHOCTI
€Bponelicbkinn hbapmakonei Ne R1-CEP 2008-243-Rev 04 ans A®l
MipTasaniHy Big, Bxe 3aTsepmkeHoro BupobHuka Neuland Laboratories
Limited, y Hacnigok BBeieHHSI BUPOOHNYOI Ai/TbHNL MPOMIXHOIO
npoaykty Unit-1ll Survey No. 10, Plot No. 3-72, IDA, Gaddapotharam
Jinnaram Mandal, Sangareddy District India-502 319 Hyderabad,
Telangana; 3a3HauYeHHs BiACYTHOCTI 3aHECEHHST eNleMEHTapHNX
OOMILIOK 3rigHo knacudpikauii ICH Q3D
139. | M-M- MOPOLLOK A/1A Mepk Lseliuapis Mepk Wapn i Joym Higepna BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/14950/01/01
PBAKCIMPO® | cycneHsii gns Wapn i B.B., HigepnaHgn Han/ OHOBNEHHSA ME-cepTudikaTy BiANOBIAHOCTI €BpoNenchkin hapmakonei | peyenmom
BAKUVHA iH'exuili 1 conakoH 3 Joym (BTOpUHHE CLIA 0Nns deTanbHOI Tenayvoi cuposaTkm (Foetal calf serum).
ana nopotukom (1 fo3a) I0EA nakyBaHHs1, BUMYCK 3anponoHoBaHo: CEP Ne R1-CEP 2000-076-REV 04; 3miHu | Tny -
MPO®INAKT Ta 1 cpnakoH 3 6X cepii BakyMHn Ta oHoBrieHHs1 [E-cepTudbikaTy BignoBigHOCTI €Bponeiickkii hapmakonel
WKW KOPY, PO3UMHHKKOM (BOAA PO34MHHKKA); Mepk Ansa deTanbHoi 6nyadoi cuposaTku (Foetal bovine serum).
ENIAEMIYHO | pns iH’ekwiit) no 0,7 LWapn i Aoym Kopn., 3anponoHoBaHo: CEP Ne R1-CEP 2000-211-REV 03
ro My KapTOHHIi CLUA (BMpOGHUK
MNAPOTUTY Kopo6Li; 1 dnakoH 3 BakuuHu in bulk Ta
TA nopotukom (1 fo3a) nepBuHHe
KPACHYXU Ta 1 nonepeaHLO nakyBaHHs)
XNBA HanoBHEHWIA LWNpuLy,

3 PO3YMHHUKOM
(BOoOa Ans iH'eKUIN)
no 0,7 mn s
KOMNAekTi 3 ABOMa
rosikamu y KapTOHHIi
Kopo6ui; 10
dhnakoHIB 3
nopotukom Ta 10




82

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
h1aKkoHiIB 3
pO34MHHMKOM (BOAA
AN iv'ekuiid) no 0,7
M/1 B OKPEMUX
KapTOHHMX KOpOoGKax
140. | MO®JTIAKCA PO34nH A4Ns iHdysin KPKA, CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3MiHn 3a UA/16077/01/01
® no 400 mr/250 mr; a.n., Hoso bulk", nepBuHHe Ta Loao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnagy. 3MiHa y KopoTkii peyenmom
no 250 mny MecTo BTOPVHHE XapaKTepucTULli NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLT
nakoHi; no 1, 5 abo nakyBaHHs, 0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynspHO OHOB/HOBAHOIO

10 dhnakoHiB y
KopoobLi

KOHTpO/b cepii Ta
Bunyck cepii: KPKA,
4.40., Hoso mecTo,
CnoBeHisi; KOHTPO/1b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

3BITYy 3 6e3neku nikapcbkoro 3acoby, abo focnimkeHb 3 6e3nekn
3acTocyBaHHS NikapCbKoro 3acoby B nicnspeecTpaviliHnii nepios, abo
AK pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHb, MPOBEAEHUX BifMNOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwWi 3MiHW) - 3MiHW BHeCeHi
00 IHCTPYKLUT A1 MeANYHOro 3aCTOCYBaHHS J1iKapCbKOro 3acoby y
po3ginu "OcobnmsocTi 3acTocyBaHHa", "Mo6iyHI peakuii™ BiANOBIAHO
[,0 OHOBJIEHOT iHChopMaL,i 3 6e3nekn AiloH0T PEYOBUHU LLOA0 TSKKMX
LLIKIPHUX NOGIYHUX peakLiii. BBeAeHHS 3MiH NPOTAromM 6-Tu MicsiLiB
nicnsa 3aTeepmkeHHsANe 3MiHu | Tuny - 3MiHN LWoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
BHECeHi A0 IHCTPYKLii A8 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro
3acoby y po3ginun "OcobnmnBocTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBIAHO 40O OHOBMEHOI iHChOpMaL,i 3 6e3Mnekun Ajloyoi pevyoBnHU
LLLOZ0 TPUBANMX, IHBANIAN3YHOUMX Ta NOTEHLAIHO HE3BOPOTHUX
Cepiio3HMX NOBGIYHMX peakuiil. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepmpkKeHHs; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHK) - 3MiHK
BHECEHI A0 IHCTPYKLii 415 MeAMYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHS", "MobiuHi peakwi
Bi4NOBIAHO 40 OHOBMEHOT iH(hopMaLi 3 6e3neky Ailoyoi peyoBUHU
040 aHeBpM3MUM aopTy Ta Tl po3LlapyBaHHs,
perypritaujii/HegocTaTHiCTi cepLeBoro knanaHa. BBegeHHs 3MiH
NPOTArom 6-Tv MIiCAILB MiCNs 3aTBEPKEHHS; 3MiHW | TUny - 3MiHW
LoAao 6e3snekn/edeKTMBHOCTI Ta thapmakoHarnagy. 3MiHN y KOPOTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,i
0151 MeANYHOro 3aCTOCYBaHHA reHepuyHNX/ribpuaHux/6ionoaibHnx
NiKapCcbKMx 3ac06iB MiCNA BHECEHHA TiEl camol 3MiHN Ha pedyepeHTHWI
npenapar (3mMiHa He NnoTpebye HafJaHHA XXOAHUX HOBUX [OLATKOBUX
OaHuX) - 3MiHW BHECEHI [0 IHCTPYKUIT 415 MEAVYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii” 3rigHo 3 iHopMaujieto
00 MEAMYHOIO 3aCTOCyBaHHS pethepeHTHOro /ikapCbKoro 3acoby
(ABE/NIOKC®, po3unH ans iHdyaiii, 400 mr/250 mn). BBeeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMXKEHHS; 3MiHN | TURY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHsi roTOBOrO MikapcbKoro 3acoby
(36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOTO NiKapCbKOro 3acoby) -
[insa Toprosoi ynakoBku (NiATBEPAKYETHCA AaHUMU PeasTbHOTo Yacy) -
36i/1bLUEHHS TEPMiIHY NPUAATHOCTI NiKapCbKOro 3acoby 3aTBepiKeHo:
3 poku. 3anponoHoBaHo: 5 pokis. 3MiHV BHECEHI [0 iHCTPYKLIT Ans
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
MeJMNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y po3ain "TepMiH
npugartHocTi". BBeeHHSA 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWOAO 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHI A0 iHCTPYKLiT Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"Ocob6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakwii” BignoBigHO A0
OHOBJ/IEHOT iHhopMaLii 3 6e3neku Ail4oi peyoBMHM LWOA0
rinornikemivyHoi kKomy. BBeieHHs1 3MiH NPOTAroM 6 -Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWOAO 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHI A0 iHCTPYKLT Ans
Me/JMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain "rMoo6iuHi
peaxuii” BignoBigHO A0 OHOB/EHOT iHhopmaLii 3 6e3nekn aitoyoi
PEYOBUHM W00 BaCKyNiTy. BBeAEeHHS 3MiH NpoTArom 6 -T MicsAUiB
nicnsa 3aTBepKeHHs
141. | HEMPOMAKC | po3uuH Ans iH'ekuiii; Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHux maTepiastis: 3MiHW | Tuny - NogaHHA 3a UA/11453/01/01
no 2 M1 B amnyJii; no BO 3 0bMexeHoto OHOBJ/IEHOrO cepTudikaTa BiANoBIAHOCTI EBponelickkili hapmakonei peyenmom
5a6o 10 amnyny o6MexeHo BiANOBIAA/ILHICTIO Ne R1-CEP 2008-070 - Rev 03 gnsa A®I LliaHoko6anamiHy Bif BXxe
Kopo6Li; no 2 Mn B 10 "papmMaLeBTNYHa 3aTBepmxeHoro supobHuka HEBEI YUXING BIO-ENGINEERING CO.,
amnyrni; no 5 amnyn Bignosiga KomnaHis "3gopos'a” LTD., China, sikui1 3miH1B Ha3By Ha YUXING BIOTECHNOLOGY
y 6nictepi; no 1 abo NBHICTIO (GROUP) CO., LTD., China. Ik HacnifokK: yTOYHEHHA KOHTaKTHUX
2 6nictepu B "dapmaue [JaHunx; NpvBeAeHHs crneumdikalii Ta MeTogiB BXiGHOTO KOHTPOO
Kopob6Li; no 2 mn B BTUYHA AKOCTi 3a NokasHukamu “laeHTudpikauis”, “BTparta B Maci npu
amnyni; no 10 amnyn KOMNaHis BUCYLLYBaHHI" Ta “3asIMLLKOBI KiNIbKOCTI OpraHiyHuX pO34mMHHUKIB” [0
y 6nicTepi; no 1 "3popos'a” EP gitouoro BngaHHs Ta CEP. Bupo6Huya ginbHuus, npouec
6nicTtepy B Kopobui BMPO6GHMLTBA Ta CXEMA CUHTE3Y 3a/IMLLIAI0TLCSA HE3MIHHUMU
142. | HOBAPUHI® | kifnbLe BariHa/ibHe, OpraHoH | LLBeliuapis H.B. OpraHoH, Higepna BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu Il Tuny - 3a UA/9613/01/01
11,7 mr/2,7 mr, no 1 CeHTtpan HigepnaHgu (3a HAU NPOMOHYETLCA BNPOBaKEHHA a/ibTePHATUBHOrO nocTavyasibHuKa peyenmom
Kinbuto y cawe; no 1 lcT TM6X NOBHUM LK/IOM) [ONOMDKHUX PEYOBUH, KONosimMepiB eTuneH BiHin auetaty (EVA 9 Ta
callle B KapTOHHiii EVA 28), Wwo BxogAaTb A0 cknafy nikapcbkoro 3acoby, cipmu Arkema
Kopobui Inc
143. | HOOBYT® IC | nopowok Ans ToBapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 6e3 UA/8831/02/01
100 0OpasIbHOro PO3UUHY, BO 3 [04aTKOBOO Loao 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
100 mr/go3y; no 2,51 | fofdatkoso BifJNOBIAaIbHICTIO 3MiHW [0 y3arasibHEHNX AaHuX Npo cuctemy thapmakoHarisgy
y caule; no 10 cawe 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHEHNX AaHWMX NPo cucTemy hapmakoHarnagy,
y nauLi 3 KapToHy Bignosiga 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
JIBHICTIO dhapmakoHarnsgy; KOHTaKTHOi 0cobu 3 chapmakoHarnagy 3asBHvKa
"IHTEPXI ONA 34iiCHeHHS dhapMakoHarnsay B YKpaiHi, siKILO BOHa BigMiHHA Bif,
[\ YNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 32 3jACHEHHS
hapmakoHarnsgy (Bk1ro4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemn hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHUKA, BiANOBifa/IbHOT 3a thapMakoHarnag,.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHWX YyNOBHOBaXEHOI 0co6y, BiANOBIAA/IbHOI 3a
hapmakoHarnsag
144. | HOOBYT® IC | nopoLuok Ans ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TUny - 3MiHK 6e3 UA/8831/02/02
500 OpasIbHOrO PO3YMHY, BO 3 [08aTKOBOIO wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenma
500 mr/go3y; no 2,51 | AoAaTKOBO BiANOBIAA/LHICTIO 3MiHM [0 y3ara/ibHEHUX JaHuX Npo cuctemy dhapmakoHarnsagy
y cawe; no 10 cawe 10 "IHTEPXIM" (BBEAEHHS y3ara/ibHeHNX AaHUX NP0 cucTemy chapmakoHarasgy,
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
y nauui 3 KapToHYy Bignosiaa 3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34iCHEHHA dhapMakoHarnsay B YkpaiHi, AKLWo BOHa BiMIHHA Bif,
M YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsagy (Bkoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW Y
po3MilLieHHi MacTep-thalina cuctemn hapMmakoHarnagy) - 3mMiHa
YMOBHOBaXEHOI 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnsag.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6y, BiANOBIAA/IbHOI 3a
dpapMakoHarnsg
145. | OKCUMPOIE | po3uuH Ans iH'ekuiii TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu Il Tuny - 3miHa y 3a UA/3616/01/01
CTEPOHY oninHuiA, 12,5%; no "BIO®AP "BIO®APMA" 3B'A3KY 3 OTPMMaHHAM OHoBsieHoro DMF Ha AdI peyenmom
KAMPOHAT 1 mn B amnyni; no 5 MA" "ligpokcunporecTepoHy kanpoHaT" Big BUpo6HMKa «Jiangsu Jiaerke
amnyn y 6nictepi; no Pharmaceutical Group Corp. Ltd», KuTaii
2 6nictepu B nauui 3
KapTOHY
146. | OKCUTOLMH | po3unH ans iH'ekuiid, TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 3a UA/1888/01/01
5 MO/mn; no 1 mn B "BIO®AP "BIO®APMA" oo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
amnyni; no 5 amnyn MA" 3MiHWN [0 y3araslbHeHUX JaHuX Npo cuctemy dhapmMakoHarniagy
y 6nicTepi; no 1 abo (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
2 6nicTepu y nayui 3 3MiHa YNOBHOB&XeHOI 0Co6MU, BiAMNOBIAaUTbHOI 3a 3A4IICHEHHS
KapToHy dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHuKa
ONA 34iACHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
YNOBHOB&XeEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOB&XEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepakuin: Moy TeTaHa HOpiiBHa. 3MiHa KOHTAKTHUX
[JaHnXx ynoBHOB&XeHOI 0Co6M 3asBHMKa, BignoBiganbHOI 3a
hapmakoHarnsg
147. | NAHTEHON niHa HawkipHa, 4,63 TOB Ykpaina BignosiganbHuii 3a Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | TUNy: 3MiHK 3 6e3 UA/4438/01/01
CMNPEN r/200rno 130ry "BAYLU BUMYCK Cepiit: Ha/ SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUpO6HMLTBI. 3amiHa abo peyenma
KOHTeliHepi nig XENnC" [Op. l'epxapg MaHH LLiBeiiuap BBE/IEHHS 40AATKOBOI AiNbHULI BUPOGHULTBA A1 YacTUHU abo
Tnckom; no 1 XeMm.-chapm. Pabpuk in BCbOr0 BUPOBHMYOro NPOoLEeCY rOTOBOrO /iKapCbKOro 3acoby (AinbHUUA

KOHTeliHepy B
KapTOHHIA KopooLi

vm6X, HimeuunHa;
Brpo6HumuTBO bulk,
nakyBaHHs,
KOHTPO/1b SIKOCTI:
ACM Aepocon-
Cepsic AT,
LLIBeliyapis

0151 NEPBMHHOIO MaKyBaHHS) — 3amiHa BUPOOHWYOT AiNbHUL oNs
NepBUHHOIO nakyBaHHs J13 (BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBepAKeHHs); 3MiHW | Tuny: 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3mMiHM y BUpOOHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA A/151 YACTUHM abo BCbOro
BMPOBHMYOro NPOLEeCy roTOBOrO JliKapCbKOro 3acoby (4isbHULSA, Ha
SIKi NPOBOAATLCA 6YAb-AKi BUPOOHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiid, KOHTPO/O AKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A5
HecTepusIbHUX NiKapcbkux 3acobiB) — 3aMiHa BUPOGHMKa
BiAMNOBiga/IbHOTO 32 BUPOGHULITBO HEPO3hacoBaHOro NPOAYKTY, i3
BiANOBIAHUMY HE3HAYHVMMU 3MiIHAMU Y BUPOBGHNYOMY NPOLIECi
(BBefeHHsA 3MiH NpOoTAroM 6-Tv MicsLiB NiCNsA 3aTBEPAYKEHHS); 3MiHU |
TMNy: 3MiHM 3 IKOCTi. FOTOBWMI NiKapCcbknii 3aci6. 3MiHWM Y MPOBHULTBI.
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3amiHa abo BBeAeHHS f0AAaTKOBOI AiNbHMLi BUPO6HULTBA A5
4acTVHY abo BCbOro BMPOGHMYOro NpoLEecy roToBOro Nikapcbkoro
3acoby (4ibHMUSA 4719 BTOPUHHOTO NakyBaHHS) — 3aMiHa BUPOGHWKa,
BiANOBIAA/IbHOrO 3a BTOPMHHE NakyBaHHSA (BBeAEHHS 3MiH NPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS); 3MiHM | TUNY: 3MiHW 3 AKOCTI.
IOTOBWIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITLCS BUMYCKY CEPii Ta KOHTPOJIHO SKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo foaasBaHHA AifbHUL, Ha
AKIN 3AiAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) - AoAaBaHHS
AiNbHWLI, Ha SKUX 3AiACHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil
(BBeAeHHS 3MiH NPOTAroM 6-T1 MicAUIB NicNsA 3aTBEPKEHHS); 3MiHU |
Tuny: 3MiHW 3 SiKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHSA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHMX MeTofax
BMNPOOBYBaHHS) - HE3HAYHI 3MiHW B METOAMLI KiNIbKICHOTO BU3HAYEHHS
JekcnaHTeHony metogom BEPX (BBeAeHHS 3MiH NpoTArom 6-tu
MicALIB Mic/A 3aTBEPXEHHS); 3MiHM | TMny: 3MiHK 3 AKOCTi. [0TOBWMIA
NiKapcbkunii 3aci6. KOHTPO/b roTOBOTrO MikapCbKoro 3acoby. 3miHa y
MeToAax BUMPOOYBaHHS FOTOBOTO JliKapCbKOro 3acoby (iHLWi 3MiHW y
MeToAax BUNpobyBaHb (BK/IOYaoun 3amiHy abo fOMNOBHEHHS)) -
[ofaHHA HoBol MeToAvku (BEPX) gns Bu3HauyeHHs 3-
amiHonponaHosy 3amiCTb 3aTBepkeHoi MeToavkm TLUX ans
BM3HAYEeHHS 3-aMiHonponaHosny. BHacnigok gaHoi 3MiHu B
cneumdikadito M13 BHOCATLCA 3MiHN B NOCUNAHHA HA METOZ,
nocnimkeHHs (BBefeHHs 3MiH NpoTArom 6-Tv MicaUiB micas
3aTBEPMXEHHST); 3MiHU | Tuny: 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUiA 3aci6 (iHLWi 3MiHW) —
BBE/EHHS HOBOrO BUpobHuka N3 ASM Aerosol-Service AG,
Switzerland npu3seno 4o BUyYEHHA OAHOTO 3 TUNIB YNakoBKW —
nonieTuIeHoBMX KOBMAaYkKiB, Ta BHECEHHS KOPeryBaHHs B Nigpo3ain
3.2.P.7. Cuctema ynakoBka/ykynopka (BeegeHHsi 3MiH npoTsirom 6-u
MicALIB MicNA 3aTBEPXEHHS); 3MiHM | Tuny: 3MiHK 3 AKOCTi. [0TOBWMA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUIA 3aci6.
3MiHa nocTavasibHUKa NakyBasIbHUX MaTepiasiiB abo KOMMIEKTYUMX
(AKLLO 3a3HaYeHOo B A0ChE) (BUNYYEHHSA NOCTavasibHUKA) - Y 3B'A3KY i3
BBEi€HHAM HOBOro B1pobHuka NN3 ASM Aerosol-Service AG,
Switzerland, BunyyatoTbCcs Aeski NoCTaYalbHYIKM NaKyBaslbHUX
marepianis abo KOMNAEKTYUNX, B TOMY YNCAi BUSTy4a€ETLCS
noctavanbHnk Nussbaum & Guhl, 3 nigpo3giny 3.2.P.7. Cuctema
ynakoBka/ykyrnopka. BBeeHHS1 3MiH NpoTarom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUMy: 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuiA
3aci6. CtabinbHIiCTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHsa roTOBOrO NiKApCbKOro 3acoby (3MeHLUEeHHS TeEPMiHY
NPWAATHOCTI FOTOBOrO NiKapCcbKOro 3acoby) - [ins TOproeoi ynakoBku -
3MEHLUEHHA TepMiHy npugatHocTi N3 3 36 micAuiB Ha 24 micAui
(BBeggeHHs 3MiH MPOTAroM 6-Tv MicALIB MIiCNSA 3aTBEPAXKEHHS); 3MiHM |
TMny: 3MiHK 3 siKocTi. CepTudikat BignosigHocTI/lE-cepTudikat
BifiNOBIAHOCTI €Bponelickkiii hapmakonei/MoHorpadii. 3miHu,
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MoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb A0 MOHOrpadii
L®Y a6o Esponelicbkoi hapmakonei, abo iHLWOi HalioHabHOT
thapmakonei gepxasu €C (3MiHa y cneumdikauii HedbapmakoneiHoro
A®I| ona npuBedeHHs y BiANOBIAHICTL A0 BMMor dY abo
€Bponeiicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOI hapMakoneil
nepxasu €C) - lonomikHa pevoBnHa/BUXigHWIA MaTepian ans
BMPOG6HMLTBa ADI - MprBeaeHHsA crneumdikalii Ha AONOMiKHY
peyoBUHY BiCK piakuii nerknii 4o BuMor moHorpadpii DAC*, current
version (3aTBepaKeHo: in-house specification) BeefeHHS 3MiH
NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPMKEHHS; 3MiHM | TUNY: 3MiHM 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX METoAax BUMPOOYBaHHS) -
He3HauHi 3MiHW B 3aTBepXeHiit meToauui TIUX ans ineHTudikauii
AexkcnaHTeHony (BeefeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPMKEHHS); 3MiHU | Trny: 3MiHM 3 SKOCTI. [OTOBWIA NikapCbknii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOrO
nikapcbKoro 3acoby, BKIOUaKUM NPOMiXHUIA NPOAYKT, WO
3aCTOCOBYETLCA MNPV BUPOOHMLITBI FTOTOBOrO /iKAPCbKOro 3acoby (iHLwi
3MiHN) - BBEAEHHS HOBOrO B1po6HMKa ASM Aerosol-Service AG
NpU3BENO 0 HE3HAYHWNX 3MiH Y BUPOOGHMYOMY NPOLIECi, B TOMY UnCi,
BUTPVMYBaHHS 6a/1ky NPOAYKTY B EMHOCTSAX NepeHeceHo 3i cTagii 4 Ha
cTagito 5 BupobHMyoro npouecy (BeegeHHs 3MiH NPOTArom 6-u
MicsILiB MiCNs 3aTBEPAXKEHHS); 3MiHW | TUMY: 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLITBA FOTOBOTO JTIKAPCLKOr0 3acoby, BK/THOHAOUN NPOMiIXHWIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpOOHULTBA) - BBEAEHHS HOBOrO
BUpobHUKa ASM Aerosol-Service AG npu3Beso 40 He3HaYHUX 3MiH Y
BMPOGHNYOMY NPOLIECi, B TOMY YMCAli, BHECEHO 3MiHW B ONWC NpoLecy
NpUroTyBaHHsA AekcnaHTeHosny, Stage 2 BUpO6HMYOro npouecy.
BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NicNa 3aTBEPIKEHHS; 3MiHW |
TMny: 3MiHKn 3 AKocTi. FOToBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHM BUNpObyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBA rOTOBOrO
nikapcbKoro 3acoby (AofaBaHHA HOBOro MeTOAY BUNPOOYBaHHA Ta
[OMYyCTUMUX MEeX) - BBEJeHHS JOAAaTKOBOro napametpy «Burnsg»
(Bi3yanibHWIi KOHTPO/IL) B NpoLeci BupobHuuTea 3.2.P.3.4. KoHTponb
KPUTUYHWX CTagiil | NPOMiXHOI NpoAyKLii. BBeAeHHst 3MiH npoTsirom 6-
TU MIiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | TUNy: 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiH BUNPOOYBaHb
abo fonycTMMMX MeX, BCTAHOBMIEHVX Y crieumdikayisx, nig vac
BMPOOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby (BUlyYeHHSI HECYTTEBOTO
BMNPO6YBaHHA B NPOLIEC BUPOGHMLTBA) — BUTyYEHHS BUNPOOYBaHHS
«MikpobionoriyHa umctoTa» B npoueci BupobHuytea MNa3.
BBefeHHS 3MiH NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHM |
TMNy: 3MiHW 3 AKOCTi. [OTOBWIA SliKapCbkuWii 3aci6. (iHLWi 3MiHK) -
Pepakuiiini BunpaBneHHs y nigposginax 3.2.P.2.3. Po3pobka
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BMPOGHMYOro npouecy, 3.2.P.3.3. Onuc BUpo6GHMYOro npouecy Ta
KOHTposto npotecy, 3.2.P.3.4. KOHTPONb KPpUTUYHUX CTagiid i
npomiXHOT npoaykuii, 3.2.P.7. Cuctema KoHTeliHep/3akynoptoBasibHWiA
3acib, 3.2.P.5.2. AHaniTuuHi meToaukn (3a nokasHukom «Maca
HanoBHEHHA» Ta «epMeTUYHICTb KOHTeliHepa»). BBegeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiCNA 3aTBEPKEHHS; 3MiHW | TUNY: 3MiHM 3
AkocTi. [oTOBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHK 3aci6. 3MiHa napaMeTpiB cneuudikadii
Ta/abo fonycTMMNX MEX NePBUHHOT YNakoBKX FOTOBOTO NiKapCbKoro
3aco6y (iHWi 3MiHM) — 3MiHM NapameTpy crneumndikauii (docyHka 3
BHYTPILLHIM AiaMeTpoM) eneMeHTy NepBUHHOT yNakoBKU (rof1oBka
Hacagku) (from nozzle 0.408-0.412 mm to inner diameter nozzle 0.39-
0.43 mm).

BBefeHHA 3MiH NPOTAroM 6-Tu MiCALIB NicNa 3aTBEPMKEHHS; 3MiHW |
TMny: 3MiHKn 3 AKocTi. FOToBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHM Y Npoueci BUPOOHNLTBA FOTOBOrO /iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpW
BMPOGHULITBI FOTOBOTO J1iKapCbKOro 3acoby (He3HavHa 3MiHa y npoLeci
BMPOGHMLTBA) - - BBEAEHHSA HOBOro B1po6H1Ka ASM Aerosol-Service
AG npu3Besio 0o 3MiH y BUpoOHUYOMY npoueci 13, B ToMy uunchi,
BiAOYyIMCA 3MiHN B ONUCi NPUrOTYBaHHA BOLHO-MacnsHOI eMyibCii -
Stage 3 BUpO6GHMYOro npouecy; 3miHu | Tuny: 3miHu 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLTBA FOTOBOTO J1iKapCbKOro 3acoby, BK/IOYAUM NPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOTO /iKapCbKOro
3aco06y (iHLi 3MiHK) - BHOCATLCA 3MiHW Y MpoLec BUPOOHULITBA rOTOBOI
NpoAyKLUii, B TOMy 4mnchi, BibyBaETbCA CKOPOUEHHSA MaKCUMasIbHOro
Yyacy BUTPVMKM BOCKOBOTO PO34MHY 3 5 AHIB A0 24 roguH BiAnoBigHO
OHOBJ1IEHOT CXEMU BUPOBHULTBA; 3MiHU | TUny: 3MiHM 3 AKOCTI.
FoToBWi Nikapcbknii 3aci6. CucteMa KoOHTeHep/3akynopoBasibHUiA
3aci6. 3MiHa nocTavyanbHVKa NakyBaslbHUX MaTtepianis abo
KOMMNEKTYUNX (AKLWO 3a3Ha4Y€HO B AOCLE) (BUYUYEHHSN
nocTavanbHvKa) - B 38’A3Ky i3 BBEEHHSIM HOBOrO BUpO6HUKa M3
ASM Aerosol-Service AG, Switzerland, Buny4aroTbcs noctavasibHUKN
LesKMX eNneMeHTiB NepBUHHOI yNakoBku, 3 nigpo3giny 3.2.P.7
CucTema ynakoBka/yKynopka Buny4aeTbes iHdhopmalis npo
noctavanbHuka Ball Aerocan; 3miHu | Tny: 3miHu 3 sKocTi. [oTOBMIA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoproBasibHUIA 3aci6.
3MiHa nocTavanbHVKa NakyBasibHUX Martepianis abo KOMNAEKTYHUNX
(AKLLO 3a3Ha4YeHO B JOCLE) (BUTYUEHHS MocTavyasibHMKa) - B 3B'A3KY i3
BBE/,EHHAM HOBOro Bnpo6Huka N3 ASM Aerosol-Service AG,
Switzerland, BunyyatoTbCA NOCTAYAIbHUKN AEAKNX €/TEMEHTIB
NepBUHHOI yNakoBkK, 3 nigpo3giny 3.2.P.7 Cuctema
ynakoBka/yKynopka Buny4aeTbes iHhopmMauis npo nocravasibHuKa
Creole Canisters; 3miHu | Tuny: 3miHu 3 skocTi. FOTOBUIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akyrnoproBasibHWii 3aci6. 3miHa y
NepBWHHIl yNakoBLi rOTOBOrO JlikapcbKoro 3acoby (Tun KoHTeliHepa
ab0 floflaBaHHS HOBOTO KOHTelHepa) - BunyyeHHsi nepBUHHOT
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yNakoBKM, L0 He MPU3BOAUTL 40 MOBHOMO BUJTyYEHHS /iKApCbKOro

3ac06y 3 NeBHOK CUJIOK Aii abo y NeBHili nikapcbkili hopmi -
BBe/leHHs1 HOBOro BUpo6HMKka ASM Aerosol-Service AG LLBeiiLapist
NpY3Beno A0 BUTYYEHHS a/lbTEPHATUBHUX €/IEMEHTIB YNakoBKK, B
TOMY YNCNi BUTYYAETLCS aNbTePHATUBHWIA knanaH, SKnii He
BMKOpMCTOBYETLCA Valve LI98 (3aTBepaxkeHo Valve PV20714/
PV21347); 3minu | Tvny: 3MiHM 3 sKocTi. FOTOBWIA Nikapcbknii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y NepPBUHHIi
yNakoBLi FOTOBOro /likapCcbKoro 3acoby (Tun koHTeliHepa abo
[ofaBaHHsA HOBOrO KOHTeHepa) - BunyyeHHs1 NepBMHHOI yNakoBKu,
LLI0 He MPW3BOAWTbL [0 NMOBHOMO BUIYYEHHS NiKapcbKoro 3acoby 3
NeBHO CKOoH0 il abo y NeBHili Nikapcbkiili opMi - BUMYYEHHS
a/IbTEPHATUBHUX €/1EMEHTIB YNakoBKW, B TOMY HYWCHI, BUTYHYEHHS
anbTepHaTMBHOT ronoBku doopcyHkm Nozzle Head ST 300 white (gns
BMKOPUCTaHHSA 3 knanaHom valve L198), sika He BUKOPUCTOBYETLCSA
(3atBepaxeHo Nozzle Head 0.41 mm (0.0167?); 3MiHu | TURY: 3MiHK 3
AkocTi. FoToBWMiA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa napameTpiB cnevumdikaili
Ta/abo foNyCTMUX MEX NEPBUHHOT YNaKoBKM FOTOBOTO NiKapCbKOro
3aco0y (3BYXXEHHS AOMYCTUMMX MEX, BU3HAYEHUX Y cneuudikadii) -
BBE/IEHHS HOBOTO BMpOoGHUKa ASM Aerosol-Service AG, LLseliuapis
npu3Besno A0 3MiH B NaKyBas/IbHUX MaTepiasiax NepBUHHOI yNakoBKu, B
TOMY YuMCi Big6ynocs 3BYXXEHHA MeX crevuudikaLii ronosku
dhopcyHkM 1A napameTpy BucoTtu Big 15,6 - 16,6 mm go 16,1. -16,6
MM; 3MiHW | Tuny: 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpOo/b roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEpMKEHNX MeTofax BUNPObyBaHHS) - HE3HAYHI 3MiHW B
3aTBepMxeHili meToauui BEPX ansi BU3HaYeHHS NaHTONAKTOHY,
NaHTOEBOI KAC/OTU Ta HEBIJOMMX AOMILLOK; 3MiHV | TURY: 3MiHM 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHK 3aci6. 3MiHa napaMeTpiB cneuudikadii
Ta/abo fonycTMMNX MEX NePBUHHOT YNakoBKX FOTOBOTO NiKapCbKoro
3ac06y (3BY)XeHHSI fOMYCTUMUX MEX, BU3HAYEHNX Y cneuudikadii) -
BBE/EHHSA HOBOro BUpo6Hnka ASM Aerosol-Service AG, LLeiiuapis
npu3Beno A0 3MiH B NakyBaslbHUX MaTepiasiax nepBMHHOI YNakoBKu, B
TOMy uncri BiAOyocs 3By)XeHHs1 MexX cneuudikauii knanaHa ons
napameTpy giameTp 3aHyptoBasibHOI TPYOKu: Bif, "61M3bKO 5 MM" [0
"3,86 - 4,86 MM"; 3MiHM | TUNY: 3MiHK 3 AKOCTi. FTOTOBUIA NiKapCbKUii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y npoueci BUPOGHULTBA FOTOBOrO
NikapcbKoro 3acoby, BK/IHOHaUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI TOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3miHa y npoueci BUPO6GHMLTBA) - BBEAEHHS HOBOTO
BUpo6HUKa ASM Aerosol-Service AG npu3sesno A0 3MiH B
BMPOBGHMYOMY NpOLECi TOTOBOTO J1iKAPCLKOr0 3aco6y, B TOMY YMC/i
He3HauHi 3MiHyM Ha CTagii 4 BUpo6GHMYOro npouecy — A0AaETbCA
roMmoreHisartop 3 iHTepsanamu 550-650 06/xB i MiLlanka 9 06/xB; 3MiHN

| TMny: 3MiHK 3 AKocTi. FOTOBWIA NNiKAPCbKWIA 3aci6. 3MiHW Y
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
BMPOGHULTBI. 3MiHM Y nMpoueci BUPOOHNLTBA FOTOBOrO /iKapCbKOro
3aco0y, BKIOYaUM NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpKW
BMPOGHULITBI FOTOBOTO J1iKapCbKOro 3acoby (He3HavHa 3MiHa y npoLeci
BMPO6HMLITBA) - BBEEHHS HOBOrO BMpo6HMka ASM Aerosol-Service
AG npu3Beno fo 3MiH B BUPOGHNYOMY NpoLeCi roTOBOro NikapcbKoro
3acoby, B TOMY 4MC/li He3HauHi 3MiHM Ha CTagii 3 BUpo6HMYOro
npouecy — oAaEeTbCS romoreHisarop 3 iHTepsanamu 550-650 06/xB i
Miluasika 9 06/xs
148. | MEPCEH® TabneTkn, BKpUTI 3eHTiBa, Yecbka COOAPMA AL Bonrapis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHun | Tuny - 3miHn 3 6e3 UA/9536/01/01
060/10HKOI0; Mo 10 K.C. Pecny6nika AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb AOMOMIKHMUX PEYOBWH.
Tabnetok y énictepi;
no 4 6nictepn y

peyenma
3MiHa napamMeTpiB cneuudikaLii Ta/abo AoNyCTUMUX MEX AN
[0MNOMDKHOT peyoBuHYM (iHLWi 3MiHK) 3MiHa BUMOT cneuudikavii Ha
KapTOHHI Kopoo6Li [O0MOMIXHY peyoBUHY 3astiza okcma kopudHesuii (E 172) 3a
NOKa3HNKOM «Hepo3umHHi y KucnoTi peqyosuHu» 3 0,1% ao 0,3%,
3rigHo USP. 3miHu | Tvny - 3miHun 3 AKocTi. F0TOBWUIA Nnikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa iMMopTepa/3miHK, L0 CTOCYHTbCA
BUNYCKY cepii Ta KOHTPOJII0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOGHWMKA, L0 BigNOBILA€E 3a BBE3EHHS
Ta/abo BMMNycK cepii) - Bktoyaroum KOHTPob/BUNpo6yBaHHS cepii -
3aMiHa BUPO6HYKa, BignoBigaibHOro 3a KOHTPO/1b Ta BUMYCK cepii:
3MiHN BHECEHO B IHCTPYKLiIO 419 MEANYHOTO 3aCTOCYBaHHS LLOAO
HalilMeHyBaHHs Ta MiCLle3Hax0oMpKeHHS BUPOOHWMKa 3 BigNOBiAHNMM
3MiHaMM Y TeKCTi MapKyBaHHS YNakoBKM JTIKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbknii 3aci6. 3MiHU Y
BMPOOHULTBI. 3MiHK Y NpoLeci BUPOOGHMLTBA FOTOBOIO NiKapCbKOro
3aco6y, BKNOYaUM NPOMKHWIA MPOAYKT, L0 3aCTOCOBYETLCA Npyn
BMPOBHULITBI FOTOBOrO NiKapPCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA) HE3HAUHI 3MiHM Yy onuci NpoLecy BUpo6HuLTBa /13, Wwo
06yMOB/EHI 3aMiHOI AinbHULi BUPoOHUUTBA J13. 3MiHW | TUny - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX, BCTAHOB/IEHUX Y cnevLmdikayisx,
nig, yac BUPOGHMLITBA FOTOBOTO NiKAPChLKOro 3acoby (3BY)XEHHS
A0NYyCTUMUX MEX)
3BY)KEHHS JOMYCTUMMX MEX 3a NOKa3HWKOM «Po3nagaHHs» y npoLeci
BMpo6HUUTBa /13 (Ana TabneTok He MOKPUTNX 0B60MOHKO 3 Makc 25
XB. 6€3 AUCKIB, 3aMiHEHO Ha: He Ginblue HixX 15 XB. 3 guckamu; ans
TabneTok, BKpUTMX 060/I0HKOK 3 Makc 60 XB. 6e3 ANCKIB 3aMiHEHO Ha:
He 6inbLue Hix 30 XB. 3 AUCKamu), OHOBMEHHS nigpo3ainy 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagil i MPOMIXHOT MPOAYKL;i.
3MiHu | TUNYy - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax B1unpobyBaHHsA
roTOBOrO JlikapCcbKoro 3acoby (He3HauHa 3MiHa y 3aTBepAKeHNX
MeTofax BUNpobyBaHHSA) 3MiHM y MeToAi BUnpobysaHHs 13 3a
nokasHukom «PosnagaHHsA», 6€3 3MiH BCTAHOBMEHNX KpUTEpIl
NPUAHATHOCTI. 3aTBEPAKEHO: BUNPO6YBaHHS NPOBOAATL 6e3 ANCKIB
Ta OLiHKY pe3y/bTaTiB NPoBOAATb BiANOBIAHO A0 EP. 2.9.1;
3anponoHoBaHo: BMNpobyBaHHS NPOBOAATb 3 BUKOPUCTAHHSAM AUCKIB
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

Ta OLjHKY pe3y/ibTaTiB NpoBOAATH BignoBigHO Ao €®. 2.9.1. 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL

BMPOBHMLTBA 151 YACTUHM ab0 BCbOro BUPOBHNYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby (AiNbHULA 415 BTOPUHHOIO MakyBaHHS)

3amiHa AifIbHULL BTOPUHHOTO nakyBaHHs J13: 3MiHu | Tuny - 3MiHn 3

AKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiIbHUL BUPOOHMLUTBA 4151 YacTuHW abo
BCbOr0 BUPOBHMYOro NPOLECY rOTOBOIO /iKapCbKOro 3acoby (AinbHuUUS
[N NEPBUHHOIO NakyBaHHA) 3aMiHa [i/TbHNL NEPBUHHOIO NaKyBaHHS
N3: 3MiHW | TUny - 3MiHK 3 AKOCTi. OTOBWIA NikapCbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHUL
BMPOBHMLTBA 151 YACTUHM abo BCbOro BUPOBHNYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby (AiNbHULSA, Ha SKil NpoBOASTLCS Oy Ab-

AIKi BAPOGHWUI cTagii, 38 BUHATKOM BUMYCKY Cepili, KOHTPOSIO AKOCTI,

NepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, /151 HECTEPUSIbHNX
nikapcbKux 3aco6iB) 3aMiHa [i/IbHUL BUPOBGHMLTBA HEpPO3hacoBaHOro

NpoAyKTy

149.

MIPAHTEN
NMOJIb®APM
A

CyCneH3isi opasibHa,
250 mr/5 mn; no 15
My thnakoHi; no 1
hnakoHy i Mipkoto 3
noginkamu B
KapTOHHI Kopoo6Li

dapmaues
TUYHWIA
3aB0[,

"MOJIb®A

PMA" C.A.

MonbLa

dapmavleBTUYHNI
3aBof
"MONb®APMA"
C.A. Bigain MegaHa
B Cepapai

MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiani: 3MiHa 3asBHMKa
(BnacHvka peecTpaLiiHoro noceigyeHHst) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)BBefeHHs 3MiH NpOTAroM 6-Tv MicsLiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - AQMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BKKYatoum
AinbHULI BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOSIHO SKOCTI.
([isnbHICTb, 3a Ky BiANOBIAaE BUPOOHUK/IMNOPTEP, BK/IKOYAOUN
BUMYCK Cepiii)- 3MiHa Ha3BW BUpPOOHuKa 13, 6e3 3MiHM micus
BMPOGHMLUTBA. BBEAEHHS 3MiH MPOTAroM 6-Tvi MicsALiB micns
3aTBEPAKEHHSA

6e3
peyenma

UA/9225/01/01

150.

NMPOTE®/A3
10®

cynosuTopii; no 5
Cyno3uTopiis no 3 r
y 6nictepi; no 1, abo
2, abo 3 bnictepn y
nauui 3 KapToHy

TOB "HBK
"Ekodhapm

Ykpaina

TOB "HBK
"Ekodhapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW. BryyeHHs1 BUPOGHUYOI AinbHUL (BKIHOYAKUN
AinbHuui ans A®l, npomMixXHOro NpoAyKTy abo rotToBOro Nikapcbkoro
3ac06y, AiNbHULI 4518 NPoBeAEeHHS NakyBaHHs, BUPOOHNMKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEPIii, MiCLie NPOBeAEHHS KOHTPOIO cepil)
a60 noctavasibHMKa BUXiAHOTO MaTepiany, peareHTy abo 4OMOMKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0Cbe) BuayyeHHs BUpoGHUYOI
AinbHuui MN13 TOB «®apmekc pyn», YKpaiHa. 3aTsepakeHa
BMpOBHUYA AinbHULS, WO 3anuwmnnacs, TOB "HBK "Ekodapm”,
YkpaiHa — BUKOHYE Ti caMi hyHKL,i, O BUIyYeHa.
3MiHV BHECEHO B IHCTPYKLitO 4719 MeAWYHOr0 3aCTOCYBaHHSA Y po3Aiiv
«BunpobHuK» Ta «MicLe3HaxoxeHHs BUpobHUKa Ta agpeca micus
NPOBaKEHHS NOro Ais/IbHOCTI» 3 BiANOBIAHUMY 3MIHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acooy.

BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPLAKEHHSA. 3MiHNM |
TMny - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) BHeceHHs 3MiHV 40 po3giny "MapkyBaHHA" MKA N13:
3areepkeHHo: MapkyBaHHs TEKCT MapKyBaHHSA A0AAETLCS.
3anponoHoBaHo: MapkyBaHHsi 3rifHO 3aTBEpPAKEHOT0 TEKCTY

3a
peyerimom

UA/4220/02/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
MapKyBaHHS.
151. | PAJIATO Tabnetkn no 1 mr, KPKA, CnoseHisa BUPOGHMUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepiani: 3MiHK | TURY - 3MiHa 3a UA/16206/01/01
no 10 TabneTok y 4.4a., Hoso bulk", nepBuHHe Ta BMPOGHMKA BUXIAHOMO MPOAYKTY, L0 BUKOPUCTOBYETLCS Y peyenmom
6nictepi; no 3 abo 9 MecTo BTOpPUHHE BMPOGHMYOMY npotieci AD|, a came- fofaBaHHS BUPOOHMKA BUXIZHOMO
6nictepiB y nakyBaHHs, npoaykty BHUSHILPA CHEMICALS; 3MiHu | TUny - 3miHa y
KapTOHHI Kopoo6Li KOHTPO/b cepii Ta napameTpax cneuudikauii Ha A®l, a came- BUNYyYEHHS HECYTTEBOTO
BMnyckK cepii: KPKA, napameTpa cneuudikauii «Baxki MeTanu»; 3mMiHu | Tuny - 36ibweHHS
4.4., HoBo mecTo, nepiogy NOBTOPHOro BUNpPo6yBaHHA A0 36 MicsALB Ha OCHOBI
C/0BeHiS; KOHTPO/Tb NO3UTUBHUX Pe3y/bTaTiB AOCAIAKEHb Y peaslbHOMY Yaci. YMOBM
cepii: KPKA, a.4., 36epiraHHA 3aMwatoTbes 6e3 3MiH. 3anponoHoBaHo 36 MicALiB;
HoBo mecTo, 3MiHW | TUMY - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKY NiKapCbKoro
CnoseHis 3ac06y 3 BHECEHHAM iHhopMmaL,ii LWOAO 3a3HAYEHHS OAUHULIb
BUMIpIOBaHHS y cuctemi Sl
152. | PEriconic NOPOLLOK A5 Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 6e3 UA/14661/01/01
0OpaibHOrO PO3UUHY BO 3 [04aTKOBOO oo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenma
no 18,9 ry cawe; no | [oAarkoBo BiANOBIAA/IbHICTIO 3MiHWN [0 y3araslbHeHUX JaHuX Npo cucteMy dhapmMakoHarniagy
10 cawe y navui 3 10 "IHTEPXIM" (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy hapmakoHarnagy,
KapToHy Bignosiga 3MiHa YNOBHOB&XeHOI 0Co6MU, BiAMNOBIAaUTbHOI 3a 34IICHEHHS
NBHICTIO dhapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy 3asBHuKa
"IHTEPXI ONA 34iCHEHHS dhapMakoHarnsay B YKpaiHi, sIKILO BOHA BigMiHHA Bif,
M YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOB&XEHOT 0C06YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepfakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKeHOI 0coby, BiANOBIAA/IbHOI 3a
hapmakoHarnsg
153. | PE-COJ1b NMOPOLLOK A/1A Tosapuct Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHU | TUNy - 3MiHX 3 6e3 UA/15043/01/01
OpPa/IbHOTO PO34YUHY BO 3 06MEXEHO sKocTi. CepTudpikaT BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI peyenma
no 18,9 r nopowky y | obmexeHo BiANOBIAA/IbHICTIO €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoro abo
nakeTi; no 10 a6o 20 10 "®apmaueBTnyHa OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI abo BUAyYeHHSs cepTudikaTa
nakeTiB y Kopobu,i Bignosiga KoMnaHis "3gopos'a” BigNoBiAHOCTI €Bponelickbkiii chapmakonei: gns A®I; ona BuxigHoro
NBHICTIO marepiany/peareHTy/npoMiXHOIO NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
"dapmate BMPOGHULTBI API; AN AONOMIKHOT pevyoBuHK (cepTudikar
BTMYHA Bi4NOBIAHOCTI €Bponelicbkili hapmakoner) - HoBuii cepTudikart Big
KOMnaHis HOBOro BMPO6HYKa (3aMiHa abo [OMNOBHEHHS) - NOAaHHA HOBOrO
"3p0pos'a” cepTudikata BignosigHocTi €Bponelicbkili hapmakonei Ne RO-CEP
2018-159-Rev 00 ans A®I kanito x1opuay Big, HOBOro BUPOGHMKaA
MACCO ORGANIQUES, S.R.O., Crech Republic (qonoBHeHHS).
3anponoHosaHo: VASA PHARMACHEM PVT. LTD., India; MACCO
ORGANIQUES, S.R.0., Crech Republic. NprBeaeHHs cneuudikauii
Ta MeTO/iB BXiIHOrO KOHTPOJIO SAIKOCTI Ha Aitody peqoBuHy Kanito
X0pug 3a NokasHWKoM «CBUHELb» 0 MaTepianis BUPOOGHMKA
cybCcTaHUil 3rigHO npeacTaseHoro Hooro CEP
154. | PUCNEPOH® | TabneTku, BKPUTI 3AT JNnToBCbKa BANTKAHO®APMA- Bonrapis BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13764/01/02
NNiBKOBOO «®apmnir |Pecny6nika AYNHUUA AL AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom

060/10HKOI, N0 2 MT;

a»

3as1BHMKA (BN1aCHMKA peecTpaLiiiHoro noceig4yeHHs) - 3MiHa agpecu
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
no 10 Tabnetok y 3asBHUKa. 3MiHN BHECEHO B iHCTPYKLtO A1 MEJUYHOTO 3aCTOCYBaHHS
6nictepi, no 3 a6o y po3ginu "3aaBHuK" Ta "MicLe3HaxoMKeHHS 3asaBHMKA" 3
no 6 6nicTepis B BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKW JliKapCbKOro
KapTOHHI navui 3aco6y. TepmiH BBeZileHHSI 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHSA
155. | PUCMEPOH® | TabneTku, BKPUTI 3AT JlnToBcbka BAJTKAH®APMA- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/13764/01/01
NAiBKOBOO «®apmnir |Pecny6nika AynHMUA AL, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, M0 4 Mr; a» 3asBHMKa (BNacHMKa peecTpauiiHoro nocBiAYeHHs) - 3MiHa agpecu
no 10 TabneTok y 3asBHMKA. 3MiHV BHECEHO B iHCTPYKLiO 4719 MEANYHOIO 3aCTOCYBaHHS
6nictepi, no 3 abo y po3aim "3asBHuK" Ta "MicLe3HaxoMKeHHs 3asBHMKa" 3
no 6 6nictepis B BiANOBIAHVMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKW NikapCbKoro
KapTOHHIM nayui 3aco6y. TepmiH BBeAEeHHS 3MiH MPOTArom 6 MicAuis nicns
3aTBEPAKEHHS
156. | CAHIBA® cnpeii Ans poToBOl MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3MiHu 3 6e3 UA/16981/02/01
NOPOXHUHY; no 50 "®bapmaue "papmMaueBTNYHa AKocTi. FoToBwWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenma
MY dp1akoHi; no 1 BTUYHA ipma "OapHuus” npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JliKapCbKoro 3acoby
donakoHy 3 hipma (36iN1bLUEHHST TEPMIHY NPUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby) -
HacajKoto- "AapHnus” [lns ToproBoi ynakosku (NiATBEPAXYETbCSA JaHUMU PeasibHOro Yacy)
posnunoBayem B 36i/1bLLEHHA TepMiHy NPUAATHOCTI FOTOBOTO /1iKapCbKOro 3acoby Ha
nauui OCHOBI NO3UTMBHWX PE3yNbTaTIB AOBrOCTPOKOBUX AOC/IAKEHb
CTabiNIbHOCTi y peasibHOMY Yaci 3arsepaxeHo: TepmiH npugaTHocTi: 2
poku. 3anponoHoBaHo: TepMiH NpUAaTHOCTI: 3 pokW. BBeaeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiC/IA 3aTBEPAKEHHS.
157. | CAHIIBA® PO34MH 4151 POTOBOI MpAT YKpaina MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavliiHnx martepianis: 3MiHun | Tuny - 3miHn 3 6e3 UA/16981/01/01
NopoXHWHK; no 100 "®bapmaue "papmMaueBTNYHa sKocTi. [oToBwWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax peuyenma
MY ¢hakoHi; no 1 BTMYHA ipma "OapHuug" npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro MikapCbKoro 3acoby
hnakoHy 3 MipHUM ipma (36iN1bLLIEHHST TEPMIHY NPUAATHOCTI TOTOBOTO JTiKAPCLKOTO 3acoby) -
cTakaHuukoMm B nadui | “"OdapHuusa” [ns Toprosoi ynaxkoBku (NiTBEPAXKYETLCA AaHVMU PeasibHOro vacy)
36iNbLUEHHS TePMiHY NPUAATHOCTI rOTOBOrO MikapCcbKoro 3acoby Ha
OCHOBI NO3UTUBHWX Pe3y/bTaTiB AOBrOCTPOKOBUX JOC/iIKEHb
CTabiNIbHOCTi y peasibHOMY Yaci 3aTBepaxeHo: TepMiH npuaaTHocTi: 2
poku. 3anponoHoBaHo: TepMiH NpuaaTHOCTI: 3 poku. BBefeHHs 3MiH
NpPOTSArom 6-Tv MicsILiB MiC/1A 3aTBEPAKEHHS.
158. | CUMBIKOPT NOpPOLLOK AN1A AcTpa3eH Lseuis AcTpa3eHeka Ab LLiBeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 3a UA/5433/01/02
TYPBYXANE iHransauin, eka Ab BWAAIEHHS iHhopMaLii LWOA0 KOHTPOIO NEePLUOro BIAKPUTTA (3axucHa | peyernmom
P [[030BaHniA, no 160 n/iBKa 3 3a3Ha4YeHHAM MiCLS BiAKPUTTA) Ha iHransaTopi Ta BBeAEHHS
MKr/4,5 Mkr/go3a, no Ha BTOPWHHIlA ynakoBL,i (KapTOHHI kopobLj) 3axmucHoi Haknelikn TEL
60 nosy (Temper-evident label), 3 BignosigH1MMK 3MiHaMun y po3gini
NNacTUKoBOMY «YnakoBka» MK$ /13: MponoHoBaHa pefakuis. Ynakoska o 60 go3 y
iHranaTopi; no 1 NAacTVKOBOMY iHranAaTopi; No 1 iHransATopy B KAPTOHHIlA KOPOOL
iHranaTopy B pasoMm 3 IHCTPYKLIED A5 MeANYHOr0 3aCTOCyBaHHS. 3MiHW BHECEHI [0
KapTOHHI KOpoo6Li IHCTPYKLU|i 415 MEeAUYHOr0o 3aCTOCYBaHHS Jlikapcbkoro 3acoby y po3gain
"YnakoBka"(BuganeHHs iHgopmauii woa0 KOHTPOo nepLuoro
BIAKPUTTSA (3axmcHa nniBka 3 3a3Ha4YeHHsAM Micus BigkpuTTa)), 3
pefakuiiiHumy npaekamu B po3gini "Cnocib 3actocyBaHHs Ta J03m".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALB Nicaa 3aTBepAXEHHS
159. | CUMBIKOPT NMOPOLLOK A/1A AcTtpa3eH Lseuis AcTpa3eHeka Ab LLisewjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/5433/01/01
TYPBYXANE iHranaujn, eka Ab BUAaNEHHS iHdopMaLii LWoA0 KOHTPO/IK NepLloro BiaKpUTTS (3axmMcHa |  peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
P [030BaHwuii, no 80 n/iBKa 3 3a3HaYeHHAM MiCLS BiAKPUTTA) Ha iHransaTopi Ta BBEAEHHS
MKr/4,5 Mkr/go3a, no Ha BTOPWHHIlA ynakoBL,i (KapTOHHI kopobLj) 3axmucHoi Haknelikn TEL
60 no3sy (Temper-evident label), 3 BignosigH1MMM 3MiHaMun y po3gini
NNacTUKoOBOMY «YnakoBka» MK#A /13: MponoHoBaHa pefakuis. ¥Ynakoska no 60 go3 y
iHranaTopi; no 1 NAacTVKOBOMY iHranAaTopi; no 1 iHranATopy B KAPTOHHI KOPOOL
iHranaTopy B pasoMm 3 IHCTPYKLIED A5 MeANYHOro 3aCTOCyBaHHS. 3MiHW BHECEHI [0
KapTOHHI KOpoo6Li IHCTPYKLU|i 415 MeAUYHOr0o 3aCTOCYBaHHS Jlikapcbkoro 3acoby y po3gain
"YnakoBka" (BUAaseHHs iHhopmMau,i LWoA0 KOHTPOSIK0 NepLLoro
BIAKPUTTSA (3axmcHa nniBka 3 3a3Ha4YeHHsAM Micus BigkpuTTa)), 3
pefakuiiiHumy npaekamu B po3gini "Cnocib 3actocyBaHHs Ta J03m".
BBefeHHA 3MiH NPOTAroM 6-TU MicALIB Nic/a 3aTBepAXEHHS
160. | CUMBIKOPT NMOPOLLOK A/1A AcTtpa3eH Lseuis AcTpa3eHeka Ab LLisewjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/5433/01/03
TYPBYXANE iHransauin, eka Ab BMAAIEHHS iHGhopMaLii LL0A0 KOHTPOJIIO NepLUIOro BIAKPUTTSA (3axncHa | peyenmom
P [030BaHuii, no 320 nniBka 3 3a3Ha4eHHsAM MicLsa BIAKPUTTS) Ha iHraniAToOpi Ta BBEAEHHS
Mkr/9,0 Mkr/go3a; no Ha BTOPWHHI ynakoBL,i (KapTOHHIn kopobLj) 3axmMcHOi Haknelikn TEL
60 po3y (Temper-evident label), 3 BignoBigH1Mn 3MiHaMu y po3gini
NnNacTUKoOBOMY «YnakoBka» MKS /13: NMponoHoBaHa peakuis. Ynakoska. Mo 60 no3y
iHransaTopi; no 1 NAacTVKOBOMY iHranaTopi; No 1 iHranaTopy B KAPTOHHI KOPOO6L
iHransTopy B pa3oM 3 iHCTPYKUI€ 4151 MeAUYHOT0 3aCTOCYBaHHA. 3MiHN BHECEHI A0
KapTOHHIA KOpooLi IHCTPYKLT 4519 MeMYHOro 3aCTOCYBaHHS /iKapCbKoro 3acoby y po3ain
"YnakoBka" (BugaseHHs iHhopmaw,i WoA0 KOHTPOIH0 NepLIoro
BiAKPUTTSA (3axXMCHa NiBKa 3 3a3Ha4YEHHAM MicUs BigKpUTTS)), 3
pepakuiiHuMn npaBkaMu B po3ginax "OCHOBHI ¢hi3nKo-XiMiuHi
BnactmsocTi", "Cnoci6 3acTocyBaHHA Ta A031". BBeAEeHHS 3MiH
NpOTArom 6-Tu MicALiB Nic/1A 3aTBepAKEHHS
161. | CUHA®NAH Kpem, 1 mr/rno 15 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHU | TUMy - 3MiHKU 3 3a UA/6215/01/01
DOPTE- y Ty6i, no 1 Ty6i B "dbapmaue "papmMaueBTNYHa AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOIb AOMOMDKHUX PEYOBUH. peyenmom
AAPHNLUSA navui BTUYHA ipma "OapHuus” 3MiHa napamMeTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX AN
hipma [OMOMDKHOT PEYOBUHY; CYMyTHS 3MiHa - 3MiHK 3 IKOCTi. FOTOBWMIA
"AapHnus” nikapcbknii 3aci6. KOHTPOb AONOMDKHUX peYoBMH. 3MiHa y MeToAax
BMNPOGYBaHHSA AOMOMDKHOI PEUYOBUHMN (HE3HAYHI 3MiHN Y
3aTBEPKEHNX METOAAX BUNPOGYBaHb). MNpuBeaeHHs
Cneuudpikanii/MeTogis BUNpo6yBaHHS A1 AONOMIXKHOT peyoBUHM
MapacpiH TBepAMiA A0 BUMOT Ajtouoi MoHorpadoii EP (1034)
«PARAFFIN, HARD» 3 BpaxyBaHHsM [ilo4Mx BUMOT Ta pekoMeHzaLili
EP, oY
162. | CIHOXKAPLI® | TabneTku, BKPUTI BepiHrep |HimeuunHa | A eHpg Em LUTabTect | Himeuun BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianis: 3MiHW | TUNY - HE3HAYHI 3a UA/15722/01/01
NNiBKOBOIO IHrenbxai Na6op dyp Ha/ 3MiHM [0 3aTBEPKEHOIO METOAY KOHTPOJIHO SKOCTI BUXiAHOI peYOBUHY | peyernmom
060/10HKOD, 12,5 M AHaNITVK YHA peuis/ Bl 10773 ®Top, L0 BUKOPUCTOBYETHLCS 4159 BUPOOHMLTBA AitoHoil
Mr/1000 mr no 10 IHTepHeLw CrabinitatcnpydyHr | ®paHuis/ peyoBuHW emnarnicpsio3vH, a caMe MeTof, KOHTPOSIHO AKOCTI (piAnHHA
TabneTok B 6nicTepi; HA TM6X M6X, HimeuunHa Cnonyye Xpomatorpadisi) 415 opraHiyH1MX JOMILLOK, LLIO 3apeecTpoBaHuii 4ns
no 6 6nictepis y (koHTpO/Ib SIKOCTI (32 | Hi lWTatn BMXigHOro Matepiany Bl 10773 ®Top, OHOBNEHO B PO34ii
KapTOHHiiA Kopo6Li BUHATKOM TecTy Amepukm «CTabiNbHICTb PO34MHIB» 3 ypaxyBaHHAM KOMbOPY CK/la KOHTERHepiIB,

"MikpobionoriyHa
unctora")); bepinrep
IHrenbxaiim Ennac
A.E., I'pevs
(BMPOGHMLTBO,

LLI0 BUKOPUCTOBYIOTLCSA A/1s1 MPUTOTYBaHHS CTaHAAPTHOTO PO3UnHY Ta
TECTOBOIO PO3UMHY
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Ne Hassa dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs

KOHTPO/Ib AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yncToTa'"), NepBrUHHE
Ta BTOPVHHE
nakyBaHHS, BUMYCK
cepii); BepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuunHa
(BpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYCK cepil);
EBpochinc PACT
'm6X, HimeuunHa
(KOHTpO/b AKOCTI
npu JOCNiMKEHHI
cTabinbHocTi (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yncrota"));
K'oEiCiEc ENME,
Ipeuis
(anbTepHaTMBHaA
nab6oparopis gns
KOHTPOIO TecTy
"Mikpob6ionoriyHa
yncroTa"); flabop
N1C CE eHg Ko. KT,
HimeuunHa
(anbTepHaTMBHA
na6oparopis Ans
KOHTPOIO TecTy
"MikpobionoriyHa
yucrtorta"); MarteoH
MyepTto Puiko. IHK,
CnonyJeHi Wratn
AmepurKun
(BpO6HMLTBO
Tabnetok "in bulk"
Ta KOHTPO/1b AKOCTI);
MATEOH ®PAHLLIA,
®paHuia (nepBrHHE
Ta BTOPVHHE
nakyBaHHs,
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
KOHTPO/b SIKOCTI,
Bunyck cepii); CrC
IHCTUTYT PpeseHiyc
mM6X, HimeuunHa
(anbTepHaTnBHA
naboparopia ana
KOHTPO/O TecTy
"Mikpob6ionoriyHa
yucrorTa")
163. | CIHOXKAPLI® | TabneTkun, BKPUTI BepiHrep |HimeuunHa | A eHpg Ewm LUTa6Tect | Himeuun BHECEHHS 3MiH [0 peecTpavliiiHiX MaTepianis: 3MiHW | TUMY - HEe3HaYHI 3a UA/15724/01/01
NNiBKOBOIO IHrenbxai Na6op cyp Ha/ 3MiHM [0 3aTBEPKEHOIO METOAY KOHTPOJIHO AKOCTI BUXiAHOI peYOBUHU | peyernmom
060/10HKOI, 5 M AHanNITUK YHA, Ipeuis/ Bl 10773 dTOP, LLO BUKOPUCTOBYETLCA A/18 BUPOBHMLTBA L0401
mr/1000 mr o 10 IHTepHeLw CrabinitatcnpydyHr | ®paHuis/ peyvoBuHM eMnarnido3nH, a came MeTog, KOHTPOSI0 SKOCT (piguHHa
TabneTtok B 6nicTepi; HN TM6X 'M6X, HimeuyunHa Cnonyye XpomaTorpacis) A5 opraHivyHyMX AOMILLIOK, LU0 3apeecTpoBaHuii ans
no 6 6nictepis y (koHTpOsb sKOCTI (3a | Hi WTaTtn BMXigHOro marepiany Bl 10773 ®Top, OHOBNEHO B pO34ini
KapTOHHI Kopoo6Li BMHATKOM TecTy Amepukm «CTabifbHICTb PO34MHIB» 3 ypaxyBaHHSAM KOJIbOPY CK/la KOHTEWHepIB,

"Mikpob6ionoriyHa
yuctoTa")); bepiHrep
IHrenbxaiim Ennac
A.E., Ipeuis
(BMpOGHMLTBO,
KOHTPO/Ib AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa
yncToTa"), NepBrHHE
Ta BTOPVHHE
nakyBaHHS1, BUMYyCK
cepii); BepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuunHa
(BUPOGHULTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNyCK cepii);
EBpochinc PACT
'm6X, HimeyunHa
(KOHTpONb AKOCTI
npu [OCAIMKEHHI
cTabinbHocTi (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yncrtota"));
K'oEiCIEc ENME,
Ipeuis
(anbTepHaTMBHa

LLI0 BUKOPUCTOBYIOTLCA A/1s1 NPUTOTYBaHHS CTaHAAPTHOTO PO3UnHy Ta
TECTOBOIO PO3UUHY
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

nab6oparopia gns
KOHTPOIO TecTy
"Mikpob6ionoriyHa
yucroTa"); flabop
N1C CE eHg Ko. KT,
HimeuunHa
(anbTepHaTMBHA
na6oparopis Ans
KOHTPOIO TecTy
"MikpobionoriyHa
yucrorta"); MarteoH
MyepTto Puiko. IHK,
CnonyJeHi Wratn
AmepurKun
(BpO6HMLTBO
Tabnetok "in bulk"
Ta KOHTPOJS1b AKOCTI);
MATEOH ®PAHLLIA,
®paHuia (nepBrHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
Bunyck cepii); CrC
IHCTUTYT PpeseHiyc
M6X, HimeuunHa
(anbTepHaTnBHA
naboparopia ana
KOHTPO/O TecTy
"Mikpob6ionoriyHa
yucrorTa")

164.

CKA®O

MOPOLLOK A5
pO34nHy AnA
iH'ekyii, no 150 wr;
no 1 donakoHy 3
NMOPOLLKOM B KOPOOLL
3 KapTOHY
nakyBasIbHOro

HoBaprTic
OBepci3
IHBECTMEH
TC Al

LLiBeiuapis

BMPOGHMLTBO,
nepBuHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI
OKpIM KiSIbKiCHOrO
BU3HAYEHHS,
BTOPWHHE
nakyBaHHs:
Hosaptic ®apma
LTeiiH AT,
LLiBeiiuapis;
KOHTPO/b AKOCTI
(kinbKicHe
BU3HAYEHHS):
Hosaptic ®apma Al,
LLiBefiuapis;
anbTepHaTuBHE
BTOPWHHE

LLiBeiiuap
ia/
®paHuia/
Himeyun
Ha/
ITanis

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AfMiHiCTpaTuBHI 3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIOYaUM AiNbHNLi BUNYCKY cepil abo Micue npoBefeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANOBiAae BUPOGHMK/iMnopTep,
BK/1KOYA0UM BUMYCK Cepiil) - 3MiHa agpecu BUpo6HuKa 13 HoapTic
dapma 'mbX, HimeuunHa (Bunyck cepiit), 6e3 3miHM micus
BUPOGHMLTBA. 3MiHV BHECEHO B IHCTPYKLiIO AN MeAU4HOro
3acTOCyBaHHSA y po3ain «Micue3HaxomKeHHs BUPOOHMKa Ta agpeca
MiCLii MPOBAKEHHS Or0 AiS/IbHOCTI» 3 BiANOBIAHUMY 3MiHAMUA Y
TEKCTi MapKyBaHHS YNakoBKW NikapcbKoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3MiHM BHECEHO Y TEKCT MapKyBaHHS NepBMHHOT YNaKoBKM MiKapCbKoro
3acoby B NyHkTV 3 Ta 4.

3a
peyenmom

UA/18625/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
nakyBaHHS:
Jendhapm XioHiHT
CAC,
®paHuia ;anbTepHar
VBHE BTOPWHHE
nakyBaHHs:
$apm/lor Papma
NopxucTik TM6X,
HimeuunHa,;
a/lbTepHaTUBHE
BTOPWHHE
nakysaHHs: FOMNC
Xenckep Itanis
C.P.N., Itanis;
BUMYyCK Cepili:
HoBapTic ®apma
'M6X, HimeyunHa
165. | CK/IOBUAHE | po3unH Ans iH'ekuiii TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 3a UA/2189/01/01
TINO no 2 mn B amnyni, no | "BIO®AP BIO®PAPMA" Lofo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
5 amnyn y 6nictepi, MA" 3MiHM [0 y3arasibHEHNX JaHuX MPo cuctemy dpapmakoHarnsgy
no 2 6nictepu B (BBEAEHHS y3araslbHEHMX AaHUX Npo cucTemy chapmakoHarnsay,
nauuj 3 KapToHy 3MiHa YNOBHOB&XEHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34IICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa
ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag.
MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa KOHTaKTHUX
[JaHnXx ynoBHOBaXeHOI 0Co6M 3asBHMKa, BigNoBifabHOI 3a
hapMakoHarnsg
166. | COMATUVH niocpinizat ana TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 3a UA/17216/01/01
PO3UnHYy AN "BIO®AP BIO®APMA" oo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
iH ekuii no 1,3 mr (4 MA" 3MiHWN [0 y3araslbHeHUX JaHuX Npo cuctemy dhapmakoHarniagy
MO) y chnakoHax (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy thapmakoHarnsay,
Nel y komnaekTi 3 3MiHa YNOBHOB&XeHOI 0CO6MU, BiAMNOBIAaUTbHOI 3a 34IICHEHHS
PO3UYNHHVKOM dhapmakoHarnsgy; KOHTakTHOi ocobm 3 hapmakoHarnagy 3asBHuKa
(po3uunH ONA 34iACHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,

meTakpesony 0,3 %)
no 1,0 mn B amnynax
Nely 6nicTepi B
nauu

YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemu chapmakoHarnsay) - amiHa

YNOBHOBaXXEHOI 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.

MponoHoBaHa pepakuin: Moy TeTaHa HOpiiBHa. 3MiHa KOHTAKTHUX
[aHnX YNOBHOB&XEHOI 0C06M 3asBHMKa, BignoBifanbHOI 3a
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
dpapMakoHarnsg
167. | COMATUVH niocpinizat ans TOB "®3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHK 3a UA/17216/01/02
pPO3UMHY AN "BIODAP BIO®APMA" oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
iH eKuii no 2,6 mr (8 MA" 3MiHM [0 y3arasibHEHNX JaHuX MPo cuctemy dpapmakoHarnsgy
MO) y chnakoHax (BBEAEHHS y3araslbHEHMX AaHUX Npo cucTemy chapmakoHarnsay,
Nel y komnaekTi 3 3MiHa YNOBHOB&XEHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34IICHEHHS
PO3UYNHHVIKOM dhapmakoHarnsgy; KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa
(po3uunH ONA 34iCHEHHS dhapMakoHarsay B YKpaiHi, siKILO BOHA BigMiHHA Bif,
meTakpesony 0,3 %) YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
no 2,0 M B amnynax thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Nely 6nicTepi B PO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsay) - amiHa
nauu YNOBHOBaXEHOI 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnag,.
MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa KOHTAKTHUX
[JaHnXx ynoBHOBaXeHOI 0Co6M 3asBHMKa, BigNoBifabHOI 3a
hapMakoHarnsg
168. | CTATOPEM® | Tabnetku, no TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 3a UA/18211/01/01
-H 20/12,5 wmr, Ne28 "KYCYM PAPM" BHECEHi A0 IHCTPYKLii A/19 Me4MYHOro 3aCTOCYBaHHS /iKapCbKoro peyenmom
(14x2): no 14 PAPM" 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHS", "MobiuHi peakwji
Tabnetok y 6nictepi, BiANOBIAHO O OHOB/IEHOT iHGhopMmaLii Woao 6e3nekun Airoyoil
no 2 6nictepu y peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB 3 Aatn
KapTOHHI ynakoBLi; 3aTBEPKEHHS; 3MiHU | TUMY - 3MiHW BHECEHI [0 iHCTPYKUii ANns
Ne84 (14x6): no 14 Me[UYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby y po3ainv
TabneTok y 6nictepi; "MpoTunoka3saHHs", "B3aeMogis 3 iHLLMMKM NikapCcbkuMn 3acobamu Ta
no 6 6nictepiB y iHWi BUAW B3aemogiin", "OcobnmnBocTi 3acTtocyBaHHS", "To6iuHi
KapTOHHI ynakoBLi; peakuii" BignoBigHO A0 iHGopMaLii pedhepeHTHOro Nikapcbkoro
no 10 TabneTok y 3acoby Zestoretic 20. BBeeHHS 3MiH NPOTArom 6-T1 MicALIB 3 gaTu
6nictepi, no 3 abo 6 3aTBEPKEHHS; CYMYTHS 3MiHa - 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI
6nictepiB y Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
KapTOHHI ynakosL,i BMAaYi peecTpavyiiiHoro NoceigyeHHs, Bkyaoum MNnax ynpasaiHHa
pr3nkamm (3acTOCyBaHHA TEKCTY, KW NOTOAKEHUI 3 KOMNETEHTHUM
opraHom) - OHoBneHO MnaH ynpasniHHA pyu3ukamu, Bepcis 2.0 Ha
nikapcbkuii 3aci6 CtatopemM®-H, Tabnetkn, no 20/12,5 mr, Ne28
(14x2): no 14 TabneTok y 6nictepi, No 2 6nicTepn y KapTOHHIiA
ynakoBLi; Ne84 (14x6): no 14 TabneTok y 6aictepi, no 6 6nictepis y
KapTOHHIN ynakosLi; no 10 Tabnetok y 6aictepi, no 3 abo 6 6nicTepis
Y KapTOHHI ynakosLi. 3MiHM BHECEHO A0 cneuudikauii 3 6e3neku Ta
3axofiB 3 MiHiMi3aLii pU3KKiB Y 3B'A3KY 3 ypaxyBaHHSIM OHOB/IEHOT
iHpopmauii 3 6e3neku 3rigHo pekomeHaauii PRAC
169. | CTONTYCWUH | kpanni opasibHi, TOB Ykpaina TeBa Yex IHaacTpi3 | Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/2447/01/01
-TEBA po3umnH, no 10 mn "TeBa c.p.o. Pecny6ni 3BYXXEHHA Mexi napameTpy «O6'em» B cneuudikaLlii Ha MeanyHuWiA peyenma
abo 25 mny YkpaiHa" Ka h1akoH 3 TeEMHOro ckiia no 10 M1 Ha OCHOBI cnevmdikawii YAHHOTO

hNakoHi 3 KPULLIKOKO-
KpanenbHuueto; no 1
dhnakoHy B KOpPOOLi

nocTtavanbHuka. 3anponoHoBaHo: O6’em 15,1-16,9 mn; 3miHu | Tvny -
[ONOBHEHHSA cneuudikalii Ha MeguyHUlA hNakoH 3 TEMHOTO ckna no
10 M1 HOBVM NOKa3HWKOM «[epMEeTUYHICTb»; 3MiHM | Tnny -
[ONOBHEHHS cnevudikaLii Ha MeanyHUiA dh/1akoH 3 TEMHOTO ckla no
10 mMA1 HOBMM NOKa3HWKOM «[iaponiTuYHa CTiliKicTb — BUNPOBYBaHHSA
NOBEPXHi» BiAMOBIAHO A0 BUMOr €Bp. Papm (KpUTepiin NPUAHATHOCTI:
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
NMT 8.1 ml of 0.01 mol/1 HCI per 100 ml); 3MiHu | TUNY - 4ONOBHEHHSA
cneumdikauii Ha Mean4HWIA hNakoH 3 TEMHOro ckiia no 10 Ma HOBUM
NokKasHNKOM «CBIT/I0NPONYCKaHHA» Bi4NOBIAHO A0 BUMOT €Bp. ®apm
(kpuTepiit npuitHATHOCTI: NMT 10%); 3miHu | TURY - BUTYYeHHS
iHbopMmaLii Npo nocTavyanbHUKIB MeANYHMUX dD1IAKOHIB 3 TEMHOIO CKna
no 10 mn;
3MiHM | TURY - BUNYyYeHHs 3 po3giny 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWiA 3aci6 iHdopMmalLlii, ska cTocyeTbea GMP
170. | cynbniPng, Kancysnm TBepgi no TOB YkpaiHa TOB TeBa MonbLa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHM | TUNY - NO4aHHSA 3a UA/4832/01/02
100 wr, no 12 "TeBa OnepeiiwH3 MNonaHg, OHOBJ/IEHOrO cepTudikaTa BiANoBIAHOCTI EBponeiickkili hapmakonei peyenmom
Kancyny énictepi; YkpaiHa" Ne R1-CEP 2011-074 - Rev 02 gna A®| cynbnipugy Bif Bxe
no 2 6nictepu y 3aTBepmxeHoro supobHuka ICROM S.P.A., Italy, Akuii 3MiHUB Ha3BYy
Kopoo6Li Ha ICROM S.R.L., ltaly; 3miHuK | TUNy - NoA@HHA OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI EBponelicbkiin hapmakonei Ne R1-CEP
2011-074 - Rev 01 ana A®| cynbnipugy Bif BXe 3aTBEPKEHOrO
BMpo6bHuka ICROM S.P.A., Italy, y Hacnifok BHECEHHSI HOBOTO
BMPOBOHUKA NPOMDKHOI pEYOBUHM Ta A04ATKOBOI AiNbHULi ANA
NpoBefeHHSA KOHTPO/TK0 MIKPO6io0MYHOT YNCTOTK
171. | cynbniPng, Kancynu Teepgi no TOB Ykpaina TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiiB: 3MiHW | TRy - NogaHHA 3a UA/4832/01/01
50 mr, no 12 kancyn "TeBa OnepeiiwH3 MonaHg, OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBponelickkili hapmakonei peuenmom
y 6nicTepi; no 2 YkpaiHa" Ne R1-CEP 2011-074 - Rev 02 gna A®| cynbnipuay Bif BXe
6nictepmn y kopobuj 3aTBepaxeHoro BupobHuka ICROM S.P.A., Italy, Akuii 3MiHUB Ha3BYy
Ha ICROM S.R.L., Italy; 3miHu | TMny - NnoAaHHs OHOB/IEHOTO
cepTudikata BignosigHoCTI EBponelickkin thapmakonei Ne R1-CEP
2011-074 - Rev 01 gna A®| cynbnipnay Bif, BXe 3aTBEPIKEHOro
BMpo6Huka ICROM S.P.A., Italy, y Hacnigok BHECEHHSI HOBOTO
BMPOGHMKA NPOMDKHOT pEYOBMHY Ta A0AATKOBOI AiNbHULI ANA
npoBeAeHHA KOHTPOJ10 MiKpo6io/I0rivyHOT YNCTOTH
172. | cynbniPng, Tabnetkn no 200 mr TOB YkpaiHa TOB TeBa MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHW | TUMy - NogaHHA 3a UA/4832/02/01
no 12 tabneTok y "TeBa OnepeiiwH3 MonaHg OHOBJIEHOTO cepTudikaTa BignNoBigHOCTI €Bponelickkii hapmakonei peuyenmom
6nictepi; no 1 YkpaiHa" Ne R1-CEP 2011-074 - Rev 02 gna A®| cynbnipugy Bif BXe
6nictepy B kopobLy; 3aTBepAXeHoro Bupo6Huka ICROM S.P.A., Italy, sikuii 3MiHUB Ha3BY
no 15 TabneTtok y Ha ICROM S.R.L., Italy; 3miHu | TMRy - NogaHHsi OHOB/TIEHOTO
6nictepi; no 2 cepTudpikaTa BignosigHOCTI EBponeiicbkiin hapmakonei Ne R1-CEP
6nictepu B KOPOO6L 2011-074 - Rev 01 ana A®| cynbnipugy Bif BXe 3aTBEPKEHOr0
BMpo6Huka ICROM S.P.A., Italy, y Hacnigok BHECEHHSI HOBOTO
BMPOGHMKA NPOMIXKHOT PEYOBVHY Ta A0AATKOBOI AiNbHULI ANs
NpoBefieHHS KOHTPO/IH0 MIKPO6io10MNYHOT YNCTOTK
173. | CYNbNIPUA - | po3unH ANs iH'eKUN, ToBapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiiB: 3MiHW | Tuny - NogaHHs 3a UA/11476/02/01
3H 50 mr/Mn no 2 mn B BO 3 06MeXeHo OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei peuyenmom
amnyni; no 10 amnyn | obMexeHo BiANOBIAA/LHICTIO Ne R1-CEP 2011-074 - Rev 02 gnsa A®I cynbnipugy Big BXxe
y kopobuj; Mo 2 mn B 10 "®apmaueBTUYHa 3aTBepmxeHoro BupobHuka ICROM S.P.A., Italy, sAkuii 3MiHUB Ha3BYy
amnyni; no 5 amnyn Bignosiga KOMnaHis Ha ICROM S.R.L., Italy. Sk HacnifoK BUYYEHHs NoKasHUKa «Baskki
y 6nicTepi; no 2 NbHICTIO "3p0poB'a", YkpaiHa MeTasIn», BBEAEHHS 3BITY 3 OLLiHKMN PU3MNKIB OO BMICTY eNleMEHTHUX
6nictepm y kopobuyj; "XapkiBCbK (Bci cTagji [OMILLOK BiAMOBIAHO A0 BUMOT HacTaHoBM ICH Q3D
no 2 mn B amnyni; no e BUPOGHULTBA,
10 amnyn y 6nictepi; | chapmane KOHTPO/Ib SIKOCTI);
no 1 6nictepy y BTUYHE ToBapucTBO 3
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
Kopoo6ui nignpvemc 0bMexeHoto
TBO BiANOBIAA/ILHICTIO
"3a0poB'a "XapkiBCcbke
Hapogay" hapmaueBTUUHe
nigNPUEMCTBO
"340p0oB'a Hapoay",
YkpaiHa (Bci ctagii
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
174. | CcynbniPnA - | tabnetku no 200 mr ToBapuct Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasliB: 3MiHM | TUMy - NogaHHsA 3a UA/11476/01/01
3H no 10 TabneTtok y BO 3 BMPOBGHMLTBA, OHOB/IEHOTO cepTudikaTa BifgNoBIgHOCTI €Bponelicbkii hapmakonei peyenmom
6nictepi; no 1 abo 2 | obmexeHo KOHTPO/b AKOCTI, Ne R1-CEP 2011-074 - Rev 02 gnsa A®I cynbnipuay Big BXe
6nictepun y Kopobui 10 BUNYyCK cepil: 3aTBepaxeHoro BupobHuka ICROM S.P.A., Italy, sAkuii 3MiHUB Ha3By
Bignosiga ToBapucTso 3 Ha ICROM S.R.L., Italy. Ak Hacnigok BUMyYEHHS NokasHuka «Baxki
NBHICTIO 06MEXEHO MeTasIn», BBEAEHHS 3BITY 3 OLLiHKM PU3MKIB OO BMICTY eN1eMEHTHUX
"XapKiBCbk BiAnoBiganbHIiCTIO" [OMILLOK BIANOBIAHO A0 BUMOT HacTaHoBu ICH Q3D
e XapkiBcbke
thapmaue hapmaneBTUUHe
BTUYHE nianpueMcTBO
nignpuemMc "340p0oB'a Hapoay",
TBO YkpaiHa; BCi cTagji
"340poB'a BUPOBHULTBA,
Hapogay" KOHTPO/b SKOCTi:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"PapmavueBTnyHa
KOMnaHis
"3p0poB'a", YkpaiHa
175. | CYNbnNIPUA - | Tabnetkn no 50 mr Tosapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHuX MmaTepiasiiB: 3MiHW | TuMy - NogaHHsA 3a UA/11476/01/02
3H no 10 TabneTtok y BO 3 06MeXeHo OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBponelickkili hapmakonei peuenmom
6nictepi; no 2 ab6o 3 | obmexeHo BiANOBIAa/bHICTIO" Ne R1-CEP 2011-074 - Rev 02 gnsa A®I cynbnipuay Big BXe
6nictepun y kopobui 10 XapkiBcbke 3aTBepmxeHoro BupobHuka ICROM S.P.A., Italy, Akuii 3MiHUB Ha3BYy
Bignosiga hapmaveBTuyHe Ha ICROM S.R.L., Italy. Ak HacnifgoK BUyYEHHS NOKas3HUKa «Bakki
NbHICTIO nignpueMcTBo MeTasIn», BBEAEHHS 3BITY 3 OLLiHKN PU3MNKIB OO BMICTY eN1eMEHTHUX
"XapKiBCbK "3p0poB's Hapoay" [OMILIOK BignoBigHO Ao Bumor HacTtaHosu ICH Q3D
e
hapmaue
BTUYHE
nignpuemMc
TBO
"3p0poB's
Hapozy"
176. | TArPICCO TabneTkn, BKpUTI AcTpa3eH LLBeuis AcTpa3eHeka Ab LLiBeuis BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a UA/16232/01/01
NNiBKOBOIO eka Ab ApMiHicTpaTuBHi 3MiHW. 3MiHa kogy ATX - 3MiHM BHECEHO [0 peuyenmom

060/10HKO10, M0 40
Mr; no 10 TabneTok y

IHCTPYKLUIT N8 MeAMYHOrO 3aCTOCYBaHHS JliKapCbKOro 3acoby Ao
po3giny "®apmakoTepaneBTnyHa rpyna. Kog ATX". [lo 3aTBepAKEeHHs
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
6nictepi; no 3 peKkoMeHAYETbCA IHCTPYKLIS A/19 MEANYHOI0 3aCTOCYBaHHSA
6nictepn y nikapcbkoro 3acoby i3 kogom ATX, sikuii BiANOBiAae MiXXHapoOAHOMY
Knacudikatopy BOO3 (http://www.whocc.no/atc_ddd_index/):

KapTOHHiiA Kopo6Li

3arBepaxeHo — LO1X E35, 3anponoHosaHo — LO1E BO4. BeeaeHHs
3MiH NPOTAroM 6-TW MiICALIB Nicna 3aTBepMKEHHS. 3MiHu Il Tvny -
3MiHM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
KOPOTKIll XapakTepuCTULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKUIi 419 MEAUYHOTO 3aCTOCYBaHHS Yy 3B’A3KY i3 HOBUMU JaHUMU
3 AKOCTi, AOKMIHIYHUMM, KNIHIYHUMY AaHUMK Ta AaHUMU 3
dhapmakoHarnsagy - 3MiH1 BHeCeHo A0 IHCTPYKUii A8 MeauyHoro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ziny "®apmMakosiorivHi
B/1ACTMBOCTI" BiANOBIAHO A0 KiHLEBWX pe3ynbTaTiB fOCNiMKEeHHS
AURA3 (D5160C00003), Takox BHECEHO pefakLiliHi NpaBku 40 TEKCTY
po3ginis "®apmakonoriyHi BnactusocTi”, "MokasaHHA",
"MpoTrnokasaHHA","B3aeMogis 3 iHLIMMY NikapCbkummn 3acobamu Ta

iHWi BUAW B3aemogiin", "OcobmBoCTi 3acTocyBaHHs", "Cnoci6

3acTocyBaHHA Ta go3un”, "MepenosysaHHsa", "To6iYHI peakuir.
BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALIB MiC/A 3aTBEPIKEHHS.
3miHu |l TMny - 3MiHK Woao 6e3nekn/echekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTuLi Nikapcbkoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLii 418 MeguyHoro

3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM JAaHUMM 3 SKOCTI, JOKMiHIYHAMU,
KNIHIYHMY faHuMK Ta jaHumu 3 chapmakoHarnsgy - 3MiHuM BHECEHO
00 IHCTPYKUiT NS MEeAMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby Ao
po3giny "MobiuHi peakwii” BigNoBigHO A0 3aTBEpKEHOI iHchopmaii

CHMP EMA . BBeeHHSI 3MiH NpOTAroM 6-Tu MicAuiB nicns

3aTBEPIKEHHS.
3miHu |l TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS
HOBOr0O TepaneBTUYHOrO NokasaHHA abo 3MiHa y 3aTBepA)KEHOMY
nokasaHHi) 3mMiHM BHeCeHo A0 IHCTpyKLii 41s MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis "®apmakosioriyHi
BnacTumeocTi", "MokazaHHsA" , "Oco6MBOCTI 3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3u", "MobiyHi peakyii” Ha nigcTasi JaHUX
pocnigpkeHHs ADAURA (D5164C00001). BBefeHHSA 3MiH NpOTSArom 6-
TV MicsiliB nicns 3aTBepkeHHs. 3MiHu Il Tuny - 3miHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHUX Yy creundikaLiax Ha A®l, abo
BUXIZHWA/NPOMIKXHUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCA Y
npoueci BupobHuutea APl (BunyyeHHs napameTtpa cneuudikadii,
AKUIA MOXEe MaTu CyTTEBUIA BNMB Ha AKiCTb A®| Ta/abo rotoBoro
niKapcbKoro 3acoby)

OHOBJ/IEHHS] KOHTPO/Ib MyTareHHUX AOMILLOK Yy Ailo4ili peqyoBUHi
(ocMmMeTpuHIBby Me3unar), a came BUAASIEHHSA TECTY Ha aHiniH y
3B'A3KY 3 AOJaBaHHAM TepaneBTUYHOro NnokasaHHA af'toBaHTHOT

Tepanii Ta Ha OCHOBI JaHNX NPoLecy BUPOOHNLTBA Ta KOHTPOIIO B
npoueci BUPOGHMLTBA, CTATUCTUYHUX AaHnX. BBeAeHHS 3MiH

NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPKEHHS.
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
177.| TArrPicco TabneTkun, BKPUTI AcTpa3eH LLBeuis AcTtpa3eHeka Ab LLisewjs BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/16232/01/02
NNiBKOBOIO eka Ab AAMmiHicTpaTuBHi 3MiHW. 3MiHa kogy ATX - 3MiHU BHECEHO A0 peuyenmom

060/10HKO!0, M0 80
mr; no 10 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHI KOpoo6Li

IHCTPYKLUIT 415 MeAMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby o
po3giny "®apmakoTepanestuyHa rpyna. Kog ATX". [Jo 3aTBepKEHHS
pekoMeHAY€eTbCA IHCTPYKLIS 418 MeAUYHOT0 3aCTOCYBaHHSA
nikapcbkoro 3acoby i3 kogom ATX, sikuii BignoBigae MixXHapOJHOMY
knacudpikatopy BOO3 (http://www.whocc.no/atc_ddd_index/):
3arBepaxeHo — LO1X E35, 3anponoHosaHo — LO1E BO4. BeeaeHHA
3MiH NPOTArom 6-Tu MicALiB Nicns 3aTBepikeHHs. 3MiHu Il Tuny -
3MiHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3miHu y
KOPOTKIll XapaKTepUCTULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKLii 415 MeAUUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU JaHNMK
3 AAKOCTi, AOKNIHIYHUMU, KAIHIYHUMW aHMMKU Ta JaHUMK 3
hapmakoHarnsagy - 3MiHM BHECEHO A0 IHCTPYKUiT ANs MeaUUYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3giny "®apmakonorivHi
B/1ACTMBOCTI" BiANOBIAHO [0 KiHLEBWX pe3y/bTaTiB JOCNiMKEeHHS
AURA3 (D5160C00003), Takox BHECEHO pefakLiliHi NpaBku A0 TEKCTY
po3ginis "®apmakonoriyHi BiactusocTi”, "MokasaHHA",
"MpoTrnoka3aHHA","B3aeMogis 3 iHLMMY NikapCbkumn 3acobamu Ta
iHWi BUAW B3aemogiin", "OcobnmnBocCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta fo3un”, "MepenosysaHHa", "T0O6GIYHI peakuir.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMAKEHHS.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOPOTKili XapakTepucTuL Nikapcbkoro
3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3aCTOCYBaHHSA Yy 3B’A3KY i3 HOBUMW AaHUMU 3 SKOCTi, JOKNIHIYHUMMU,
KMIHIYHUMUW AaHVMU Ta fJaHumuy 3 hapmakoHarnsgy - 3mMiHM BHECEHO
[0 [HCTPYKUiT 4719 MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby [0
po3ainy "Mo6iyHi peakyii” BiANOBIAHO A0 3aTBEPMKEHOI iHGhopMaLlil
CHMP EMA . BBefieHHS 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTUYHUX NOKasaHHsX (foAaBaHHs
HOBOrO TepaneBTUYHOIO NokasaHHsA abo 3miHa y 3aTBepaKeHOMY
nokasaHHi) 3MiHW BHECEHO A0 IHCTPYKUIT 4151 MeanyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby A0 po3ainis "®apmakonoriyHi
BnactmsocTi”, "MokasaHHA" , "Oco6nBOCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta Ao3u", "Mo6iuHi peakuyii” Ha nigcTasi JaHUX
pocnigkeHHs ADAURA (D5164C00001). BeefeHHs 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepakeHHs. 3MiHn Il Tuny - 3miHu 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HauYeHuX y cneuudikalisx Ha Ad®l, abo

BUXIiQHWA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa A®I (BUyYeHHs napameTpa crneundikadii,
AKUIA MOXEe MaTu CyTTEBUIA BNMB Ha AKiCTb A®| Ta/abo rotoBoro
nikapcbkoro 3acoby)

OHOBJ/IEHHSI KOHTPO/Ib MyTareHHUX AOMILLOK Yy AitoYili pe4yoBUHi
(ocMMeTpuHIBy Me3unnar), a came BUAA/IEHHA TECTY Ha aHifiH y
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
3B'A3KY 3 A0JaBaHHAM TepaneBTUYHOro NnokasaHHsA af'toBaHTHOT
Tepanii Ta Ha OCHOBI faHNX NpoLecy BUPOOHNLTBA Ta KOHTPOIIO B
npoueci BUpo6HULTBA, CTATUCTUYHNX AaHUX. BBeAEHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1A 3aTBEPAKEHHS.
178. | TA®IKCUN TabneTkn, BKpUTI dapma  |MopTyranis NabiaHa IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: 3MiHu | Tuny - 3a UA/17403/01/01
NAiBKOBOO BaBapis dapmavesTikasc, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
o60s10HKoto, no 500 IHTepHaui C.J.Y. 3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs) - 3MiHa agpecu
mr; no 10 TabneTok y oHan 3as1BHUKA; 3MiHWN BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI YNakoBK/
6nictepi; no 2, 3, 6 (PBI) NiKapcbKoro 3acoby Woa0 MiCLe3HaX0MKeHHS 3asaBHMKa. TepMiH
a6o 10 6nicTepiB y MopTtyrani BBE/EHHS 3MiH-NPOTArOM 6 MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny
KapTOHHIA ynakoBLi 1, FOHin. - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnagy (iHLi
Npa. 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapCbKOro
3ac00y 3 BHECEHHAM iHhopMaL,ii LWoA0 3a3HaYeHHS OAUHULb
BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsILiB MiCNs 3aTBEPAKEHHS
179. | TEBArPACT PO34UH ANS iH'EKL TOB Ykpaina 3AT TeBa banTikc, Nutea/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHK | TURYy - 3miHa 3a UA/15237/01/01
nv a60 iHdysiii no 30 "TeBa JNlntBa (KOHTPO/Ib I3painb po3TallyBaHHsI peecTpaTopiB TeMNepaTypHNX AaHUX Y KOHTEeRHepI peuenmom
M/H MO/0,5 mn; no Ykpaina" AKocCTi); TeBa 07151 TpPaHCNOPTYBaHHSA Mikapcbknx 3acobiB ®inrpactumy Envirotainer®

0,5 mn (30 msiH MO)
B CK/ISHOMY LUMPUL
0fHOpPa3oBOro
BVIKOPUCTaHHS 3
nepMaHeHTHO
NPVELHAHOIO FOKO
Ta 3axXNCHUM
KoBna4ykom, 3 abo
6e3 npucTpoto ans
6e3ne4yHoro
BBE/EHHS Ta
3anobiraHHs
nopaHeHb FO/1KOH YK
NOBTOPHOTrO
BUKOPUCTaHHSA; No 1
LUINPULY Y KapTOHHIA
KopoobLi

dapmaLeBTikan
lHpacTpi3 NT4,.,
I3painb
(BUpPOGHMLTBO 3a
NOBHUM LK/IOM)

RKN-el; 3miHu | Tuny - BBeAEHHS anlbTepPHATMBHOIO KOHTeHepa Ans
TpaHCNOPTYBaHHSA /ikapcbkux 3acobiB 3 I3painto fo €C - Envirotainer
® container RAP — e2, ons TpaHcnopTyBaHHs J13 Hepo3cthacoBaHOro
Ta 3anakoBaHoro y BTOPMHHY ynakoBky Bif TeBa ®apmauesTikau
IHpacTpi3 1IT4., 13painb. B gaHuii yac BUKOPUCTOBYETLCS OfUH
KoHTeliHep RKN Ta 3anponoHoBaHi M'aTb KoHTeliHepiB RAP ans €C,
o6naBa TUNN KOHTENHEPIB € B3aEMO3aMiHHUMW 4719 TPaHCMOPTYBaHHSA
npu Temnepatypi 2-8-C;
3MiHW | TUMY - BUNYYEHHS APYToi NiHiT 418 OYNLLEHHS Aio4O0i peYOBUHN
dinrpactum Ha ainbHuLi Teva Baltics, BinbHioc, JiutBa. Apyra niHis
OuNLLEHHA Byna 3aKkpuTa y 3B'A3KY 3 KOMEpPLiHNM pilleHHAM
KOMMaHii; 3MiHu | TUNY - 3MiHa Ha3BW AiNbHWL, BigNOBIAaIbHOT 3a
nocravyaHHsa CMpoBUHN KasamiHokucnoT 3 Becton, Diskinson and
Company Ha Life Technologies Corporation (fo4ipHsi KOMNaHis
Thermo Fisher Scientific. He Big6ynocs 3miH y micui BUpo6HuLTBa
CUPOBWHW, BUPOOHNYOMY NPOLLECi, BUNPOOYBaHHSAX NpY BUNYCKY Ta
cneumdikavii, oHoBeHo po3ain 3.2.S.2.3; 3miHu | Tuny - 3MiHa Ha3Ba
AiNbHWL, BigNOBigasIbHOT 3a NOCTaYaHHsA CMPOBUHM [lpixaKOBWiA
ekcTpakT 3 Becton, Diskinson and Company Ha Life Technologies
Corporation (gouyipHst kKomnaHis Thermo Fisher Scientific). He
BiA6YyN0CA 3MiH y MiCL,i BAPOGHMLITBA CUPOBWHU, BUPOOGHNYOMY
npoveci, BUNpobyBaHHAX Npy BUMYCKy Ta cnewudikalii, OHOB/IEHO
po3zin 3.2.S.2.3; 3MmiHu | Tuny - 3MiHa Ha3BU AiNbHULI, BigNoBiganbHOI
3a nocTavaHHs xpomarorpadivHoi cmonim DEAE Sepharose FF 3 GE
Healthcare Bio-Sciences AB Ha Cytiva; He Bigbynocs 3miH y micui
BMPOOHULITBA CUPOBUHU, BUPOBHUYOMY NpOLLEeCi, BUNPOBYBaHHSX Npu
BMMYCKy Ta cneumdikawii; oHoB/ieHo po3ain 3.2.S.2.3; 3MiHu | Tuny -
3MiHa Ha3BW AiNbHUL, BiANOBIAANLHOI 3a NOCTa4YaHHsA
xpomartorpadivHoi cmonun Sephadex G-25 3 GE Healthcare Bio-
Sciences AB Ha Cytiva; He Bif6ynocs 3MiH y MiCL,i BAPO6GHMLTBA
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
CUPOBWHW, BUPOOHNYOMY NPOLLEC, BUNPOOYBAHHSX NPY BUNYCKY Ta
cneumdikauii; oHoBieHo po3ain 3.2.S.2.3; 3MiHu | Tuny - 3MiHa Ha3BK
AiNbHULI, BIANOBIAAUTbHOI 3@ NOoCTa4aHHsA XpomMartorpadivyHoi cMosu
SP Sepharose FF 3 GE Healthcare Bio-Sciences AB Ha Cytiva; He
Bii6ynocs 3MiH y MicLji BADOGHMLITBA CUPOBUHU, BUPOOGHNYOMY
npoveci, BUNpobyBaHHAX Npu BUMYCKY Ta cnevudikawii; OHOBMEHO
po3gin 3.2.5.2.3.
180. | TEBAIPACT PO34UH ANst iH'EKLNA TOB Ykpaina 3AT TeBa banTikc, Nutea/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepiani: 3MiHK | TURY - 3MiHa 3a UA/15237/01/02
nv abo iHdysii no 48 "TeBa NntBa (KOHTpO/b I3painb po3TallyBaHHs peecTpaTopiB TeMnepaTypHUX JaHuX Yy KOHTeHepi peyenmom
mMaH MO/0,8 mn; no YkpaiHa" AkocTi); TeBa [N TpaHCMopTyBaHHSA Nikapcbkux 3acobis Pinrpactumy Envirotainer®
0,8 mn (48 mniH MO) dapmaLeBTikan RKN-e1l; 3miHu | Tuny - BBEAEHHS a/lbTEPHATMBHOIO KOHTEHepa Ans
B CK/ISHOMY LUMPUL IHpacTpis N14., TpaHCMopTyBaHHS Nikapcbkux 3acobis 3 I3painto go €C - Envirotainer
0ZIHOpPa3oBoro I13painL ® container RAP — e2, ans TpaHcnopTtyBaHHsA /13 Hepo3dacoBaHOro
BUKOPWCTaHHS 3 (BMPO6HMLTBO 3a Ta 3anakoBaHOro y BTOPMHHY yNakoBky Big TeBa ®apmaleBTikan
nepmMmaHeHTHO MOBHUM LMK/I0M) IHpacTpis NT4., 13painb. B gaHnii yac BUKOPUCTOBYETLCS OfUH
NpUEHaHOI0 rosIKo KoHTeliHep RKN Ta 3anponoHoBaHi M'ATb KoHTeliHepiB RAP ana €C,
Ta 3aXMCHUM 06maBa TUNN KOHTENHEPIB € B3aEMO3aMiHHUMU 4718 TPaHCMOPTYBaHHSA
KOBMa4koMm, 3 abo npu Temnepartypi 2-8-C;
6e3 npucTpoto ans 3MiHM | TUMY - BUNYYEHHS APYToi NiHil 418 OYNLLEHHS Ai040i peYOBYHN
6e3neyHoro dinrpactum Ha ainbHuLi Teva Baltics, BinbHioc, JutBa. Apyra niHis
BBE[EHHA Ta ounLEeHHN Byna 3akpuTa y 3B'A3KYy 3 KOMEPLAHUM PilLIEHHAM
3ano6iraHHs KOMMaHii; 3MiHu | TUNY - 3MiHa Ha3BW AiNbHML, BiANOBiAabHOT 3a
nopaHeHb roJiKo un noctavyaHHs cMpoBUHN KasamiHokucnoT 3 Becton, Diskinson and
NOBTOPHOTO Company Ha Life Technologies Corporation (gou4ipHs KOMnaHis
BMKOpPUCTaHHS; no 1 Thermo Fisher Scientific. He Big6ynocs 3miH y micui BUpobHuLTBa
LUNPULY Y KAPTOHHIl CUPOBWHW, BUPOOHNYOMY NPOLLECi, BUNPOBYBaHHSX NpY BUNYCKY Ta
Kopoo6ui cneupndikauii, oHoBneHo po3gin 3.2.S.2.3; 3MiHM | Tuny - 3mMiHa Ha3Ba
OiNbHWL, BigNOBigabHOT 3a NOCTa4YaHHsA CMPOBUHU [ipixXaKOBWiA
ekcTpakT 3 Becton, Diskinson and Company Ha Life Technologies
Corporation (gouyipHst komnaHis Thermo Fisher Scientific). He
BiAGyN0Ccs 3MiH y MiCLji BAPOOGHMLITBA CUPOBUHU, BUPOGHNYOMY
npoueci, BUnpobysBaHHAX Npu BUNYCKY Ta crnewuudikaLii, OHOBNEHO
po3gin 3.2.5.2.3; 3miHu | Tvny - 3MiHa Ha3BW AiNbHULI, BIANOBIAA/IbHOI
3a noctayaHHsa xpomartorpacdiyHoi cmonv DEAE Sepharose FF 3 GE
Healthcare Bio-Sciences AB Ha Cytiva; He Big6ynocs 3miH y micuji
BMPOOHULITBA CYPOBWHN, BUPOOHNYOMY NPOLIECi, BUNPOGYBaHHSAX Npu
BMMYCKy Ta cneuudikawii; oHoB/ieHo po3ain 3.2.S.2.3; 3miHu | Tuny -
3MiHa Ha3BM AjNbHUL, BiANOBIAaIbHOI 38 NOCTaYaHHsA
xpomarorpaciyHoi cmonm Sephadex G-25 3 GE Healthcare Bio-
Sciences AB Ha Cytiva; He Bif6ynocs 3MiH y MicL,i BAPOGHMLTBA
CUPOBWHW, BUPOOHNYOMY NPOLLECi, BUNPOGYBaHHSX NpY BUNYCKY Ta
cneundikauii; oHoBneHo po3gin 3.2.S.2.3; 3MiHW | Tuny - 3MiHa Ha3BuW
AinbHULI, BiANOBIAaUTbHOI 3@ NOCTa4aHHsA XpoMartorpadivyHoi cMosm
SP Sepharose FF 3 GE Healthcare Bio-Sciences AB Ha Cytiva; He
BiA6YN0CA 3MiH y MiCL,i BAPOGHMLITBA CUPOBWHN, BUPOOGHNYOMY
npoveci, BUNpobyBaHHAX Npy BUMYCKy Ta cnewudikalii; OHOB/IEHO
po3gain 3.2.5.2.3.
181. | TETPAKCUM | cycneHsia ans CaHodi PpaHuis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepiasis: 3MiHu | Tuny - 3a UA/13069/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
®ITETRAXIM | iH'ekuiid, no 1 Mactep ®paHLia (noBHUI YropwyH | 3BY)XEHHS fOMyCTUMUX MeX 718 TeCTY AHTUTEHHICTb A1 MPOMIXKHOIO |  peyenmom
BAKLUVHA nonepegHL0 UMK BUpOOHUUTBa, | a npoaykty Purified FHA in solution; 3anponoHosaHo: CneuudiyHa
ana 3anoBHeHoOMy KOHTPOb AKOCTI, aKkTuBHICTb (EO/Mr 6inkiB) = 0AHOGIYHOI HXHBOI AOBIPYOT MeXi,
MPO®INAKT wnpuuy no 0,5 mn (1 BTOPVHHE po3paxoBaHoi 3 pu3ukom o =1 % ansa p = 99,73 % (197,8 EO/mr
KN [o3a) 3 nakyBaHHs1, BUMYCK 6inkiB). TepMiH BBEAEHHS 3MiH - BepeceHb 2022; 3miHu Il Tuny -
ONDTEPII, NPUKPINIEHO0 cepii); CaHodi- 3amMiHa cepii pehepeHTHOro cTaHaapTa, Lo BUKOPUCTOBYETLCA Npu
MPABLS, rosnikoto (abo 2-ma AseHTic MpaiisiT Ko. BMNPOOYBaHHI HA aHTUTEHHICTb hiflaMEHTHOTO remMarIloTUHIHY
KALUJTHIOKY OKpemMumu ronikamu), Nta., Nnatdopma MeToaom ELISA. OHOBNEHHS Npoueaypy BUNPobyBaHHSA 3 METOH
(ALUENONAP | wo mictutb NOTICTVKN Ta BiJOGPaXKEHHSA 3MiH 3BY)XXEHHA MeX KpuTepiis Banigau;i.
HUIA cycnexsito ans AncTpubyii y m. 3anponoHoBaHo: In-house FHA in solution batch CIC17R-RCO5.
KOMMOHEHT | iH'eKLUili, B KAPTOHHIl Bypanewr, TepMiH BBEEHHS 3MiH - BepeceHb 2022
)TA Kopob6ui; no 1 YropLumHa
noniomMieni nonepegHL0 (BTOPUHHE
TY 3anoBHeHOMY nakyBaHHs1, BUMYCK
AACOPBEOB wnpuuy no 0,5 mn (1 cepii)
AHA, [03a) 3
IHAKTUBOB NpUKpIiNIeHo
AHA, PIOKA rosnkoto (abo 2-ma
OKPeMMMU rofikamu),
L0 MICTUTb
cycnexsito ans
iH'EKUi B KAPTOHHIN
KOpoO6Li, B sKili
MICTUTBCSA
CTaHfapTHO-
eKCMopTHa ynakoBka
Ta iHCTpyKUis ans
MeAn4YHOro
3acTocyBaHHsA
182. | TOPBAKAPQ, | Tabnetku, BKpUTI TOB Ykpaina [OITA Bupo6HUunii Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHW | Tuny - NogaHHA 3a UA/15927/01/01
® KPUCTAN NAiBKOBOO "CaHodi- Koonepartus Pecny6ni OHOBJ/IEHOrO cepTudikaTa BiANoBIAHOCTI EBponeiickkili hapmakonei peyenmom
060/10HKO10, 1Mo 10 ABeHTIC iHBanigis, Yecbka Ka Ne RO-CEP 2011-009-Rev 04 ans fitoHoi pevoBUHM atopBacTaTuHy
mr; Ne 30 (15x2), Ne YkpaiHa" Pecny6nika Bif BXe 3aTBepmxeHoro supobHuka BIOCON LIMITED, y Hacnifok
90 (15x6): no 15 (BTOPUHHE BBE/IEHHS 3BiTYy 3 OLiHKM PU3MKIB LLLOA0 eNleMEHTapHMX AOMILLOK;

Tabnetok y énictepi,
no 2 abo 6 6nictepis
B KQpPTOHHI kopobLj

nakysaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (BCi
eTanu BUPOGHMLITBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii 'N3)

BUAaNEHHS 3i cnevumdikayii 3acTapinoro nokasHuka «OnTuyHe
06epTaHHs»; OHOB/IEHHS ONMCY NONIETUNIEHOBUX NaKeTIB, WO
BMKOPUCTOBYIOTbCSA A/15 NakyBaHHSA A®I; 3MiHK | TURY - nogaHHS
OHOBJIEHOIO cepTudpikaTa BiANoBIAHOCTI EBponelickkili hapmakonei
Ne RO-CEP 2011-009-Rev 05 g5 gitoHoi peqoBuHM atopBacTaTuHy
Bif BXe 3aTBepmxeHoro BupobHuka BIOCON LIMITED, y Hacnifgok
3MiH 4,0 HOMEHKNATYPW Ta CTPYKTYPU AOMILLIOK; 36iNbLLUEHHS PO3Mipy
cepii A®I; gogaBaHHA TeCTy LOAO BU3HAYEHHS OLTOBOI KUC/OTY;
3MiHW JOMYCTUMOrO NiMITY AN BUNPOGYyBaHHA Ha nonimopdism;
BUJ&/IEHHSA TECTY LWOA0 BU3HAYEHHS BXXKNX MeTaniB (Hikenb) Ta
nepernsg nnady Woao ynpasaiHHSA pu3vkamu BignoBigHO A0 Aitoyoi
HacTaHoBy ICH Q3D; 3miHu | Tuny - NoAaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHoOCTI EBponelickkiin thapmakonei Ne R1-CEP
2011-009-Rev 00 gns Ajro40i pevyoBUHM aTopBacTaTuHy Bif BXe
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

3aTBepaxeHoro BupobHuka BIOCON LIMITED, y Hacnigok
BUMNpPaB/IEHHS APYKAPCbKUX NOMUIOK Y CTPYKTYPi Ta XiMiYHiil Ha3Bi
[BOX B/IACHNX [OMILLIOK; BUNPaB/IEHHS APYKapCbKOi MOMUKMN B
Tabnmui RMS; 3miHu | Tuny - NogaHHA OHOBMIEHOTO cepTudikata
BiAgnoBigHocTi E€Bponelickkiii hapmakonei Ne R1-CEP 2011-009-Rev
01 gnA Ajroyoi pevyoBUHW aTtopBacTaTuHy Bif BXe 3aTBepPAKEHOro
BMpo6Huka BIOCON LIMITED, y Hacnigok agMiHICTPaTVBHUX 3MiH Y
HanucaHHi agpecun BUpo6HMka AP| Ta Ha3BW BUPOGHMKA NPOMIXHUX
NPOAYKTIB; 3MiHV | TUMY - NOAAHHA OHOB/IEHOrO cepTudikaTa
BignosigHoCTI E€Bponelickkiin hapmakonei Ne R1-CEP 2011-068-Rev
01 ons Aiovoi peyoBHU aTtopBacTaTvHY Bif, BXXe 3aTBepAKeHOoro
Bnpo6Huka MSN PHARMACHEM PRIVATE LIMITED, y Hacnifok
MOHOBJIEHHS TEPMIHY i 3 ypaxyBaHHAM 3MiH [0 Npouecy; BUAA/IEHHS
TECTy LL0AO0 BU3HAYEHHA BXKUX MeTaniB; 3aMiHn meTody AAS ans
BMU3HAYEHHA KautbLito Ta HaTpito meTogom ICP-OES; 3MiHn y
[OMYCTUMMX MeXax 3a MOKa3HUKOM «3a/INLLIKOBI PO3UYNHHUKNY,
BBEJEHHS 3BITY 3 OLIHK/ PU3MKIB LLLOJO eNleMeHTapHUX LOMILLOK;
He3HauHi 3MiHV Y BUPOOGHUYOMY NPOLIECi; 3MiHW | TUMY - NoAaHHSA
HOBOro cepTudikarta BignoBigHOCTI €EBponerickkiii dhapmakonei Ne R1-
CEP 2010-366-Rev 00 ans gitoyoi pevoBUHU aTopBacTaTuHy Bif
HoBoro Bupo6Huka DSM SINOCHEM PHARMACEUTICALS
NETHERLANDS B.V., HigepnaHan (4ONOBHEHHS); 3MiHW | Tumy -
NnoJjaHHA OHOBJIEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiickkiii
thapmakonei Ne R1-CEP 2010-366-Rev 02 ans fito4oi peyosuHu
aTropsacTaTtuHy Bif BMpo6Huka DSM Sinochem Pharmaceuticals
Netherlands B.V., HinepnaHau, sikuii 3mMiHuB Ha3By Ha Centrient
Pharmaceuticals Netherlands B.V., Higepnangu

183.

TOPBAKAPA
® KPUCTAN

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 20
mr: Ne 30 (15x2), Ne
90 (15x6): no 15
Tabnetok y énicrepi,
no 2 abo 6 6nictepis
B KapTOHHIi Kopo6Lyi

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

[OITA Bupo6HUunii
KoonepaTtus
iHBanigis, Yecbka
Pecny6nika
(BTOpUHHE
nakysaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (Bci
eTanv BMpobHULTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepiii FN3)

Yecbka
Pecny6ni
Ka

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiiB: 3MiHW | TRy - NogaHHs
OHOBJIEHOIO cepTudpikaTa BiANoBIAHOCTI EBponelickkili hapmakonei
Ne RO-CEP 2011-009-Rev 04 gns gitoHoi peqoBuHM atopBacTaTuHy
Bif BXe 3aTBepmxeHoro BupobHuka BIOCON LIMITED, y Hacnifgok

BBEJEHHS 3BITY 3 OLLIHK/ PU3MKIB LLLOJAO eNeMeHTapHUX LOMILLOK;
BUAAIEHHS 3i cnevudikaLii 3acTapinoro nokasHuka «OnTuyHe
obepTaHHsA»; OHOB/IEHHS ONWCY MOMIETUIEHOBKX NaKeTiB, Lo

BMKOPUCTOBYIOTLCSA A/19 NakyBaHHA A®I; 3mMiHK | Tuny - nogaHHsA

OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI E€Bponeiichbkili hapmakonei
Ne RO-CEP 2011-009-Rev 05 ans gito4oi pevoBrHM atopBacTaTuHy
Bif, BXe 3aTBepxeHoro Bupo6Huka BIOCON LIMITED, y Hacnigok
3MiH [0 HOMEHKNATYpW Ta CTPYKTYpU AOMILLIOK; 36i/bLUEHHS PO3MIpY
cepii A®I; nogaBaHHA TecTy LOAO BU3HAYEHHS OLTOBOI KUC/IOTH;
3MiHM JOMYCTUMOrO NiMITY A9 BUNpPoOyBaHHA Ha noaiMopaiam;
BUAAIEHHS TECTY W00 BU3HAYEHHS BaXXKUX MeTanis (Hikenb) Ta
nepernsg nnady WoaAo ynpasiiHHSA pyU3rkamMu BignoBigHO A0 Aitoyoi
HactaHoBy ICH Q3D; 3MiHuM | TUNY - NOAAHHSA OHOBIEHOTO
cepTudikata BignosigHoCcTi EBponelickkin thapmakonei Ne R1-CEP
2011-009-Rev 00 gns gjtoyoi pevyoBUHM aTopBacTaTuHy Bif BXe
3aTBepaxeHoro Bupo6Huka BIOCON LIMITED, y Hacnigok
BMNpaBAEHHS APYKAPCbKMX NOMUIOK Y CTPYKTYPi Ta XiMi4yHiil Ha3Bi

3a
peyenmom

UA/15927/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

184.

ZIBOX B1IACHUX AOMILLOK; BUMPaB/IEHHS APYKapPCbKOi NOMUIIKA B
Tabnuui RMS; 3miHn | TMny - nogaHHs OHOB/IEHOro cepTudpikara
BiANOBIAHOCTI €Bponeiickkiin thapmakonei Ne R1-CEP 2011-009-Rev
01 Ana firoyoi pevyoBKHY atopBacTaTuHy Bif, BXe 3aTBEPAXKEHOIO
BMpo6Huka BIOCON LIMITED, y Hacnigok agmiHicTpaTUBHUX 3MiH Y
HanucaHHi agpecu BupobHrka A®| Ta Ha3By BUPOGHMKA MPOMIKHUX
NpPOAYKTIB; 3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudiikata
BiagnoBigHocTi E€Bponelickkii hapmakonei Ne R1-CEP 2011-068-Rev
01 gnA Ajroyoi pevyoBUHW atopBacTaTuHy Bif BXe 3aTBEpPAKEHOro
BMpo6Huka MSN PHARMACHEM PRIVATE LIMITED, y Hacnigok
NMOHOB/IEHHS TEPMIHY fAii 3 ypaxyBaHHAM 3MiH [0 NpoLecy; BUAAIEHHS
TECTY LWOAO BU3HAYEHHS BAXKMX MeTasliB; 3aMiHn meTtoay AAS ans
BM3HAYEHHS KautbLilo Ta HaTpito meTogom ICP-OES; 3miHn y
[OMYCTUMUX MeXax 3a MOKa3HUKOM «3aNLLIKOBI PO3UYNHHUKN,
BBE/IEHHS 3BiTYy 3 OLiHKN PU3MKIB LLLOAO eNeMEeHTapHNX AOMILLOK;
He3HauHi 3MiH1 Y BUPOH6HMYOMY NpoLieci; 3MiHM | TUMY - NogaHHS
HOBOro cepTudikarta BignoBigHOCTI €EBponelickkiii dhapmakonei Ne R1-
CEP 2010-366-Rev 00 ans fito4oi peyoBmHY atopBacTaTviHy Bif,
HoBoro Bupo6Huka DSM SINOCHEM PHARMACEUTICALS
NETHERLANDS B.V., HigepnaHan (40NOBHEHHS); 3MiHK | TUny -
nofaHHs OHOB/EHOTO cepTudikaTa BigNoBIAHOCTI EBPONENnChKii
thapmakonei Ne R1-CEP 2010-366-Rev 02 ans gito4oi peyoBuHM
aTopBacTaTuHy Bif BUpobHMKa DSM Sinochem Pharmaceuticals
Netherlands B.V., HigepnaHaw, sikuii 3miHMB Ha3By Ha Centrient

Pharmaceuticals Netherlands B.V., Higepnangu

0 NMocBi0YEeHHs

TOPBAKAP[
® KPUCTAN

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, M0 40
mr: Ne 30 (10x3): no
10 Tabnetok y
6nictepi, no 3
6nictepu B
KapTOHHI Kopoo6Li

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

LOITA BUpo6HUUnii
Koonepartus
iHBaigiB, Yecbka
Pecny6nika
(BTOPUHHE
nakyBaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (BCi
eTanu BUPOBGHMLITBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepin MN3)

Yecbka
Pecny6ni
Ka

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasiB: 3MiHM | TUMy - NogaHHsA
OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI E€Bponeiichbkili hapmakonei
Ne RO-CEP 2011-009-Rev 04 ans gito4oi pevoBrHM aTtopBacTaTuHy
Bif, BXe 3aTBepxeHoro Bupo6Huka BIOCON LIMITED, y Hacnigok

BBE/IEHHS 3BiTYy 3 OLiHKM PU3MKIB LLLOAO eNeMEHTapHNX AOMILLOK;
BMAAJIEHHS 3i cnevudikalii 3acTapifioro nokasHuka «OnTuyHe
06epTaHHA»; OHOBMIEHHS ONWCY MOMIETUIEHOBKX NaKeTIB, L0

BMKOPUCTOBYIOTbCA A/15 nakyBaHHSA A®I; 3MiHM | TUNY - nogaHHs

OHOBJ/IEHOr0 cepTudikaTa BiANoBIAHOCTI EBponeiickkili hapmakonei
Ne RO-CEP 2011-009-Rev 05 ans fito4oi pevoBuHM atopBacTaTuHy
Bif BXe 3aTBepmxeHoro supobHuka BIOCON LIMITED, y Hacnifok

3MiH O HOMEHKNATypW Ta CTPYKTYpU AOMILLOK; 36i/bLUEHHST PO3Mipy
cepii A®I; foaaBaHHs TeCTY LWOAO BU3HAYEHHS OLTOBOI KAC/IOTH;

3MiHW AONYCTUMOrO NiMITY ANs1 BUNPOGYyBaHHA Ha nonimopdism;

BUAA/IEHHS TECTY LLOAO BUSHAYEHHS BaXKKMX MeTauliB (HikeNb) Ta

nepernsg nnady WoAao ynpasniHHA py3nkamMu BiANOBiAHO A0 Aio4ol
HacTaHosu ICH Q3D; 3miHu | Tuny - NogaHHA OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI EBponelickkin thapmakonei Ne R1-CEP
2011-009-Rev 00 ansa fjtoyoi pevoBUHY aTtopBacTaTuHy Bif BXe
3aTBEpAKEHOro BupobHmka BIOCON LIMITED, y Hacnigok
BUNpaB/IEHHS APYKAPCbKUX NOMUIOK Y CTPYKTYPi Ta XiMi4yHiil Ha3Bi
[IBOX B/1IACHUX AOMILLOK; BUMPaB/IeHHs APYKapCbKOi NOMUIIKA B
Tabauvui RMS; 3miHu | Tuny - nogaHHa OHOBIEHOTO cepTudikara

3a
peyenmom

UA/15927/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMocBi0YEeHHs

BignosigHoCTI E€Bponelickkiin hapmakonei Ne R1-CEP 2011-009-Rev
01 ons Aioyoi peyoBNHU aTtopBacTaTvHY Bif, BXXe 3aTBepAXeHOoro
BMpo6HMKka BIOCON LIMITED, y Hacnifgok agMiHiCTpaTyBHUX 3MiH Y
HanvcaHHi agpecu BupobHuka A®| Ta Ha3BM BUPOGHMKA MPOMIXKHMX
NPOAYKTIB; 3MiHM | TUNY - NO4aHHA OHOBJ/IEHOrO cepTudiikaTa
BiANOBIAHOCTI €Bponeiickkiin thapmakonei Ne R1-CEP 2011-068-Rev
01 Aana firoyoi pevyoBKHY atopBacTaTuHy Bif, BXe 3aTBEPAXKEHOIO
BupobHuka MSN PHARMACHEM PRIVATE LIMITED, y Hacnigok
NMOHOB/IEHHA TEPMIHY Aii 3 ypaxyBaHHSAM 3MiH 40 NpoLiecy; BuAaneHHs
TECTy LLOAO0 BU3HAYEHHA BXKUX METaniB; 3aMiHn meTody AAS ans
BM3HAYEHHS KauibLito Ta HaTpito MeTogom ICP-OES; 3MiHu y
O0NYCTUMUX MEXax 3a NOKa3HUKOM «3asTLLKOBI PO3UUHHUKNY;
BBE/IEHHS 3BiTYy 3 OLiHKM PU3MKIB LLLOAO0 eNleMEHTapHMX AOMILLOK;
He3HauHi 3MiHV Y BUPOGHUYOMY NPOLLECi; 3MiHW | TUMY - NoOAaHHS
HOBOro cepTudikaTa BianoBigHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2010-366-Rev 00 ansa fito4oi peyoBMHM atopBacTaTviHy Bif,
HOBOro BMpo6Huka DSM SINOCHEM PHARMACEUTICALS
NETHERLANDS B.V., HigepnaHau (4ONOBHEHHS); 3MiHW | TUny -
NnoJaHHA OHOBJIEHOTO cepTudikaTa BifgnoBiAHOCTI EBpONENCHKIi
hapmakonei Ne R1-CEP 2010-366-Rev 02 ans gjto4oi pevyoBuHU
aTopBacTaTuHy Bif BUpo6bHMka DSM Sinochem Pharmaceuticals
Netherlands B.V., HinepnaHngu, sikuii 3miHuB Ha3By Ha Centrient
Pharmaceuticals Netherlands B.V., Higepnangu

185.

YNbTPA®AC
TUH

TabneTkn, BKpUTI
o60s0HKoto, no 100
Mmr; no 10 TabneTok y
6nictepi; no 1 abo
no 2 6nictepu B
Kopo6ui; no 20
Tabnetok y énicrepi;
no 1 6nictepy B
KapTOHHI KOopoo6Li

dPapmaves
TUYHUIA
3aBof,

"MOJIbOA

PMA" C.A.

Monblwa

MegaHa ®apma
AKLioHepHe
ToBapucTso,
MonbLya;
dapmavleBTUYHNI
3aBof
“NONTbOAPMA”
C.A., Monbwa

Monbla

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHa 3asBHVKa
(BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BBeieHHs 3MiH NPOTAroM 6-T1 MicsLiB nicns

3aTBEPAKEHHS

3a
peyerimom

UA/12296/01/01

186.

YNbTPA®AC
TUH

resib 2,5 %, no30r
a6o 50 ry Ty6i; no 1
Ty6i y KapTOHHiIl
Kopoo6ui

Papmaves
TUYHWIA
3aBof,

"MOJIbOA

PMA" C.A.

Monblwa

dapmavleBTUYHNI
3aBof,
"MONb®APMA"
C.A. Biggin MegaHa
B Cepapgai

Monbla

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHa 3asBHMKa
(BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). 3MiHV BHECEHI B TEKCT MapKyBaHHS NikapCbKoro
3aco6y Yy 3B'sI3KY 3i 3MiHOKO Ha3BMW 3asiBHUKA. BBEAEHHSI 3MiH MPOTAroM
6-T1 MicAUiB NicNsA 3aTBEPKEHHS; 3MiHKN | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo apecu MicLsi NPOBaKEHHS
AisnbHOCTI BUpOOHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYA0UM OiNbHUL BUMYCKY cepii abo miclie NpoBeAEeHHSI KOHTPOSIO
AKOCTI. (4iSNbHICTb, 3a Ky BiANOBiAae BUPOOHMK/iMnopTep,
BK/1HOYAOUN BUMYCK Cepili) - 3MiHa Ha3BM BUpPo6HMKa /13, 6€3 3MiHK
MicLs BAPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLiO 415 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3ain "BUpo6HuK" 3
BiAMNOBIAHUMM 3MiHAMW B TEKCTI MapKyBaHHS ynakoBOK. BBegeHHs
3MiH MPOTAroM 6-Tv MicsLiB NiCNA 3aTBEPAKEHHS

3a
peyerimom

UA/9278/01/01

187.

YMAH
KOMMNJIEKC

NOPOLLIOK ANsi
PO3uuHyY As1st

KepnpioH
C.n.A.

ITanis

KegpioH C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
BWIYYEHHS1 NocTavyasibHUKa Aventis Behring y SIKOCTi nocTavyaibHUKa

3a
peyenmom

UA/13092/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
500 MOJ/20 iHcpysii, no 500 MO [OMNOMDKHOT PEYOBUHM aHTUTPOMOIH IlI; 3miHK | Tuny - foaaBaHHA
M1/ UMAN y donakoHi Nely peyosuHu AT Il KEDRION 500 IU Big noctavanbHuka KegpioH C.n.A.,
COMPLEX KOMMEKTi 3 ITanis B AKOCTi aflbTepPHATUBHOT AONOMDKHOI PEYOBUHU aHTUTPOMOIH
500 IU/20 ML | po3uuHHuKOM (BoZa I
ANs iH ekuiin) no 20
MY hnakoHi Nel ta
Habopom ans
PO3UMHEHHSA |
BBEEHHA y
KapPTOHHI KOpooLj
188. | YPCO®DAJIbK | cycneHsist opasibHa, Op. ®anbk | HimeuunHa BignoBiganbHuii 3a Himeyun BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3MiHu 3 3a UA/3746/01/01
250 mr/5 mn; no 250 Papma BWMYCK Cepiit Ha/ AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Cuctema peyenmom
My CKNSHINA 6X KiHueBoro npoaykTy: | LUseliuap KOHTeliHep/3aKynopoBaibHWiA 3aci6. 3MiHa nocTavanbHYKa
Op. danck Papma is nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (AKLO 3a3HAYEHO B

nasawyi; no 1 naswwi
pa3om 3 1 MipHUM
CTakaH4MKOM B
KapTOHHIA KOpooLi

'm6X, HimeuunHa;
Brpo6HMK
[,030BaHol dhopmu,
NnepBUHHE, BTOPUHHE
nakyBaHHSA Ta
KOHTPO/b SIKOCTI:
Bichop CA
LiBaiiHiaepnaccyHr
Mepgixemi ETTiHreH,
LLisenuapis;
Brpo6HuK,
BiAnoBiganbHUii 3a
KOHTPO/b AKOCTI:
Bioeksam Al
LLseiiuapis

[0Cbe) (BUNYyYeHHA nocTadasibHuKa) BHeceHHs 3miH p. 3.2.P.7.
CuncTeMa KoHTelHep/3aKynoproBasibHUIA 3acib, 30KpemMa: BUTyHYeHHS
iHChopMaLiT LWoA0 nocTavyasibHUKIB NEPBUHHOIO NakyBasIbHOIO
marepiany. 3MiHn | Tuny - 3MiHn 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y NepPBUHHIi
yMaKoBLji FOTOBOro NiKapCbKoro 3acoby (Tvn KoHTelHepa abo
[0filaBaHHsA HOBOTO KOHTelHepa) - Teepai, M'Aki Ta HeCTepubHi piaki
nikapcbki hopmMu - BBeaeHHS A04aTKOBOrO KOHTEiHepa Ans
NepPBUHHOTO MakKyBaHHS: CKNsHA NAsLLIKa Ta N1acTUKoBa KpULLKa i3
3axMCTOM Big, AiTei. 3MiHn | Tuny - 3MiHK 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOBMEHNX Y crnieundikauisx, nig vac
BMPOBGHMLTBA FOTOBOrO NiKapCbKOro 3acoby (BWIyYEHHSI HECYTTEBOIO
BMMPOGYBaHHSA B NpPOLIECi BUPOOHMLTBA) BHECEHHS 3MiH A0
BMPOGHMNYOro NpoLecy, 30KkpeMa: BUyHeHHS! KOHTPOSIHO 3a
nokasHukom "B'askicTe" gns npogykuii in bulk. 3a3navennii napameTp
KOHTPONIETLCA B creumdikauii Ha Bunyck ['13. BHeceHHSA
pefakuiiiHuX 3MiH A0 p. 3.2.P.3.4. KOHTPONb KPpUTUYHUX CTagiid i
NPOMIXHOI NPOAYKLIT, @ came: 3amiHa MipHOI JIOXKN Ha MipHWI
cTakaH4uK. (3MiHM € pefakLUiiHOro xapakTepy, OCKiflbkM AaHa 3amiHa
MipHOro KOHMOHeHTY Byna 3arBepmkeHa 2014p.). 3MiHun | TUny - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNpOoGYyBaHb abo AOMYCTMMUX MeX, BCTAHOB/IEHNX Y cneuudikauisx,
nifg, Yac BUPOGHMLITBA FOTOBOIO NiKapCbKoro 3acoby (BUyYeHHs
HecyTTEBOro BUnNpobyBaHHA B Npoueci BUpobHMLTBa) BHECEHHS 3MiH
[10 BUPOGHMYOTO NpoLiecy, 30kpema: BUNyHeHHSI KOHTPO/0 3a
nokasHukom "pH" gns npoaykuii in bulk. 3a3HavyeHnii napameTp
KOHTPO/MIOETLCA B cneundikauii Ha Bunyck [13. 3miHu | Tuny - 3miHu 3
SKoCTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX, BCTAHOB/IEHUX Y cnevLmdikayisx,
nig, Yac BUPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby (BMyYeHHs
HecyTTEBOro BUNpobyBaHHSA B nMpoueci BUpobHMLTBa) BHECEHHS 3MiH
[0 BUPOBGHMYOTO NpoLLecy, 30Kkpema: BUIyHEHHS! KOHTPOIO
Temnepartypv Ha etani "Final suspension”. 3miHu | Tuny - 3miHu 3
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PeecmpayjitiHa npoyedypa

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

3asiBHUK

Bupo6Huk

Kpaina
BUPO6GHU
Ka

AKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPO6GHMLTBI. 3MiHa

iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOIHO SAKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha
AKili 30iICHIOETLCSA KOHTPO/b/BMNPOGYBaHHSA cepii) BBeageHHs
fopartkoBoro BUpo6Huka Bioexam AG / bioeksam Al LLBeliuapis, Wo
po3wmileHuii 3a agpecoto Maihofstrasse 95a, 6006, Luzern,
Switzerland / Maiirocpitpacce 95a, 6006, /liouepH, LLBeluapis,
BiANOBIAA/ILHOIO 3a KOHTPO/IL/BUNPOGYBaHHSA cepiii. 3a3HaueHHs
OYHKL,ii KOHTPOSIO AKOCTI 4151 BXXE 3aTBepAKeHOro B1pobHuika Vifor
SA Zweigniederlassung Medichemie Ettingen, Switzerland.
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHA BUPOGHUYOI
AinbHUUI (BKAOYaoum AinbHUL Ana A®l, npomikHOro npoaykty abo
rOTOBOrO JliKapCbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMNOBigaIbHOMO 3a BUMYCK Cepild, MicLie MPOBEeAEHHS
KOHTPO/tO cepii) abo nocTadasibHMKa BUXIAHOTO MaTepiany, peareHty
ab0 [ONOMIXHOT peyoBMHU (KO 3a3HAYEHO Y OCbE) BuyyeHHs
ChYHKL,T a/lbTEPHATNBHOIO BTOPMHOrO NakyBaHHA 4719 BUPO6GHMKa Dr.
Falk Pharma GmbH, Germany. 3miHu | Tuny - 3MiHun 3 AKOCTI.
CeprudpikaT BignoigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBoOro abo
OHOBJ/IEHOIO cepTudpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans A®l; ons BMXigHOro
maTepiany/peareHTy/MPOMiKHOr0 NPOAYKTY, LLO BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI API; AN AONOMIKXHOT pevyoBuHN (cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei) - OHoBNeHWI cepTudikar
Bifj y)ke 3aTBEpPAXEHOro BUPo6HMKa - MogaHHA OHOBMEHOT0
Ceptucpikaty R1-CEP 2004-108 Rev 06 ana A®l Ypcogesokcmxonesa
KMcnoTa Bif, BXe 3aTBepakeHoro Bupo6Huka Dipharma Francis S.R.L.,
Italy. 3aTtBepaxeHo: R1-CEP 2004-108 Rev 05 3anponoHoBaHo: R1-
CEP 2004-108 Rev 06
BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK

189.

®EHA3ENA
M® IC

Tabnetku no 0,0005
r no 10 TabneTok y
6nictepi; no 5
6nicTepiB y nauuj 3
KapToHy

ToBapuct YkpaiHa
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

YKpaiHa

wofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
ONA 34jiiCHEeHHs dhapMakoHarssay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iICHEHHS
hapmakoHarnsay (Bko4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa

MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu, BiANOBifabHOI 3a
dhapmakoHarnsg
BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURy - 3MiHK

YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaIbHOI 3a hapMakoHarnsag.

Ymosu Homep
Bionycky | peecmpayitiHo2
0 MocBi0YeHHs
3a UA/8564/01/01
peyenmom
3a UA/8564/01/02
peyenmom

DEHA3ENA
M® IC

190.

Tabnetkn no 0,001 r
no 10 TabneTtok y

ToBapuct YkpaiHa

BO 3

6nicTepi; no 2 abo

[10aTKOBO

ToBapucTso 3
[04aTKOBOO

Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo

BiANOBIAA/ILHICTIO

3MiHM A0 y3ara/lbHEHUX AaHWX NP0 cUcTeMy ddapmakoHarnsgy
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
no 5 6nictepiB y 10 "IHTEPXIM" (BBEAEHHSA y3araslbHEHUX AaHWX PO cuctemy dpapmakoHarnagy,
nauui 3 KapToHy Bignosiga 3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAA/IbHOI 3a 34iACHEHHS
NbHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapMakoHariagy 3asBHUKa
"IHTEPXI ONA 34jiACHEeHHS dhapMakoHarisay B YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
Y YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaIbHOI 3a dhapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANoBifa1bHOI 3a
hapmakoHarnsg
191. | ®EHA3ENA Tabnetku no 0,0025 ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/8564/01/03
M® IC r no 10 TabneTok y BO 3 [0[aTKOBOIO wofo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeeneHHs abo peuenmom
6nictepi; no 2 [0faTKoBO BiANOBIAA/LHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy dpapmakoHarnsgy
6nictepu B nayu;j 3 10 "IHTEPXIM" (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy dpapmakoHarnsgy,
KapToHy Bignosiga 3MiHa YNOBHOBaXeEHOI 0cO6U, BiANOBIAa/IbHOI 3a 3AiACHEHHS
NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
"IHTEPXI ONA 34jiiCHeHHS dhapMakoHarsay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
M YNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iICHEHHS
hapmakoHarnsay (BkoyYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu, BiANOBifa1bHOI 3a
dhapmakoHarnsg
192. | ®EHOBAPBI | Tabnetku no 5 wmr, Tosapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHK | TURy - 3MiHK 3a UA/4052/01/01
TANIC no 10 TabneTtok y BO 3 [0[aTKOBOIO Lofo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo peuenmom
6nictepi; no 5 [ofaTKoBO BiANOBIAALHICTIO 3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy dpapmakoHarnsgy
6nicTepiB y naui 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHeHNX AaHnX NpPo cucTemy hapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
NBHICTIO hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapmakoHariagy 3asBHUKA
"IHTEPXI ONA 34jiiCHeHHs dhapMakoHarsisay B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
M YNOBHOBaXXEHOT 0Cc06M, BiANoBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnsay (Bko4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-thaiina cuctemu hapmakoHarnsay) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, Bi4NOBiAasIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: HaropHa OneHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOT 0co6u, BiANOBiAa1bHOI 3a
dpapmakoHarnsg
193. | ®EHOBAPBI | Tabnetkn no 50 wmr, ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK 3a UA/4052/01/02
TANIC no 10 TabneTtok y BO 3 [0[aTKOBOK Lofo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo peuenmom
6nictepi; no 5 [04aTKOBO BiANOBIAA/TbHICTIO 3MiHM A0 y3araJlbHEHMX JaHWX NPO cucTemy hapMakoHarisgy
6nicTtepiB y naui 10 "IHTEPXIM" (BBEAEHHSA y3ara/ibHEHNX AaHWUX NPo cucTemy hapmakoHarnagy,
Bignosiga 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAaNbHOI 3a 34iACHEHHS
JIbHICTIO

chapMakoHarnagy; KOHTakTHOI 0co6Y 3 dapMakoHarIsAy 3asiBHUKA
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHU
Ka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocBi0YeHHs

"IHTEPXI
M"

ONA 34jiiCHEeHHS dhapmakoHarisaay B YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHI MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBiAaIbHOI 3a dhapMakoHarnsag.

MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu, BiANoBifa1bHOI 3a
hapmakoHarnsg

194.

PEHOBAPBI
TANIC

Tabnetku no 100 wr,
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y naui

ToBapuct
BO 3
[0[aTKoBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

YkpaiHa

ToBapucTso 3
[04,aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | TURYy - 3MiHK
wofo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPo cucTemy hapmMakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6U, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy 3asiBHUKa
ONA 34jiiCHeHHs dhapMakoHarssay B YKpaiHi, SKLL0 BOHA BigMiHHA Bif,
yNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, Bi4NOBIgaIbHOI 3a dhapMakoHarnsag.

MponoHoBaHa pegakuis: HaropHa OneHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu, BiANoBifabHOI 3a
dhapmakoHarnsg

3a
peyenmom

UA/4052/01/03

195.

dPOMINIA®
YHO

TabneTku 3
mMoaMcikoBaHUM
BUBI/IbHEHHSM MO
500 wmr; no 5
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobuyj;
no 7 Tabnetok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA KOpooLi

KPKA,
4a.n., Hoso
MecTo

CnoBeHisa

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3aTBEPKEHHS METOLIB KOHTPOSIIO AJ15 NiKApPCbKOro 3acoby
®POMINIA® YHO, Tabnetkv 3 MoANdIKOBaHUM BMBIIbHEHHAM No 500
MI YKpaiHCbKOI0 MOBO. [JofaTKOBO BUMPABIEHHS OEsKUX TEXHIUHMX
NOMWUJIOK Ta HE3HAYHA KOPEKLis onucy MeTogis. BBeieHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN | TUMY - NOAAHHSA
oHoBneHoro CEP Ne R1-CEP 2004-148-Rev 06 ans A®l|
KNapuTPOMILMHY Bif, BXe 3aTBepAKeHoro BUpo6Huka Ind-Swift
Laboratories Limited IHgis (3aTBepmkeHo: R1-CEP 2004-148-Rev 05);
3MiHu | TUNYy - nogaHHA oHoBneHoro CEP Ne R1-CEP 2007-307-Rev
03 ans A®Il knapuTpoMiLUHY Bif, BXe 3aTBEpI)KEHOr0 BUPOOHMKa
ZHEJIANG GUOBANG PHARMACEUTICAL CO., LTD. Kutaii
(3arBepmxeHo: R1-CEP 2007-307-Rev 02);
3MiHK | TUNYy - nogaHHA oHoBneHoro CEP Ne R1-CEP 2007-307-Rev
02 gna A®| knapuTpoMILMHY Bif BXe 3aTBEPIKEHOro BUPO6HMKaA
ZHEJIANG GUOBANG PHARMACEUTICAL CO., LTD. KuTaii
(3atBepmpxeHo: R1-CEP 2007-307-Rev 01); 3MiHu | Tuny - 3MiHK y
BMPOGHMLTBI 13 — BBEAEHHS (hakTopm3allii 4515 roTOBOro NPoAyKTy.
KinbKicTb KNapuTpoMILMHYy JaETbCA 3 ypaxyBaHHAM TOro, Lo
TEOPETUYHWIA aHani3 KNapUTPOMILMHY cTaHOBUTL 100 %. BBeaeHHs
3MiH NpOTArom 6-T1 MicALB Nicns 3aTBepPAKEHHS

3a
peyenmom

UA/9540/01/01

196.

DOTANA3ON

Tabnetkn no 500 mr
no 10 TabneTtok y
6nictepax; no 10

AT
"Ny6Hnha
pm”

YkpaiHa

AT "ly6Hnchapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNy - 3MiHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3MiHa po3Mipy ynakoBKu

6e3
peyenma —
Ne 10

UA/5442/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
TabneTok y 6nictepi; rOTOBOrO JliKapCbKOro 3acoby (3MiHa KiIbKOCTi 0AMHWLE (Hanpuknag 3a
no 10 6nictepiB y TabneTok, amnys TOL0) B yNakoBsLi:) - 3MiHa no3a fianasoHom peuyenmom
nauu 3aTBEPHKEHNX PO3MIPIB YNaKOBKY - BBEEHHS 404AaTKOBOIO PO3Mipy — Ne 100
ynakoBku Ne 100 (10x10) nikapcbkoro 3acoby ®tanason, Tabnetkv no
500 mr, 6e3 3MiH1 NePBUHHOTO NakKyBa/IbHOrO MaTtepiany Ta 3
BiANOBIAHUMY 3MiHaMK A0 p. YnakoBka. 3MiHN BHECEHI B PO3/in
"YnakoBka" B iHCTPYKLIitO A1 MEANYHOTO 3aCTOCYBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEEHHAM 40[ATKOBOrO PO3Mipy YNakoBKv Ta sk
Hacnifok - y po3gin "Kareropis Bignycky". 3aTBepKeHHs TEKCTY
MapKyBaHHS 40AaTKOBOT YNakoBKM flikapCbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
197. | XNOPOMIPA PO34nNH NS iH'EKLN, TosapucT YkpaiHa KOHTPOb AKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHa 3asBHUKa 3a UA/5290/01/01
MIHY 20 mr/mn; no 1 mn B BO 3 BWMYCK Cepil: (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenmom
rigPoxnor amnyni; no 5 amnyn o6MexeHo ToBapucTBo 3 23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicALiB nicas
na y nauLi 3 KapTOHYy; 10 06MEXEHO0 3aTBEPMAKEHHS. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
no 1 mn B amnyni; no | Bignosiga BiANOBIAA/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3mMiHM A0 y3araslbHeHNX faHux Npo
5 amnyn y 6nictepi; NBHICTIO "[locnigHnii 3aBog, cuctemy hapmakoHarnagy (BBeLeHHs y3arasibHeHUX AaHux npo
no 1 6nictepy y "®bapmaue "THUICY, cucTemy hapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
nauuj 3 KapToHy BTUYHA YkpaiHa; BCi cTagji BiAMNOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT 0cobu 3
KOMNaHis BUPOBHULTBA, papmakoHarnsgy 3asiBHUKa 15 34iliCHEHHS hapMakoHarnsgy B
"3p0pos'a” KOHTPOb AKOCTI, YkpaiHi, K0 BOHa BigMiHHA B YNOBHOBaXXEHOI 0co6u,
BWMYCK Cepil: BiANOBIAA/IbHOI 3a 34iliCHEHHS dhapmakoHarnagy (Bkauyawum
ToBapucTBo 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLileHHi MacTep-thaiina cnuctemm
06MexeHoto hapmakoHarnagy) 3miHa ynoBHOBaXeHOI 0Co6u 3asBHYKa,
BiANOBiAA/IbHICTIO BiANOBIAa/IbHOI 32 hapmakoHarnifg. [itoya pepakuis: MNMnakciHa
"®apmaueBTnyHa OneHa BonoammupisHa. MNponoHoBaHa pefakuis: LLeBueHko OneHa
KOMMaHis IropiBHa. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBAXXEHOI 0COOU 3asiBHUKA,
"3popoB's”, YkpaiHa BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay.
198. | XNOPO®ININ | cnpeli no 15 mny ToBapucT YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHa 3asBHUKa 6e3 UA/1556/03/01
T KOHTeliHepi 3i ckna BO 3 BUNYyCK cepil: (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenma
abo nnacTmacu, no 0o6MmexeHo ToBapucTBo 3 23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH NPOTArOoM 6 MicALiB nicas
1 KOHTeHepy y 10 06MEXEHO 3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
nauui 3 KapToHy Bignosiga Bif4nNoBiAa/IbHICTIO thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHeHNX faHuX Npo
NBHICTIO "[locnifHwWii 3aBof, cuctemy hapMakoHarnagy (BBeAeHHs y3arasibHeHUX fAaHux npo
"papmaue "THUNC", YkpaiHa; cucTemy chapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BTUYHA BCi cTagii BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsaay; KOHTakTHOT ocobu 3
KOMNaHis BMPOBHULTBA, hapmakoHarnsgy 3asiBHUKa 415 34iliCHEHHS hapMakoHarnsgy B
"3p0pos'a” KOHTPOb SKOCTI, YkpaiHi, SKL0 BOHa BigMiHHA Bif yNOBHOBaXXEHOI 0co6u,
BUNYyCK cepil: BiANOBIAA/IbHOI 3a 34iliCHEHHS dhapmakoHarnagy (Bk4vawum
ToBapucTBo 3 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-thaiina cnuctemm
0bMexeHot thapmakoHarnagy) 3miHa ynoBHOBaXeHOI 0Co6u 3asBHIKa,
Bif4nNoBiAa/IbHICTIO BignoBigasibHOI 3a hapmakoHarnsag. Jitoya pegaxuis: MnakciHa
"®apmaueBTnyHa OneHa BonoammupisHa. MNponoHoBaHa pefakuis: LLieBueHko OneHa
KOMMaHis IropiBHa. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBAXXEHOI 0COOU 3asiBHUKA,
"3p0poB'a”, YkpaiHa BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay.
199. | XOHAPOCAT | po34uH AN iH EKLi, TOB "3 YKpaiHa TOB "93 YkpaiHa BHECEHHS 3MiH 0 PEECTPALiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/14288/01/01
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
100 mr/mn; no 2 mn "BIO®AP "BIO®APMA" oao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo peyenmom
B amnyni; no 5 MA" 3MiHM [0 y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
amnyn y énictepi; no (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cuctemy dhapmakoHarnagy,
2 6nictepu B mauui 3 3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAAUTbHOI 3a 34iCHEHHS
KapToHy dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy 3asBHuKa
ONA 34iiCHEHHA dhapMmakoHarnsay B YkpaiHi, AKLWo BOHa BiAMIHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsagy (Bkoyatouy KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MilLieHHi MacTep-thalina cuctemn hapmakoHarnagy) - 3mMiHa
YMOBHOBaXEHOT 0C06Y 3asBHWKa, BiANOBifa/IbHOT 3a chapmakoHarnsag.
MponoHoBaHa pepakuin: Moy TeTaHa HOpiiBHa. 3MiHa KOHTAKTHUX
[JaHnXx ynoBHOBaXeEHOI 0Co6M 3asBHMKa, BiANoBiganbHOI 3a
hapmakoHarnsag
200. | LENEBPEKC Kancynu no 200 wr; AMA>XOH CLA Heoncapma IHk., CLA/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3 3a UA/4463/01/02
® no 10 kancyny OC 1 CLA (Bnpo6HuyTtBo | Himeuyumn akocTi. A®l. CTabinbHicTb. 3MiHa nepioy NOBTOPHMX peyenmom
6nictepi; no 1, abo nnc npenapary "in bulk"); | Ha BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHsa A®I (3a
no 2, aéo no 3 Mdpainzep BIACYTHOCTI y 3aTBEPXEHOMY [OCbE cepTuUdikarta BifnoBigHOCTI
6nictepu y MeHtodekuypyHr €Bponeiicbkiin hapmakonel, LWo BK/oYae nepio, noBTOPHOrO
KapTOHHIA KOpooLi Loiunena rmoéxX, BMNPO6YBaHHs) (Nepios NOBTOPHOro BUNPOGYBaHHsA/Nepios,
HimeuunHa 36epiraHHs) - 36inbLUeHHA abo BBeAEHHS Nepiogy NOBTOPHOMO
(nakyBaHHs, BMNpoGyBaHHs/Nepiody 36epiraHHA Ha OCHOBI pe3yfbTaTiB
KOHTPO/b AKOCTi Npu [ocnimKeHb Y peasibHOMY Yaci - 36i/bLLEHHS nepiofy NOBTOPHOIo
BUNYCKY, BUMYCK BMNpobyBaHHA A®I Lienekokcrnb Ha OCHOBI MO3UTUMBHUX pe3ynbTaTiB
cepii, MapKyBaHHs); [OBroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMy Yaci:
Mdcpaiizep 3anponoHoBaHo: lMNepiog NOBTOPHOro BUNPOByBaHHs Lienokokcmby —
dapmactoTikans 36 micauis
NNC, CWA
(BUPOBHULTBO
npenaparty "in bulk");
P-dapm JxepmaHi
'M6X, HimeuunHa
(Bunyck cepii,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Ib SKOCTi Npn
BMNYCKY)
201. | LE®PTA3NAN | nopollok ans AHTUGIOTM | PymyHis AHTUBIOTUKN CA, | PymyHisa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 3MiHW 3a UA/18721/01/01
M PO3UUNHY A5 iH'EKLA ku CA PymyHis (BTopuHHe | KuTaii BHECEHO B TEKCT MapKyBaHHS YNakoBKW /likapCbKoro 3acoby 3 MeTo peyenmom

abo iHdpysiino 1;
no 1 a6o no 10
hnaKkoHiB y
KapTOHHIM navi

nakyBaHHs,
TeCcTyBaHHS Ta
BMNYCK cepil);
CiHohapm XKutoH
(WeHbwkeH)
dapmacboTukan
Ko., NTa., Kutait
(BUPOGHMLTBO,
nepBrHHE Ta

BWUYYEHHS iHhopMaLi, Wwo Ay6eTbCS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
BTOPWHHE
nakyBaHHs)
202. | umkKnoagon TabneTkn no 2 Mr no My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/6549/01/01
10 TabneTtok y aKuioHepH akuioHepHe Buy4YeHHs ynakoBku /13 in bulk: no 1 kr TabneTok y NoABiHUX peyenmom
6nictepi, no 4 e TOBapucTBo nonieTuNeHoBMX NakeTax 3 Bi4NOBIAHNMY 3MiHAMU Y P. «YNaKoBKa» Ta
6nictepu B nayu;j 3 TOBapuCTB "HaykoBo- p. «MapkyBaHHs» [MponoHoBaHa pegakuis: no 10 TabneTok y 6nictepi;
KapToHYy o] BMPOGHWYUIA LLEHTP no 4 6nictepu B Nayuj
"HaykoBo- "BopLyariscbKkuii
BMPOGHUY XiMiKO-
WA LEeHTP thapmaueBTUYHWIA
"BbopLuaris 3aBog"
CbKUi
XiMiKO-
thapmaue
BTUYHUIA
3aBsog”
203. | ULMHAPU3WNH | TabneTtku no 25 wr; Tosapuct YkpaiHa BCi cTagil YKkpaina BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3mMiHa 3asBHUKA 3a UA/5292/01/01
"o3" no 50 TabneTok y BO 3 BMPOGHMLITBA, (BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenmom
6nictepi; no 50 06MexeHo KOHTPO/b AIKOCTI, 23.07.2015 Ne 460) TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
Tabnetok y 6nictepi; 10 BUNYyCK cepil: 3aTBEPKEHHS; 3MiHU | Tuny - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta
no 1 6nictepy y Bignosiga ToBapucTso 3 hapmakoHarnagy. BeegeHHs abo 3miHM A0 y3arasibHeHNUX faHux Npo
nauLi 3 KapToHy; No NBHICTIO 06MeXeHoI cuctemy hapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
10 Tabnetok y "®bapmaue BiANOBIAA/ILHICTIO cucTemy hapmakoHarisgy, 3miHa ynoBHoBaXeHoi ocobu,
6nictepi; no 5 BTUYHA "[locnigHwin 3aBog, BiANOBIAa/IbHOI 3a 34iiCHEHHA ddapmakoHarnsaay; KOHTakTHOT 0cobu 3
6nicTepiB y nauuj 3 KOMNaHis "rHuIC dhapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHHS hapMakoHarnsgy B
KapToHy "3popos'a” YkpaiHa; YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXXeHOI 0cobu,
BCi cTagii BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavarum
BMPOGHMLITBA, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina cnuctemm
KOHTPO/b SKOCTI, thapmakoHarnsgy) - 3mMiHa ynoBHOBaXXeHOT 0CO6U 3asBHUKA,
BUNYyCK cepil: BigNoBiga/IbHOI 3a dhapmakoHarnsag. [Jitoua pegaxuis: MnakciHa
ToBapwvCTBO 3 OneHa BonogumupieHa. MNMponoHoBaHa pegakuis: LesyeHko Onera
06MeXeHOoI0 IropiBHa. 3MiHa KOHTaKTHUX AaHMX YNOBHOBaXKEHOT 0COOU 3aABHUKA,
BiANOBIAALHICTIO BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
"®APMEKC rPymn",
YKpaiHa;
BCi cTagil
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"@apmavueBTnyHa
KomMnaHis "3gopos'a”
YKpaiHa
204. | ULUNPOBEN® | Tabnetku, BKPUTI HOBE/NT | TypeyunHa HOBEN INAY Typeyuu BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3MiHu 3 3a UA/5015/01/01
060/10HKOt0, MO 500 INAY CAHAI BE Ha akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar BiANoBIigHOCTI peyenmom
MTr; M0 7 TabneToK y CAHAI BE TIOXXAPET A.LL. €Bponeicbkin hapmakonei/moHorpadii. NMogaHHs HoBoro abo
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs
6nictepi; no 2 TIOXAPE OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
6nictepu B TA.LL. BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons BUXigHOro
KapTOHHIiA ynakoBLyj; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
no 4 Tabnetkny BMPOGHMUTBI A®I; AN 4ONOMIXHOT peqyoBuHU (cepTudikat
6nictepi; no 1 BiANoBigHOCTI EBponeiickkili hapmakonei) - OHoBNEeHWI cepTudikart
6nictepy B Bifl y)Ke 3aTBEep)KEHOro BUPoOHVKa - OHOBMIEHHS cepTudikarty
KapTOHHI ynakoBLi; BiANOBIAHOCTI EBponeiicbkin hapmakonei R1-CEP 2000-405-Rev 11
no 14 tTabneTtok y (3aTBepmxeHo: R1-CEP 2000-405-Rev 10) ana A®l
6nictepi; no 1 LivnpodhnokcauuHy rigpoxnopuay Big, BXe 3aTBepAKeHOro BUpo6HMKa
6nictepy B Neuland Laboratories Limited, India, BHacnigok gogaBaHHs go
KapTOHHI ynakoBLi BMPOGHULTBA BMPOBHUYOro mainaaHyrka Neuland Laboratories
Limited Unit-11l nikapcbkoi pe4oBrHY LpnpodhnokcalmHy rigpoxnopuay
205. | ULUCATPAKY | po3uuH ans iH'ekuiit AT Natsis AT "T'piHaekc", Nartsisi/ BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasis: 3MiHW | Tuny - po3mipu 3a UA/18698/01/01
PIiA Ta iHysild, 2 mr/mn, "Kanuekc" NartBist (BUPOBHUK, Cnosauyy cepii 36inbLytoTbea A0 10 pasiB y NOPiBHAHHI 3 3aTBEPIKEHNMU peuenmom
KANUEKC no 2,5 mn, 5 mn abo AKWIA BigNOBIgaE 3a nHa po3mipamu napTii. 3anponoHoBaHo: 2 mr/mn no 2,5 mn 56 n1-20 000
10 mn B amnyni, no 5 KOHTPO/1b amnys; 210 n - 75 000 amnyn; 2 mr/mn no 5 ma 99 n - 18 000 amnyn;
amnys B KOHTYPHili cepii/BMNpo6yBaHHs) 990 n — 180 000 amnyn; 2 mr/mn no 10 mn 97,2 n - 9 000 amnyn; 972
YapyHKOBIl ; AT "Kanuekc", n -9 0 000 amnyn; BunpaeneHHs TEXHIYHOI NOMWUIIKK, & came
ynakosLi, no 1 NatBis (BUPOGHYK, BHECEHHS 0 On1cy BUPOBHMYOro npoLecy Ta yrnpaBiHHS NpoLecom
KOHTYPHili SIKWIA BignoBigae 3a LIBUAKICTb rOMOreHisaTopa Ha BCix eTanax 3miwysaHHsA 50 - 750
YapyHKOBIli ynakoBLii BUMYCK cepii); XBM 06/xB, 06 BignosigaTn 3aTBepAKEHOMY BHYTPILLHBOMY
B NnauLj 3 KapToHy dapwma c.p.o., TexHonoriyHomy koHTposnto (BTK) (BHyTpiwHili kog: MfgIPC000429/1);
CnoBayunHa (BCi MOCWNaHHSA Ha CTepuiaLito HaNnoOBHEHUX amny BUK/IOYAETLCS
cTagjii BUpobHM4oro BiANOBIAHO A0 onucy BUPOBGHMYOro npouecy (acentTuyHe
npouecy, Kpim BUPOBHMLTBO). OCMONANBHICTL BK/IOYEHA 5K Y 3aTBEPAKEHOMY
BUNYCKyY cepii) BHYTPILLUHbOMY TEXHO/I0TIYHOMY KOHTPO/IIO BiANOBIAHO; 3MiHU | TUMNy -
HagaHHa HoBoro CEP ans anbTepHaTVBHOTO BUPOOHUKA Aito4oil
pevoBuMHM LMcaTpakypito 6ecunaty (Wavelength Enterprises Ltd.); Ha
hiHabHKX eTanax BUPOBHULTBA AAaHOT HECTEPU/ILHOI AitoyOl
peyvyonBHM BUKOPUCTOBYETLCA BOAA; 3anponoHosaHo: RO-CEP 2016-
285-Rev 00 Farmhispania, S.A., IcnaHis RO-CEP 2016-200-Rev 02
Wavelength Enterprises Ltd., I3painb; 3miHu | TMny - gogaHo
napameTp “1,5-neHTaHgion” go cneundikauii APl i3 BignosigHUm
MEeTOA0M BUMPOGYBaHHS, 3aCTOCOBHMM A0 Ad| , BUpo6eHoi
KoMmnaHieto Wavelength Enterprises Ltd. AHaniTuyHa npoueaypa
OHOBJIEHA BifMOBIAHO; 3MiHN | TUNY - BUAANAETLCSA HE3HAYHWIA
napameTp creuudikauii “Characters” akTVBHOI pe40OBUHW, SKWIA He
BU3HAYaETHCS, asle BUKOPUCTOBYETLCA NnLLe AN iHdopmail
BIANOBIAHO [0 NPUMITKM y 3aTBEPMXKEHIN cneumndikau,i;
3MiHM | TNy - gogaHo napameTp cneuudikauii ans Adl «Residual
solvents» 3 BigNOBIAHUM METOLOM BUMNPOOYBaHHS, 3aCTOCOBHUM 10
aKkTVBHOI peyoBuMHY, BUpo6eHoi komnarieo Wavelength Enterprises
Ltd. AHaniTMyHa npoueaypa OHOBJ/IEHA BiANOBIAHO
206. | ULUTADIH niocpinizat ans Emkyp IHais Emkyp IHais BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/16204/01/01
pO3unHy ans dapmach dapmacbloTikasc OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 peyenmom
iHcpysiii, 1000 mr 1 toTikanc nth BHECEeHHAM iHhopMaLlii LWoA0 3a3HauYeHHA OAVHULb BUMIPIOBaHHSA Y
CKNsIHWI doNakoH 3 nTa cuctemi Sl. BHeceHHs 3miHM [0 po3giny «MapkyBaHHsi» MKA N13:

niocpinisatom; no 1

3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHU Bionycky | peecmpayitiHo2
3acoby yrnakoskKa) Ka 0 NoCBi0OYEHHs

hnakoHy y MapKyBaHHsl. TepMiH BBe,€HHS 3MiH NPOTAroM 6 MicAUiB micas
KapTOHHIli ynakoBLi 3aTBEPAKEHHSA

207. | AHYBIA TabneTkun, BKPUTI Mepk LLisefuapis Brpo6HuK, Higepna BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHn | Tuny - 3a UA/9432/01/03
NNiBKOBOIO Wapn i BiANOBiAa/IbHWIA 32 Hon/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, M0 100 Joym BUNYyCK cepil, Benuka 3asBHUKA (BNacHMKa peecTpaliiHoro noceigyeHHs) 3miHa agpecu
Mr, no 14 tabnetok y IAEA KOHTPONb AKOCTI: BpuTtaHis 3a8BHMKa. 3MiHW | TUny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta
6nictepi; no 2 M6X Mepk Wapn i Joym thapmakoHarnagy. BeegeHHs abo 3mMiHM A0 y3araslbHeHNX faHux Npo

6nictepun y
KapTOHHI Kopoo6Li

B.B., HigepnaHau;
BUpPOGHYK,
BiANOBiAA/IbHWIA 32
BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
OpraHoH ®apma
(Benuka BpuTaHis)
Nimiten, Benvka
BputaHis

cuctemy dhapMakoHarnagy (BBeAeHHs y3arasibHeHUX aHux npo
cucTemy hapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YkpaiHi, K0 BOHa BigMiHHA B YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHS dhapmakoHarnagy (Bkauyaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina cnuctemm
hapmakoHarniagy) 3mMiHa KOHTakTHUX AaHMX YNOBHOBaXXEHOT 0CObM
3asBHYVKa, BiANoBiAaNbHOI 3a hapmakoHarnsg,.
3MiHa MicLs 34iACHEHHS OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs1 MacTep-halina cuctemu gpapmakoHarnsgy

B.o. I'enepanbHoro gupexkropa Jlupekropary

(apmaneBTUYHOTO 3a0e3meyeHHs

Isan 3AIBOPHUMX
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