MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

29 cepriag 2022 poky Ne 1547

IIpo jgepkaBHY peecTpariiio (mepepeecTpariiio) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsaky [mep)kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKHUX 3acobiB,
3aTBep/pKeHOro 1moctaHoBoro Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMAMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
noaatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOiosnoriuHi mperapaTe) 3rifHO 3
JIOJIaTKOM 2.



2

3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. KOHTpO/b 3a BUKOHAHHSM 1[bOT0 HaKa3y IMOK/IACTU Ha TepIIoro 3aCTymHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpauito (nepepeecTpauito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyHMXx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHux
MaTepianie»

Bif 29 cepnHsa 2022 poky Ne 1547

MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)XXABHOI'O PEECTPY JIIKAPCbKUNX SACOBIB YKPAIHA

Ne HasBsa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo2o
3acoby yrnakoBskKa) nocsioYeHHs1
1. AKNil® kpem 0,005 %; no 30 Fangepma LLiBeiuapis JNIABOPATOPIT ®paHuis peecTpauisi Ha 5 pokis 3a He UA/19623/01/01
I Kpemy y CA FTANOEPMA MepioAnYHICTb NOAAHHSA PErynsipHO peuyenmom | nidssizae
KOHTelHepi; no 1 OHOB/IOBAHOrO 3BIiTY 3 6€3nekn, BigNOBIAHO A0
KOHTEliHepy B Mopsaky 34iicHeHHs dhapMakoHarnaay,
KapTOHHIA KOpooLi 3aTBepKEeHOro HakasoM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
2. ANb®dA- MOPOLLIOK AT YkpaiHa Cyxoy dyLuinai Kutai peecTpauis Ha 5 pokis - He UA/19624/01/01
NINOEBA (cybcTaHuis) y "®apmak” PapmacbioTikas niosisieae
KNCNOTA noABiliHMX Ko. itg
(TIOKTOBA nonieTuIeHoBMX
KNC/OTA) naketax gns
chapmaLeBTUYHOro
3acToCyBaHHs
3. BAKTA®Y3-b kpem no 15ry 1y6i y MaHkaliHg, IHais EHK't06 ETikans IHais peecTpauist Ha 5 pokis 3a He UA/19625/01/01
KapTOHHIA ynakoBL,i dapma MeT. 174, MepioAnYHICTb NOA4AHHS PErynsipHO peyernmom nionsieae
NimiTeq OHOBJIOBAHOrO 3BITY 3 6e3MNeKn, BigNOBIAHO 40
Mopsaky 34iiCHeHHs hapMakoHarnagy,
3aTBEpPKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHMW 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HavyeHMK y




iHdysii no 500 wr;

OHOBJ1IOBAHOIO 3BITY 3 6e3NeKn, BigNOBIAHO A0

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nepiogMYHOCTI MOAaHHSA PErynspHuX 3BiTiB 3
6esneku.
4. BA3AMPOKC- MOPOLLIOK ANt «CA® Bonrapis K.T. POM®APM PymyHis peecTpauist Ha 5 pokis 3a He UA/19643/01/01
ANb®A po34unHy ans IHBECT» KOMMAHI C.P./. MepioanyHiCTb NOAAHHSA PErynsipHo peyenmom | niossi2ae
iHcpy3iid, 20 mkr, (e]0)] (BMPOGHULTBO, OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
h1aKoH CKSIHWIA, No nepBuHHE Mopsaky 34iicHeHHs dhapMakoHarnagy,
5 chnakoHiB y nakyBaHHs; 3aTBEepXEHOro Hakazom MiHicTepcTBa
nonimepHii BTOPUHHE OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
ynakoBLi, no 2 nakyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHoro B
noniMepHi yrnakoBku KOHTpPO/Tb MiHicTepcTBi tocTuLii YkpaiHu 29 ciuna 2007
B KapTOHHII nayui CUPOBWHMN Ta poky 3a Ne 73/13340 (y pefakuii Hakazy
martepianis, MiHicTepcTBa OXOpPOHM 300PO0B'A YKpaiHu Big,
KOHTPO/1b 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
HaniBnpoayKTy, 3rifiHO 3i CTpOKamu, 3a3HaveHMn y
KOHTPO/1b rOTOBOI NepioguYHOCTI NOAAHHS PeryspHMX 3BITIB 3
NpoAyKLii, BUNycK 6e3nexu.
cepii)
5. BAHKOMILMH niogpinisat gns [xeHocbapm Benwuka XaliHaHb Moni Kutai PeecTpauis Ha 5 pokis 3a He UA/19627/01/01
pPO34unHy Ansa nrta BpuTaHis ®dapm Ko., /114, MepioAnYHICTb NOAAHHSA PErynsapHO peyernmom niosisieae
iHcpysiii no 500 wmr; OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
no 1 a6o 10 Mopsaky 34iicHeHHs dhapMakoHarnagy,
dhnakoHiB y 3aTBepKeHoro HakasomM MiHictepcTea
KapTOHHIA KOopooLi OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 340PO0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
6. BAHKOMILMH nioghinizat gns IhxeHobapm Benwuka XaliHaHb Moni Kutaii PeecTpauis Ha 5 pokis 3a He UA/19627/01/02
PO34MHy aNs nTp, BpwuTaHis dapm Ko., fTa,. MepioAnYHICTb MOAAHHS PEryspHO peyenmom | nionsizae
iHcpysiii no 1000 mr; OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
no 1 a6o 10 Mopsaky 34ilicHeHHs hapMakoHarnaay,
onakoHIiB y 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
KapTOHHiA Kopoo6Li OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Haka3y
MiHicTepcTBa OXOpPOHU 34,0POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepioguMYHOCTi NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
7. BAHKOMILUWH niocpinizat ana [bxeHodhapm Benuvka XaviHaHb Moni Kutaii PeecTpauisa Ha 5 pokis - He UA/19628/01/01
pO3YUMHYy Ans nrp BpuTtaHis dapm Ko., fta,. MepioanyHICTb NOAAHHA PerynsipHo nions2ae




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
in bulk: no 100 Mopsaky 34iicHeHHs dhapMakoHarnagy,
donakoHiB y 3aTBepKeHOro HakasoM MiHicTepcTBa
KapTOHHilA KOpo6Li OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
8. BAHKOMILVH niogpinisat gns [xeHocbapm Benwuka XaliHaHb Moni Kutai PeecTpauis Ha 5 pokis - He UA/19628/01/02
po34unHy ans nto BpuTtaHis dapm Ko., N14. MepioanyHICTb NOAAHHSA PerynsipHo nionsizae
iHcpysiii no 1000 mr; OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
in bulk: no 100 Mopsaky 34iicHeHHs dhapMakoHarnagy,
h1aKoHIB y 3aTBEepXEHOro Hakasom MiHicTepcTBa
KapTOHHIA KOpooLi OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
9. E®E3® TabneTkn, BKpUTI MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/19629/01/02
NNiBKOBOIO "®apmaueBT "®apmaueBTnyHa MepioAnYHICTb MOAAHHS PEryspHO peyernmom nidnsieae
060n10HKot0, No 50 M4yHa dhipma ipma "OapHuus” OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
mr, no 10 TabneTok "fapHuus" Mopsaky 34iiCHEHHs hapMakoHarnaay,
y 6nicTepi; no 3 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
6nictepu B nayuyj OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.
10. E®E3® TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/19629/01/01
NNiBKOBOIO "®apmaueBT "®apmaueBTnyHa MepioAnYHICTb NOA4AHHS PErynsipHO peyenmom nionsieae
0060/10HKOH, MO 25 nyHa dhipma ipma "JapHuus” OHOBJOBAHOrO 3BITY 3 6€3MNeKn, BigNOBIAHO 40
mr, no 10 Tabnetok "AapHuus” Mopsaky 34iiCHeHHs dhapMakoHarnaay,

y 6nicTepi; no 3
6nictepn B nauLi

3aTBEpPKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiogMYHOCTI MOAaHHS PerynspHuX 3BiTiB 3
6esneku.
11. KNA®EH renb, 50 mr/r no 45 AHTUBIOT PymyHis AHTUBIOTUKN PymyHis peecTpauist Ha 5 pokis 6e3 nionsi2ae UA/19630/01/01
r, rento B Ty6i; mo 1 MKW CA CA MepioanyHiCTb NOAAHHSA PerynsipHo peyenma
Ty6i y KapTOHHiIl OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
nauuj Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXEHOro Hakaszom MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
12. NEKALON XOT NOpOLLOK ANs CaHpo3 CnoseHisn [,03BiN Ha BMNYCK HimeyunHa/ peecTpauist Ha 5 pokis 6e3 nionsieae UA/19631/01/01
MAKC OpPa/IbHOTO PO34uHy, | PapmacbtoTi cepii: Cantotac ABCTpis MepioAnYHICTb MOAAHHS PEryspHO peyenma
1000 mr/12,2 wr, Kans g.4. dapma 'vbX, OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaHO A0
calue, Lo MICTUTb HimeuunHa,; Mopsaky 34iiCHEHHs hapMakoHarnaay,
5,150 r nopoLuky BMPOBHMUTBO 3a 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
019 OpaUibHOro NMOBHUM LK/IOM: OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
PO34MHY, KAPTOHHA XEPMEC dapma 2006 poky Ne 898, 3apeecTpoBaHoro B
KOpo6ka, Lo lec.m.6.X., MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
MicTuTb 10 cawwe ABCTpIA poky 3a Ne 73/13340 (y pefakuii Haka3y
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.
13. MEHTABICTIH TabneTku, BKPUTI MicTpan AHrniA BMPOGHMLITBO IcnaHis/ peecTpauist Ha 5 pokis 3a He UA/19632/01/02
NNiBKOBOIO Kenitan roToBOI NiKapcbKoi Bonrapis MepioAnYHICTb NOA4AHHS PErynsipHO peyernmom nionsieae
060/10HKOH, Mo 20 MeHemKMeH dopmu, NnepBMHHA OHOBJOBAHOrO 3BITY 3 6e3MNeKn, BigNOBIAHO 40
mr, no 10 TabneTtok T Nimiteq, Ta BTOPVHHA Mopsaky 34iicCHeHHs hapMakoHarnagy,

y 6nicTepi, no 3
6nictepn B nauLi

ynakoBKa,
KOHTPO/b Cepil,
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
nepBrHHA Ta
BTOPUHHA
ynakoBKa:
Loxi |
dapmacsloTikasc,
Nitn, Bonrapis

3aTBEpPKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHMW 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifIHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerysisipHUX 3BITIB 3
6esneku.




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
14. MEHTABICTIH TabneTkn, BKpUTI MicTpan AHrniA BMPOBHULITBO IcnaHis/ peecTpauist Ha 5 pokis 3a He UA/19632/01/01
NNiBKOBOIO Kenitan roTOBOI NiKapCbKoi Bonrapis MepioAnYHICTb NOAAHHS PErysipHO peyernmom nionsieae
o6osoHkoto, no 10 MeHemKmeH dopmu, NepBrHHA OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaHO A0
Mmr, no 10 TabneTok T NimiTeq, Ta BTOPUHHA Mopsaky 34iiCHeHHs hapMakoHarnaay,
y 6nicTepi, no 3 ynakoBka, 3aTBEPKEHOr0 Hakasom MiHicTepcTea
6nictepu B nauyj KOHTpOsb cepii, OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHoro B
CiHTOH XicnaHis, MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
C.J1., IcnaHis; poky 3a Ne 73/13340 (y pefakuii Hakasy
nepBuHHa Ta MiHicTepcTBa OXOPOHM 30P0B'A YKpaiHu Big,
BTOPUHHA 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
ynakoBka: [xi | 3rigHO 3i CTPOKaMK, 3a3HaYeHMUN y
dapmacbloTikanc, nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
Ntp, Bonrapis 6e3neku.
15. MOKCU®DTIOKCA | TabneTku, BKpUTI TOB YkpaiHa NAT Ykpaina PeecTpauisa Ha 5 poki 3a He UA/19633/01/01
LWMH NNiBKOBOIO "APTEPIYM "KuiBmegnpenapa MepioAnYHICTb MOAAHHS PEryspHO peyenmom nionsieae
060/10HKOH0, Mo 400 nTa" T OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
Mr, no 5 TabneTok B Mopsaky 34ilicHeHHs hapMakoHarnaay,
6nictepi, no 1 3aTBEpPKEHOro Hakasom MiHicTepcTea
6nictepy B nauui OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
6e3neku.
16. nPonoeon eMy/bCia ans EnEnCi Ipy3sia K.T. Pomdhapm PymyHis peecTpauist Ha 5 pokis 3a He UA/19634/01/01
POM®APM iH'eKLil Ta iHdy3il, Pomdpapm Komnani C.P.J1. MepioAnYHICTb NOA4AHHS PErynsipHO peyernmom nionsieae
10 mr/mn, no 20 mn KomnaHi (NpuroTyBaHHsA OHOBJOBAHOrO 3BITY 3 6€3MNeKn, BigNOBIAHO 40
Y CKISAHOMY Ch/1aKOoHi [xopaxus PO34MHy, pO3NMB Y Mopsaky 34iicCHeHHs hapMakoHarnagy,
3 ryMOBO NPO6GKOID hnakoHu, KiHLeBa 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
Ta KoBMaykom tuny cTepwisauist; OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
donin-ocph, no 5 KOHTPO/1b AKOCTi 2006 poky Ne 898, 3apeecTpoBaHoro B
h1aKoHiB y BUXigHMX MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
KapTOHHIW nauuj martepianis, poky 3a Ne 73/13340 (y pegakuii Hakasy
NPOMIXHOro Ta MiHicTepcTBa OXOPOHUW 300P0B'A YKpaiHu Bif,
KiHL,EBOrO 26 BepecHsi 2016 poky Ne 996), CTaHOBUTb:
NpPOAYKTIB, 3riHO 3i CTPOKaMu, 3a3HAYEHUMN Y
BTOPVHHE nepiognuYHOCTI NOAAHHS PerysisipHUX 3BITIB 3
nakyBaHHs, 6esneku.
KOHTPO/Tb AKOCTI
Ta BUNYCK cepil)
17. NMCOTPION® renb, 50 Mkr/r/0,5 TOB «MIBE YKpaiHa Mibe TM6X HimeyunHa peecTpauisi Ha 5 pokis 3a He UA/19635/01/01




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
mr/r,mo 30ry YKPAIHA» ApuHaiimiTTens MepioanyHICTb NOAAHHSA PEryNsipHO peyenmom | nidssi2ae
dhnakoHi 3 OHOBJ/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
KpanesibHUM Mopsaky 34iicHeHHs hapMakoHarnaay,
fo3aTtopom Ta 3aTBepXEHOro Haka3zom MiHictepcTea
KPWLLKOIO, L0 OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
3arByHYyeTbLCA, Mo 1 2006 poky Ne 898, 3apeecTpoBaHoro B
ch1akoHy y nauui MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
18. PEKNIH PO3YUH AJ151 iH'EKLLINA, Berachapm Benuka XENM C.A. peuis peecTpauist Ha 5 pokis 3a He UA/19636/01/01
15mr/1,5mnno 1,5 TOB BpwuTaHis MepioAnYHICTb NOAAHHS PErysipHO peyernmom nionsieae
M B amnysi, no 5 OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO A0
amnyn B navui Mopsaky 34iiCHEHHS hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
19. PEHOTOP TabneTku, BKPUTI TOB HB® Ykpaina TOB HB® Ykpaina peecTpauist Ha 5 pokis 3a He UA/19637/01/02
NNiBKOBOIO «MIKPOXIM «MIKPOXIM» MepioAnYHICTb NOAAHHS PErynsipHO peyenmom | niosis2ae
o60n0Hkoto, no 50 » OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO 40
mr, no 10 TabneTok Mopsaky 34iicHeHHs dhapMakoHarnaay,
y 6nictepi, no 3 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
6nictepun y nauui 3 OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
KapToHy 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHg 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6esneku.
20. PEHOTOP TabneTkn, BKpUTI TOB HB® YKkpaina TOB HB® YkpaiHa peecTpauist Ha 5 pokis 3a He UA/19637/01/01
NNiBKOBOIO «MIKPOXIM «MIKPOXIM» MepioAnYHICTb NOAAHHS PErynsapHO peyenmom | niosis2ae

060/10HKOH0, M0 25
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y nauui 3
KapTOHY

»

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
Mopsigky 34iicCHeHHs hapmakoHarnasgy,
3aTBep/KeHOro HakasoM MiHicTepcTea

OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B




Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
21. COJNoYP TabneTtkn, BKpUTI Ecnapma HimeuunHa BMPOBHULITBO IHais/ PeecTpaujsa Ha 5 pokiB 3a He UA/19638/01/02
NNiBKOBOIO 6X Hepo3thacoBaHOro HimeyunHa MepioAnYHICTb NOAAHHS PErysipHO peyernmom nionsieae
o60osoHkKoto, no 10 NpoaykKTy, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO 40
mr, no 10 TabneTtok nepBuHHE Mopsaky 34ilicHeHHs hapmakoHarnagy,
y 6nicTepi, no 3 nakyBaHHs, 3aTBEPKEHOr0 Hakasom MiHicTepcTea
6nictepu y BTOPUHHE OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHIA ynakoBLi naxkyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTI: MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
Pa Yem dapma poky 3a Ne 73/13340 (y pefakuii Hakasy
nta, IHais; MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
BTOPUHHE 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
nakyBaHHS: 3rifiHO 3i CTPOKamu, 3a3HaveHMn y
Ecnapma d®apma nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
Cepsices 'M6X, 6e3neku
HimeyumnHa;
BUNYCK cepil:
Ecnapma 'm6X,
HimeyynHa
22. CO/loyYP TabneTkn, BKpUTI Ecnapma HimeuunHa BMPOBHULITBO IHais/ PeecTpauisa Ha 5 pokis 3a He UA/19638/01/01
NNiBKOBOIO 6X Hepo3chacoBaHOro HimeuyunHa MepioAnYHICTb MOAAHHS PEryspHO peyernmom nidnsieae
060/10HKO0, M0 5 Mr, NPOAYKTY, OHOB/IIOBAHOTO 3BITY 3 6e3Mneku, BigNOoBIAHO A0
no 10 TabneTtok y nepBuHHE Mopsaky 34ilicHeHHs hapMakoHarnaay,
6nictepi, no 3 nakyBaHHs, 3aTBEpPKEHOro Hakasom MiHicTepcTea
6nictepu y BTOPUHHE OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHHIiA ynakoBL,i naxkyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTI: MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
Pa Yem dapma poky 3a Ne 73/13340 (y pefakuii Hakasy
nta, IHais; MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
BTOPUHHE 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
nakyBaHHs: 3rifiHO 3i CTPOKamu, 3a3HaveHMn y
Ecnapma d®apma nepioguyYHOCTI NOAAHHSA PerynspHUX 3BITIiB 3
Cepsices 'M6X, 6e3neku
HimeuuunHa,
BMNYyCK cepil:
Ecnapma 'méX,
HimeuyunHa
23. TAUMELMKMIH niocpinizat ana EnEnCi Ipy3sia K.T. POM®APM PymyHis peecTpauist Ha 5 pokis 3a He UA/19642/01/01
POM®APM pO34UMHYy Ans Pomdapm KOMMAHI C.P.J1. MepioAnyHICTb NOAAHHA PerynsipHo peyenmom | niosisg2ae
iHdysili no 50 mr, no Komnani (BMPOGHMLTBO Ta OHOBJ/1OBAHOIO 3BITY 3 6e3NeKn, BigNoBIgHO A0
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
10 dhnakoHiB y [hxopmpxns nepBUHHE Mopsaky 34iicHeHHs dhapMakoHarnagy,
KapTOHHII navi nakyBaHHs 3aTBepKeHOro HakasoM MiHicTepcTBa
NiKapcbKoro OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
3acoby; 2006 poky Ne 898, 3apeecTpoBaHoro B
BTOPVHHE MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
nakyBaHHs, poky 3a Ne 73/13340 (y pefakuii Hakasy
KOHTPO/1b MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Big,
KiHLLeBOro 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
NPOAYKTY Ta 3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
BWMYCK Cepil) nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
24. TEHOMIO® niogpinisat gns EnEnCi Ipysis NpUroTyBaHHs PymyHis peecTpauist Ha 5 pokis 3a He UA/19388/01/01
pO34nHy AnA Pomdapm PO34MHy, PO3NMB Y peyennmom | nidsigeae
iH'ekwji1, no 20 mry KomnaHi h1akoHu, MepioAnYHICTb NOAAHHSA PErynspHO
chnakoHi, no 1 [xopoxusa niodhinbHa cyLuka, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
chnakoHy Ta 1 rO/TI0BHWI ckNag;: Mopsaky 34iiCHeHHs dhapMakoHarnsay,
amnyni 3 2 Mn K.T. Pomdhapm 3aTBepKEeHOro Haka3oM MiHicTepcTBa
pO34nHHKKa (BOAA KomnaHi C.P.J1., OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
ONs iH'eKUiii) B PymyHis; 2006 poky Ne 898, 3apeecTpoBaHOro B
KOHTYPHIl KOHTPO/b SKOCTI, MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa 2007
YapyHKOBI BTOPUHHE poky 3a Ne 73/13340 (y pegakuii Hakasy
ynakosLi, no 3 nakyBaHHs1, MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
KOHTYPHUX Bunyck cepii: K.T. 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
YapyHKOBUX Pomdapm 3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
yMakoBKM B KomnaHi C.P.J1., nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
KapTOHHIM nayui PymyHis 6e3neku.
25. TPABOMNPOCT- Kpansi ouHi, 0,04 TOB YKkpaina TOB "®APMEKC Ykpaina PeecTpaujsa Ha 5 poki 3a He UA/19639/01/01
DPAPMEKC mr/mn, no 2,5 mny "®APMEKC reyn- MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom | niosnsizae
dhnakoHi, no 1 reyn" OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
chakoHy pasom 3 Mopsaky 34iicHeHHs dhapMakoHarnagy,
KPWLLIKOKO- 3aTBepAXeHOro Hakazom MiHictepcTea
KpanesbHuLel B OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
KOpo6Li 3 KapTOHY 2006 poky Ne 898, 3apeeCcTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
26. DECIro® po3unH Ana iH'ekuid, | ®.XodhcpmaH | LUBeiiuapis ®.XothpmaHH-/15 LBeliuapis PeecTpauis Ha 5 pokis 3a He UA/19640/01/02
1200 mr/600 mr, no H-J19 PoLu Pow /iTg, MepioAnYHICTb MOAAHHS PEryspHO peyenmom | nionsizae
15 mn y dhnakoHi, no nrp, OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0

1 donakoHy y
KapTOHHI KOpooLi

Mopsaky 34ilicHeHHs hapMakoHarnagy,
3aTBEpPKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHs 2007
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguyYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku
27. ®PECIro® po3uuH ANns iH'ekuid, | ®.XodcpmaH | LUBeiuapis ®.XohcpmaHH-/15 LLiBefiuapis PeecTpauis Ha 5 pokis 3a He UA/19640/01/01
600 mr/600 mr, no H-J19 Powwu Pow Ntg, MepioAnYHICTb NOAAHHSA PerynsipHO peuyenmom | nidsisizae
10 mn y donakoHi, no Nt OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
1 donakoHy y Mopsaky 34iicHeHHs dhapMakoHarnagy,
KapTOHHIA KOpooLi 3aTBepKEeHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku
28. ®dIACH PO3YUNH A5 iH'EKLIN, A/T HoBo [Janis Bunyck cepil. [JaHis peecTpauis Ha 5 pokis 3a He UA/19641/01/01
PJIEKCTAY 100 O4/mn; no 3 mn Hopgaick Brpo6HMUTBO MepioAnYHICTb NOAAHHSA PeErynsapHO peyenmom | niosnsizae
y KapTpumxax, NPOAYKTY, OHOB/IIOBAHOTO 3BITY 3 6e3neku, BiANOBIAHO A0
BKNafeHnx y HanoBHEHHA Mopsaky 34iicHeHHs dhapMakoHarnagy,
nonepegHL0 KaTpuapKy Ta 3aTBepXeHOro Hakazom MiHicTepcTea
3anoBHEHeHY nepesipka OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
6araTofo3oBy KapTpuoKy 2006 poky Ne 898, 3apeecTpoBaHoro B

0ZIHOPa30BY LUMPULL-
pyuKy; ofHa abo
M'ATb nonepeaHsLo
3anoBHeHUX LWNpuL-
py4ok (dnekcTau)
6€e3 ronok B
KapTOHHIA Kopoo6Li

o6'emom Ha 3 mn,
KOHTPO/b AKOCTI
KapTpuaxy
o6'emom 3 mn: A/IT
Hoso Hopgaick,
[NaHis;
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
roTOBOro NPOAYKTY
Yy LnpuL-pyyKy
AN BBEEHHA
PDS290,
KOHTPO/Ib SKOCTI
KapTpumxy
06'emom 3 M,
LUNPUL-PYYKA NS
BBE/leHHs
PDS290: AIT
Hoso Hopaick,

MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[00P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
[aHis

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaveBTUUHOro 3abesneyvyeHHs

IBaH SAABOPHUX




NMEPENIK
NMEPEPEECTPOBAHUX NTIKAPCBKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTYHUX NPEMAPATIB), AKI BHOCATbCA
40 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 2
[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY
peecTpauito (nepepeecTpadito)
JNiKapcbKMX 3ac06iB (MeguUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
MaTepianie»
Bix 29 cepnns 2022 poky Ne 1547

Ne Hassa dopma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
1. ANOKCI® PO34MH ANA iH EKLi, XenciHH IpnaHgis Brpo6HMLTBO PpaHuia/ MepepeecTpauisi Ha HEOOMEXEHMIA TEPMIH 3a He UA/16037/01/01
250 mkr/5 mn; no 5 Bipekc Hepo3gacoBaHol Ipnangis OHOB/EHO iHGhopMmaLito y po3ginax peuyenmom niosnsea
My dhriakoHi; no 1 dapmach npoaykKuii, NnepBnHHe "®apmakonorivyHi B1acTmBocTi”, €
onakoHy B loTikasic nakyBaHHs: "MpoTunokasaHHs", "OcobnnBOCTI
KapTOHHIlA KOpO6L nra. ®APEBA MAY, 3acTocyBaHHs", "3acTocyBaHHA y nepiog,
®paHuis; BariTHOCTi abo rogyBaHHs rpyaa” (4o4aTKoBi
Brpo6HMLTBO 3acTepexeHHs), "34aTHICTb BNAMBaTK Ha
Hepo3acoBaHol LIBMAKICTb peakLii Npu KepyBaHHi
npoayKuii, NnepBnHHe aBTOTPaHCMNOPTOM abo iHLWUMY MexaHisMamm”,
nakyBaHHs, KOHTPONb "Cnoci6 3acTocyBaHHsA Ta 403U" (YTOUHEHHS
cepii: iHchbopmawii), "Mepeno3sysaHHsA", "Mo6iYHI
®APEBA MAY, peakuii”, "HecymicHicTb", "YnakoBka"
PpaHuis; (pepaxuiliHi npaBku) IHCTPYKUIT AN MeANYHOro
BignosiganbHuii 3a 3acTocyBaHHSA MikapCcbKoro 3acoby BiANoOBiAHO
BTOPUHHE NaKyBaHHS [0 matepianiB peecTpauiiHoro focChbe.
Ta BUMYyCK cepii: MepiognyHICTb NOAAHHS PerynsipHo
XenciHH bipekc OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO 40
dapmacbloTikasc Mopsaky 34iicHeHHs dhapMakoHarnagy,
nta., lpnaHgis 3aTBepKeHOro HakasoM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiogMYHOCTI MOAaHHS PErynsipHuX 3BiTiB 3
6esneku.
AHACTPO30N TabneTku, BKpUTI Mictpan AHrnis (BMpPOGHMLTBO Icnanis/ MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/16472/01/01
- BICTA N/1iBKOBOIO Kenitan (noBHWIA uyKn), HimeuunHa OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsiea
060/10HKO0, N0 1 Mr MeHeKm BK/THOHAI0UMN BUMYCK MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby €
no 14 tabnetok y eHT cepii) B po3ginax "OcobamMBoCTi 3acToCyBaHHS",
6nicTepi; no 2 Nimiteq CiHToH XicnaHis, C.J1., "3acTocyBaHHs y nepiod BaritTHocTi abo
6nictepu B IcnaHis; rogysaHHa rpyaar”, "MepeaosysaHHsa",
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsioYeHHs1

KapTOHHI KopoobLi

(nakyBaHHS)
PotteHgopt ®apma
'm6X, HimeuunHa

"Mo6iuHi peakwyji" BigNoBigHO Ao iHhopmauii
pediepeHTHOro /ikapcbKoro 3acoby
(Arimidex® 1 mg film-coated tablets).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6€3neku, BigNoBigHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBepAXeHOro Haka3zom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

BIMOMNTUK
POM®APM

Kpansi O4Hi, po3ynH
0,3 mr/mn; no 3 Mny
chnakoHax, no 1 abo
3 thnakoHn y
KapTOHHI Kopobui

K.T.
POM®AP
M
KOMIMAHI
C.P.N.

PymyHis

K.T. POM®APM
KOMIMAHI C.P.J1.

PymyHis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS /likapCbKoro 3acoby
y po3sginax: "®apmMakonoriyHi BnactnsocTti”,
"Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mepeno3ysaHHa", "Mo6Gi4HI peakuii™
BiANOBIAHO A0 iH(hopMaLii Woao MeguyHoro
3acTocyBaHHs pehepeHTHOro Nikapcbkoro
3acoby (JIYMITAH, kpansi 04Hi, po3yuH).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 3[40PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
niosnsea
€

UA/16474/01/02

BITONPUN

Tabnetku no 2,5 wr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

CTALA
ApuHavimit
Tens Al

HimeuunHa

Bunyck cepiii: CTAOA
ApuHarimitTens Arl,
HimeuuunHa;
Bupo6bH1uTBO,
nepBUHHe Ta
BTOPWHHE MaKyBaHHS:
CTENNAG®APM O0)K.B.
KO., TA. -

HimeuunHa/
B’eTHam

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHoBMEeHo iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby
B po3ginax "MpotunokasaHHs", "B3aemopisn 3
HLIMMKM NikapcbkMKM 3acob6amu Ta iHLWi BUuam
B3aemogiit”, "OcobamBOoCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo

rogyBaHHs rpyaar” (6esneka), "3aatHicTb

3a
peyenmom

He
niosnsea
€

UA/3886/01/01
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nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
CTENNA®APM [1K.B.
KO., NTA, -
nAPO34IN 1,
B’eTHam;
MepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b/BMNPOGYBaH
H$1 cepiit:
CTAIA
ApuHaiimitTens Arl,
HimeuunHa

B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar” (6esneka), "3gatHicTb
BM/IMBATY Ha LUBMAKICTb peakLjii Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHLWMMN MexaHiamamun',
"Cnoci6 3acTocyBaHHS Ta fo3un” (6esneka),
"MepeposysaHHA", "T06GIYHI peakui™
BiANOBIAHO [0 OHOBMEHOT iHhopMmaLi 3
6e3neku fjloyoi pevyoBUHU NiKapCbKoro
3acoby.

MepioanyHICTb NOAAHHSA PErynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO f0
Mopsaky 34ilicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
mapo34in 1, BM/IMBATY Ha LIBWAKICTb peakLil Npu KepyBaHHi
B’eTHam; NepBUHHE Ta aBTOTPAHCMOPTOM abo iHLWMMU MexaHizmamun',
BTOPVHHE NakKyBaHHS, "Cnoci6 3acTocyBaHHsa Ta fo3u" (6e3neka),
KOHTPO/b/BMNPOGYBaH "MepepnosyBaHHa", "Mo6ivHI peakuii”
Hs cepiii: CTAOA BiANOBIAHO 4O OHOBMEHOI iHChopMaLi 3
ApuHaiimiTTennb AT, 6e3nekun fjitoyoi pevyoBNHN NiKapCbKoro
HimeuunHa 3aco0y.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO 40
Mopsaky 34iicHeHHs dhapMakoHariagy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYeHMK Yy
nepiogMYHOCTI MOAaHHSA PErynspHuX 3BiTiB 3
6esneku.
5. BITONPUN TabneTtky no 5 mr no CTALA HimeyunHa Bunyck cepili: HimeuunHa/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/3886/01/02
10 TabneTok y ApuHaiimit CTALA B’eTHam OHOBEeHO iHdhopMaLito B IHCTpyKLii ans peyenmom nionsiea
6nictepi; no 3 Tens Al ApuHaiimiTTens Arl, MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby €
6nicTepu B HimeuunHa; B po3ginax "lMNpotunokasaHHsa", "B3aemogis 3
KapTOHHIA KopoobLi Brpo6HMUTBO, IHLIMMKM NikapcbkMKU 3aco6amMu Ta iHLWi BUuam
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KapTOHHI Kopoobui

nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
CTE/NNTAGAPM [1K.B.
KO., NT4. -
napPo3ain 1,
B’eTHam;
MepBuHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPONb/BMNpPOGYBaH
HS cepiit:
CTALA
ApuHarimitTens Arl,
HimeyunHa

B3aemogiit, "OcobamBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (6esneka), "3gatHicTb
BM/IMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM abo iHLIMMU MexaHi3mamu',
"Cnoci6 3acTocyBaHHsa Ta fo3n" (6esneka),
"MepenosyBaHHa", "Mo6iuHI peakuii”
BiANOBIAHO 4O OHOBAEHOI iHChopMaLii 3
6e3nekun 4ityvoi pevyoBMHN NiKapCbKOro
3aco0y.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBepAXeHOro Hakasom MiHictepcTea

OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHs

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6. BITONPUN Tabnetkv no 10 mr CTALA HimeuunHa Bunyck cepiii: HimeuunHa/ MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/3886/01/03
no 10 Tabnetok y ApuHaiimit CTALA B’eTHam OHOB/IEeHO iHghopmaLito B IHCTpYKLi ans peuyenmom niosnsza
6nictepi; no 3 Tens Al ApuHaiimiTTens Arl, MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby €
6nictepu B HimeuunHa; B po3ginax "lNpotunokasaHHs", "B3aemogis 3
KapTOHHilA KopooLi Bupo6H1uTBO, iHLWIMMK NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
nepBrHHe Ta B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
BTOPUHHE MaKyBaHHS: "3acTocyBaHHs y nepio BaritTHocTi abo
CTENNA®APM [1K.B. rogyBaHHs rpyaar” (6esneka), "3gaTHicTb
KO., NTA. - BMNAMBATY Ha LBWAKICTb peakLiii Npu KepyBaHHi
mapo34in 1, aBTOTPaHCMNOPTOM abo iHWUMY MexaHisMamm”,
B’eTHawm; "Cnoci6 3acTocyBaHHs Ta fo3u" (6esneka),
lMepBuHHE Ta "MepeposyBaHHa", "Mo6ivHI peakuii”
BTOPUHHE MaKyBaHHS, BiANOBIAHO [0 OHOBMEHOT iIHhopMaLi 3
KOHTPO/b/BUNPO6GYBaH 6e3neku fjloyoi pevyoBUHU NiKapCbKOro
HA cepilt: 3aco06y.
CTALOA MepioanyHICTb NOAAHHSA PErynsipHO
ApuHaiimiTTens Arl, OHOBJ/IOBAHOrO 3BITY 3 6€3nekn, BigNoBIAHO A0
HimeuunHa Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBepAXEHOro Haka3om MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
7. BITONPUN Tabnetku no 20 mr CTALA HimeuunHa Bunyck cepiii: HimeuunHa/ MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/3886/01/04
no 10 TabneTtok y ApuHaimit CTALA B’eTHam OHOB/EHO iHdhopmauito B IHCTpyKLiT ans peyernmom niosnsea
6nicTepi; no 3 Tens Al ApuHaiimitTens Arl, Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby €
6nictepu B HimeyunHa,; B po3ginax "MpotunokasaHHa", "B3aemopisn 3
Brpo6HMUTBO, HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUAm
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KapTOHHIl KopooLi

3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat” (besneka),
"MepenosyBaHHA", "Mo6i4HI peakuii”
BiANOBIAHO 4O OHOBEHOI iHGhopMaLi 3
6e3nekmn Ailoyrx pevyoBUH NiKapCcbKoro 3acooy.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 34,0POB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHVMUN Y
nepiogMYHOCTI MOAaHHS PErynsipHuX 3BiTiB 3
6esneku.
8. MNAPOKCU3WUH- | TabneTku, BKpUTI ToBapucT Ykpaina BCi cTagii YkpaiHa MepepeecTpavis Ha HEOBMEXEHWNI TEPMIH 3a He UA/16404/01/01
3H N/1iBKOBOIO BO 3 BMPOGHMLTBA, OKpIM OHOBnEeHo iHdhopMaLito B IHCTpyKLi ans peyenmom nionsiea
060/10HKO0, N0 25 06MexeHo BUMYyCKy cepii, MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby €
mr, no 10 TabneTok 10 KOHTPO/Ib SIKOCTI: y po3ginax "dapmakosnoriyHi BNacTmBocTi",
y 6nicTepi; no 3 Bignosiga ToBapucTBo 3 "Moka3aHHs" (yTOUHEHHS iHchopmaLii),
6nictepu y Kopobui; NbHICTIO 06MeXeHo "MpoTnnokasaHHA", "B3aemogis 3 iHWMu
no 10 TabneTok y "XapkiBCbk BiANOBIAA/TIbHICTIO nikapcbkMmn 3acobamu Ta iHWi BUam
6nicTepi; no 10 e "®APMEKC IPyn", B3aemogiit, "OcobamBOoCTi 3acToCyBaHHS",
Tabnetok y 6nictepi; | thapmaues YKkpaiHa; "3acTocyBaHHSA y nepiof BariTHOCTi abo
no 1 6nictepy y TUYHe BUMYCK Cepii: rogyBaHHs rpyaar” (YTouHeHHs iHdhopmadi),
Kopobui nignpvemc ToBapucTBo 3 "34aTHICTb BNMBATY HA LUBWAKICTb peakLiii
TBO 06MeXeHo npu KepyBaHHi aBTOTPaHCNopPTOM abo iHLWMMKN
"300poB'a BigNoBifa/IbHICTIO mMexaHismamn”, "Cnoci6 3acTocyBaHHs Ta
Hapoay" "XapkiBcbke [03n" (YTOYHEHHs iHdhopmadii),
hapmaueBTUyHe "MepeposysaHHA", "T06GIYHI peakui™
nigNPUEMCTBO BiAMNOBIAHO A0 iHGopMaLii pedhepeHTHOro
"340poB's Hapoay", nikapcbkoro 3acoby Atapakc,TabneTku BKpUTi
YKpaiHa NNiBKOBOIO 060/10HKOO MO 25 Mr.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO f0
Mopsaky 34ilicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku
9. rPUNNOCTAL Kancynu Teepai; no CTALA HimeyunHa CTALA HimeyunHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsiea UA/4648/01/01
®C 10 kancyny ApuHaimit ApuHalimitTrens Al BHeceHO OHOBMEHY iHhopmaLito B IHCTPyKL,it0 peuenma €
6nictepi; no 1 a6o 2 Tenb Al L1151 MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro
6nictepu y 3acoby Ao posgainis "OcobnmBocTi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBepXEHOro Haka3zom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
10. ®OCDPOMIUNH | nopoLuok TosapucT Ykpaina IHTEPKBIM C.A. AE Mekcuka MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH - He UA/16664/01/01
Yy (cybeTaHuis) y BO 3 L.B. nionsiea
TPOMETAMO/T | noagiiHnx 06MeXeHo €
nonieTnIeHoBUxX 10
nakeTtax gnsa Bignosiga
thapmaLeBTUYHOro NBHICTIO
3acTocyBaHHA "®apmaue
BTWYHA
KoMnaHis
"3popos'a”

B.o. NeHepanbHOro gupekropa Aupekropary
chapmaueBTUUHOrO 3abe3nevyeHHA

IBaH 3SAABOPHUX




NEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX SACOBIB YKPAIHU

AopaTtok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHY

peecTpauito (nepepeecTpadito)
JNiKapcbKMX 3ac06iB (MeguUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux

MaTepianie»

Bix 29 cepnns 2022 poky Ne 1547

no 4 6nictepn y
KapTOHHiA Kopoo6Li

NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
Me[MYHOr0 3aCTOCYBaHHS Ha NifcTasi perynspHo
OHOBJIHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKOro 3acoby
B MicnsipeecTpauiiHnii nepiog, abo sk pesynbTaT OLiHKN
3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
nepiatpuyHunx gocnimpkerb (PIP) (3MiHY y3ropkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTpyKLUii AN MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3zinis "B3aemogis 3 iHLWMMW AikapCbKMMMn
3acob6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocTi
3acTocyBaHHs", "MNo6ivHi peakuii" Wwoa0 6e3neku

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs
1. AN3ENIN TabneTku, BKpUTI 3AT YroplmHa 3AT YropLmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/10701/01/02
o060n10HKot0, No 10 dPapmaneBTUY dapmanleBTUYHNI Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
Mmr; no 14 TabneTok HWli 3aBof, 3aBog ElIC hapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuLi
y 6nicTepi; no 2 abo ErIC nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
no 4 6nictepn y MeAVYHOro 3aCTOCYBaHHA Ha NifCcTasi perynsipHo
KapTOHHIA KopooLi OHOB/IOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acToCyBaHHS NiKkapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpuyHnx gocnigpxerb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OpraHom) 3MiH1 BHECEHO
[0 [HCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS /ikapCbKoro
3acoby [0 po3ainis "B3aemogist 3 iHLLIMMW MiKapCbKMMMn
3aco6amu Ta iHWi Buan B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHsA", "Mo6ivHi peakuii” woao 6e3neku
3aCTOCyBaHHSA fjl040il peyoBUHU BiAMOBIAHO A0
pekomeHgauin PRAC.
2. AN3ENIN TabneTku, BKPUTI 3AT YropLumHa 3AT YropLumHa BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu | 3a UA/10701/01/01
0060/10HKOW, M0 5 Mr; | dapmaueBTVy dapmaueBTUUHUI MRy - 3MiHKM WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 14 tabneTtok y HWA 3aBOf, 3aBop ElC hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
6nictepi; no 2 abo EriC
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KapTOHHI/ KopoobLi

AKOCTi, BTOPUHHY
yNakoBKy, Bidya/ibHa
iHCnekuis,
MapKyBaHHS1, BUMYCK
cepii: OkTachapma
PapmaueBTuKa
MpogykTioHcrec.
M.6.X., ABCTpis;
BUPOBHUK,
BiAnoBiganbHMI 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNakoBKy, KOHTPO/b
AKOCTI, BUNYCK cepil:
Oxtachapma AB,
LLIBeLis; BUPOOHUK,
BiANOBiAa/IbHWIA 3a
BUPOBHMLTBO in-
bulk, nepBnHHY
yNaKkoBKY, KOHTPO/1b
AKOCTI, BUNYCK cepil:
OkTadhapma,
dpaHLis; BUPOOHNK,
BiagnoBiganbHMii 3a
BMPOGHMLTBO in-

cepTudiikaTa BignosigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOB/IeHWIA cepTudikaT Big,
yXe 3aTBeppKeHoro BUpobHuka - OHOBMEHHS cepTudikaTty
BiANOBIAHOCTI AN renapuHy HaTpilo Big, yxe
3aTBepxeHoro BupobHuka Nanjing King-Friend
Biochemical Pharmaceutical Co. Ltd. 3atBepgxeHo: R1-
CEP 2005-070-Rev 01. 3anponoHoBaHo: R1-CEP 2005-
070-Rev 06

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3aCTOCyBaHHSA Ajl040i pevyoBUHU BiAMOBIAHO A0
pekomeHgauiin PRAC.
3. ATMATENNb®A CYyCneHsis opasibHa; TOB "TeBa Ykpaina BankaHdapwma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 6e3 UA/0879/01/01
no 170 mny YkpaiHa" TposiH AT - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTiI/lE- peyenma
donakoHi; no 1 cepTudikaT BignoBigHOCTI EBponeichkiii
donakoHy y thapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHI navi OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
pasom 3 cepTudpikaTa BignosiaHOCTI EBponeiickbkilt hapmakoner:
[,03yBaJ/IbHOIO onsa A®l; ona BuxigHoro matepiany/peareHTy/npoMiKHOro
NoXKoto; no 10 mny NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
nakeTuky; no 10 a6o [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
20 nakeTukiB y €Bponeiickkii hapmakonei) - OHOBNEHNI cepTudikaT Big
KapTOHHIM navi y)Xe 3aTBepAXeHOoro BUpobHuka. NMogaHHA OHOB/IEHOTO
cepTudikaTa BignosiaHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2004-008-Rev 06 (3atBepmkeHo: R1-CEP 2004-
008-Rev 05) ans A®| BeHsokaiH Bif, BXe 3aTBepAKEHOro
BMpo6HMKa Changzhou Sunlight Pharmaceutical Co. Ltd.,
Kutai.
4, ANNbBYHOPM 20 PO34UH N8 iHQy3il, OkTadapma ABCTpIA BUPOGHUK, ABcTpis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/17703/01/01
% 200 r/n, no 50 mn dapmaLeBTuk BiagnoBiganbHMii 3a Lseuis/ - 3MiHn 3 siKocTi. CepTuddikat BignosigHOCTI/TE- peuenmom
a60 100 M po3unHy a BMPOGHMLTBO in- PpaHuis/ cepTudikaT BignoBigHOCTI €Bponeicbkiii
y thnakoHi, no 1 MpoaykTioHcre bulk, nepBuHHy HimeyunHa thapmakonei/MoHorpadii. NogaHHs HoBOro abo
donakoHy B c. M.6.X. yNakoBKY, KOHTPO/1b OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUNYYEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

bulk, nepBuHHY
ynakoBKy, KOHTPO/1b
AKOCTI, BUNYCK cepil:
OxkTadapma
MpogaykTioHcrecenw
adt JoitunaHg M6X,
HimeuuunHa;
BUPOBHUK,
BiANOBIAaIbHUIA 3a
BizyasibHWiA
KOHTPO/b,
MapKyBaHHs Ta
BTOPVIHHY YNaKOBKY:
OxkTathapma [leccay
'm6X, HimeyunHa

ANbBYHOPM 25
%

pO34uH ANs iHQys3il,
250 r/n no 50 mn
a60 100 M po3unHy
y donakoHi, no 1
donakoHy B
KapTOHHI/ KopoobLi

OkTadhapma
dapmaLeBTuK
a
MpopykTioHcre
c. M.6.X.

ABCTpist

BUPOGHUK,
BiAnoBiganbHMii 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKkoBKy, KOHTPO/1b
AKOCTI, BTOPUHHY
yNakoBKy, BidyasibHa
iHCnekuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dapmaueBTuKa
MpogykTioHcrec.
M.6.X., ABCTpis;
BUPOBHUK,
BiAnoBigaNbHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKkoBKy, KOHTPOJIb
AKOCTI, BUNYCK cepil:
Oxtachapma AB,
LLiBeLjis; BUPOOHUK,
BiANOBiAa/IbHMI 32
BUPOBHMUTBO in-
bulk, nepBuHHY
yNaKoBKY, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTadhapma,
®paHLis; BUPOOHNK,
BiAnoBiganbHMii 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy, KOHTPO/1b
AKOCTI, BUNYCK cepil:

AscTpis/

Lseuis/

PpaHuis/
Himeyunna

BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHu 3 siKocTi. CepTudikat BignosigHoOCTI/TE-
cepTugikaT BiANOBIAHOCTI €BpPONenchbKil
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkii hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBeppKeHoro BUpobHuka - OHOBNEHHS cepTudikaty
BiANOBIAHOCTI 4719 renapuHy HaTpilo Big, yxe
3aTBepxeHoro BupobHuka Nanjing King-Friend
Biochemical Pharmaceutical Co. Ltd. 3atBepmaxeHo: R1-
CEP 2005-070-Rev 01. 3anponoHoBaHo: R1-CEP 2005-
070-Rev 06

3a
peyenmom

UA/17703/01/02
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KapTOHHI/ KopoobLi

AKOCTI, BTOPUHHY
yNakoBKy, BidyasibHa
iHCnekuis,
MapKyBaHHs1, BUNYCK
cepii: OkTacdhapma
dapmaueBTuKa
MpogykTioHcrec.
M.6.X., ABCTpis;
BUPOBHUK,
BiAnoBigaNbHWI 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKkoBKy, KOHTPOJIb
AKOCTI, BUNYCK cepil:
Oxtachapma AB,
LLiBeLis; BUPOOHUK,
BiANOBiAa/IbHMIA 32
BUPOBHMLTBO in-
bulk, nepsnHHY
yNaKkoBKY, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
OkTadhapma,
®paHLis; BUPOOHNK,
BiAnoBiganbHMiA 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy, KOHTPO/1b
AKOCTI, BUNYCK Cepil:
OxkTadapma
MpogaykTioHcrecenw
agpt JonunaHg M6X,

cepTudiikaTa BignosigHOCTI EBponelickkiin dhapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBeppKeHOro BUpobHuka - OHOBNEHHS cepTudikaty
BiANOBIAHOCTI 4719 renapuHy HaTpilo Big, yxe
3aTBepxeHoro BupobHuka Nanjing King-Friend
Biochemical Pharmaceutical Co. Ltd. 3atBepaxeHo: R1-
CEP 2005-070-Rev 01. 3anponoHoBaHo: R1-CEP 2005-
070-Rev 06

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
OxkTadapma
MpogaykTioHcrecenw
adt JoitunaHg M6X,
HimeuuunHa;
BUPOBHUK,
BiANOBIAaIbHUIA 3a
Bizya/ibHWiA
KOHTPO/b,
MapKyBaHHs Ta
BTOPVIHHY YNaKOBKY:
OxTathapma [leccay
'm6X, HimeyunHa
6. ANbBYHOPM 5% | po3uvH Ans iHdysii, OkTadapma ABCTpist BUPOGHUK, AscTpis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/17703/01/03
50 r/n no 100 mn, dapmaLeBTuk BiAnoBiganbHMiA 3a Lseuis/ - 3MiHu 3 sikocTi. CepTudikat BignosigHoOCTI/TE- peuenmom
250 mn a6o 500 mn a BMPOGHMLTBO in- PpaHuis/ cepTudikaT BignoBigHOCTI €EBponeincbkiii
pO34uHY y hnakoHi, MpopykTioHcre bulk, nepBuHHy HimeuyunHa thapmakonei/MoHorpadii. NogaHHs HoBOro abo
no 1 cpnakoHy B c. M.6.X. yNakoBKY, KOHTPO/Ib OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
HimeuumnHa;
BUPOBHUK,
BiANOBIAabHUIA 38
Bi3ya/ibHWi
KOHTPO/b,
MapKyBaHHS Ta
BTOPVIHHY YNaKOBKY:
OxTathapma [leccay
'm6X, HimeyunHa
7. AMIHA3VH PO34YUH A1 iH'EKLIN, MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/5159/01/01
25 mr/mn; no 2 mn B "Tanuudapm" - 3MiHM 3 AkocTi. APl BUpo6HMLTBO. 3MiHA BUPOBGHMKA peuenmom
amnyni; no 10 BWXi4HOro/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
ammnys y KOHTYpPHIi BMKOPVCTOBYIOTBCS Y BUPO6HMYOMY npoteci Adl, abo
YapyHKOBIl 3MiHa BUPOGHMKa (BK/HOYatouu, e HeobxigHo, Micue
ynakosui; no 1 NpoBefEeHHs KOHTPO/IHO skocTi) AP (3a BigCyTHOCTI
KOHTYPHIl cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
YapyHKOBIll ynakoBLi 3aTBEPAKEHOMY [10ChE)(3anponoHOBaHNA BUPOGHUK
B nauvj; no 2 mn B HaslexuTb [0 Tiel camoi BUPOOHUYOT rpynu MignpuemMcTs,
amnyni; no 10 Lo 11 3aTBEPAXKEHNIT). BnpoBamxeHs HOBOI BUPOGHMYOT
amnyn y kopoo6uj; ninbHUUi ons APl XnopnpomasuHy rigpoxnopug, (Unit 2/
no 2 Mn B amnyni; RL-GB)«R.L. Fine Chem», IHgis.
no 10 amnyny
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIl yrnakoBLj
B nauuyj;
no 2 ma B amny/i;
no 10 amnyny
Kopo6L,.
8. AHANIPOH PO34UH AN1st iHQY3il, AHaHTa Benvka €ponalic IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14971/01/01
10 mr/mn, no 100 mn | Megikeap N74. BputaHis XenTtkeap MBT. /T4, TUny - 3MiHY WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
npenapary B hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
KOHTeliHepi; no 1 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
KOHTeliHepy B MeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
KapTOHHIA Kopoo6Li OHOB/IHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKOro 3acoby
B nicnspeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHKM
3BiTY 3 LOCNiMKeHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM) 3MiHN BHECEHI
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYyBaHHS NiKapCbKOro
3acoby y po3ginun "OcobnnBocCTi 3acToCyBaHHA"
BiANOBIAHO A0 OHOBNEHOI iHChopMaL,ii 3 6e3neku Ajiroyol
peyoBunHW. BBeAEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPAKEHHS
9. ACIMPIKC cnpeli HazaibHWI TOB HB® YKpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3MiHu | 3a UA/14621/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[030BaHuii, 15,75
mr/go3a, no 4 mn (40
[03) y donakoHi; no 1
chnakoHy y nauui 3
KapToHy

"MIKPOXIM"

"MIKPOXIM"

TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn 0 y3arasibHeHNX
AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/lbHeHNX JaHnx nNpo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6Mu, BiANOBiAaIbHOI 3a
3AilicHeHHA hapMakoHarnszy; KOHTaKTHOT ocoou 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif,
YNOBHOBaXXeHOI 0c0o6M, BiANOBIfaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa yNnoBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.

Litoua pepakuis: Xyp6a Ninis BonognMupisHa.
MponoHoBaHa pepfakuis: €scTparosa IpuHa IropiBHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLLe3HaxopKeHHs1 macTep-aiina cuctemu
hapmakoHarnsagy. 3miHa micus 34iCHEHHSI OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.

peyerimom

10.

AYPOLOAHC

PO34nH A1 iH ek,
2 mr/Mn; no 2 mn
abono 4 mn B
amnyni; no 5 amnyn
Y KapTOHHIli kopoobui

AypobiHgo
®apma 114

IHais

Aypobingo ®apma
Nimiteq - FOHIT IV

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisapHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnimpkerb (PIP) (3MiHy y3ropkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom). 3MiHV BHECEHI
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "OcobnmneocTi 3acTocyBaHHs", "Mo6iuHI
peakujii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Lito4oi pevyoBuHW. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB 3
0aTV 3aTBEPPKEHHS.

3a
peyerimom

UA/15369/01/01

11.

BE/ICA

Kancynu no 10
Kancyn y énictepi;
no 3 a6o 9 6nictepis
y nauuj

TOB "OKnM
"®GapmaueBTu
yHa habpuka"

YKpaiHa

TOB "[OKr

"®apmaueBTnyHa

habpuka"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TUNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkmii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onoMixXHUX peyoBMHax) roToBoro

nikapcbKoro 3acoby (cmakoBi J06aBkn abo 6apBHUKM) -
[opaBaHHs, BUTyYeHHs abo 3aMiHa - AoAaBaHHsA
6apBHVKa B cknagi kancynu (iHgurotuH (E 132)), 3
BigNoBigHWMYK 3miHamu B p. «Cknag» Ta «Onvc» MKA N3.
3MiHV BHeceHi y po3ginu "Cknag" (4onoMkHI peqyoBuHN)
Ta "flikapcbka dhopma” (OCHOBHI (Pi3nKO-XiMiUHI
BN1ACTMBOCTI) B iIHCTPYKL,tO A5 MEANYHOIO 3aCTOCYBaHHSA
NikapCbKOoro 3acoby Ta siK HacNifoK - y TEKCT MapKyBaHHS

6e3
peyenma

UA/18710/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
YyNakoBKM NikapCbKoro 3acoby.
12. BEPOAYAN® H aepo3o/ib BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHA 3a UA/5322/01/01
[030BaHuii no 10 mn IHrenbxainm a IHrenbxanm ®apma HanucaHHA ynakoBKu B Hakasi MO3 Ykpainu Ne 987 Big peyenmom
(200 iHransAuin) y IHTepHeLwwH v6X i Ko. KI' 09.06.2022 B npouieci BHECEHHSA 3MiH (3MiHu | Tuny -
MeTasieBoMy 6X 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarnisgy
6as10HuMKY 3 (iHLWi 3MiHW) BHECEHHSA 3MiH [0 METOZB KOHTPO/IIO AKOCTI
[,03yH0UnUM po3giny “Cknag”: 3atBepaxeHo:1 gosa mMicTuTb
KnanaHowm; no 1 3anponoHoBaHo: 1 iHransuis MicTuTb BBegeHHs 3MiH
6a/10HuMKY B NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHu | Tuny
KapTOHHIA Kopoo6Li - 3MiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKLIT 415 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3ginis "Cknag" 1a
"YnakoBka" Ta [0 TEKCTY MapKyBaHHA yNakoBKu
nikapcbKoro 3acoby, a came, 3aMiHEHO "f03a" Ha
"iHranauis" BignosigHO [0 MaTepiasnis peecTpaviiHoro
[ocbe. BBeeHHS 3MiH NpoTArom 6-Tm MicAuiB micns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN).
3MiHM BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao poszinis "Cknag”
(YyTOUYHEHO Ha3BW Aito40i Ta AONOMIXHOI pevyoBUHM 6e3
hakTMYHOT 3MiHM cKnagdy NikapcbKoro 3acoby),
"Oco6nMBOCTI 3aCTOCYyBaHHA" (YTOUHEHO iHdhopMmaLlito 3
6e3nekn JONOMDKHMX PEYOBUH). BBEeAEHHS 3MiH NPOTSArom
6-TV micALiB nicnsA 3aTBepAKEHHS. 3MiHN | TURY - 3MiHN 3
AKocCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
NiKapcbKoro 3acoby (iHLwi 3MiHWM) OHOBEHHS BXEe
3aTBEPKEHNX METOAIB KOHTPOJIHO AKOCTI NiKapCbKOro
3acoby, a came: BUKIaeHHA TEKCTY AepXXaBHOK MOBOIO
3iJHO CyYaCHWNX BMMOT 3 BHECEHHSIM KOPEKTOPCHKMX
npaBoK BifgNOBIAHO A0 OPUTiHANIBHUX AOKYMEHTIB.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEpAXEHHS. Pegakuia B Hakasi - no 10 mn (200 fos).
BipHa pegakuisi - no 10 mn (200 iHransuin).
13. BETANOA- PO3YMH HaLLKIPHWIA, ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/15025/01/01
340POB'A 100 mr/mn no 50 mn 06MexeHo obmexeHo - 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenma
a6o 100 mny BignoBsiganbHi BiANOBIgANbLHICTIO BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
dhnakoHi; no 1 CTH0 "®apmaueBTUYHa BMPOOHULTBA AN1S YACTUHU ab0 BCbOro BUPOGHNYOro
hnakoHy "®bapmaueBTu KoMnaHis npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHULA, Ha SKi
yKyrnopeHomy YyHa KommnaHis "3p0poB'a”, YkpaiHa NpoBOAATLCA Oyb-5Ki BUPOGHWYI cTagii, 32 BUHATKOM
HacazKow Ta "3po0pos'a" (Bci cTagii BUWMYCKY Cepiid, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
KPULLIKOIO y KopobLi BMPOGHMLITBA, BTOPWHHOIO NakyBaHHS, 4719 HECTEPUTbHUX NIKapPCbKMX

3 KapToHy; no 100
M1y KOHTeliHepi; no
1 KoHTelHepy

YKYNopeHoMy
HacazKoto Ta

KOHTPO/b SIKOCTI,
BMNYCK cepil)
ToBapucTso 3
06MeXeHoH0

Bif4NoBifa/IbHICTIO

3ac06iB) BBeAEHHS 4,04aTKOBOI AinbHULI M/1® (agpeca:
YkpaiHa, 08301, Kuiscbka 06/1., M. Bopucninb, Byn.
LlleBueHka, 6yg. 100, nit. B-Il (kopnyc 4)) go
3aTBepxeHoi AinbHuui MPNIPCIA (uex ®XLL) (agpeca:
YKpaiHa, 61013, Xapkiscbka 06/1., MiCTO XapkiB, By mus
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KPULLIKOKO y KOpooLi "®apmavueBTuyHa LLleBueHka, 6yanHok 22). Ha ginbHuui M/1® 6yayTb
3 KapToHy; no 1000 KOMnaHis NpPOBOAUTUCA YCi BUPOOHWYI cTagji (y Tomy yumcni
MY hrakoHi "300poB'a”, YkpaiHa nepBuHHE Ta BTOPMHHE NaKyBaHHS), 38 BUHATKOM
YKyrnopeHomy (Bci cTagji KOHTPO/0 AKOCTI J13 Ta BUnycKy cepii.
npo6Koto- BUPOBHULTBA, OKPIM BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
KpanesibHuLelo Ta KOHTPO/O AKOCTi Ta 3aTBEpMXEHHA. CynyTHS 3MiHa- 3MiHU 3 AKoCTi. FoToBUIA
KPULLIKOO BUMYCKy cepil) nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBe/leHHs1 AOAATKOBOI AiNbHUL BUPOBHMLITBA A1 YACTUHM
ab0 BCbOro BUPOGHMYOro npoLLecy rotoBOro Nikapcbkoro
3acoby (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS) - 3MiHW 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBefEeHHSA [04aTKOBOI AiNIbHULi BUPOOHULTBA
0719 4acTUHK abo BCbOro BUPOOHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHULA ANs NEPBUHHOIO
nakyBaHHs). 3MiHu | TUMy - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1toYatoun dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs 1o 10 pasis) BBeAeHHSA
[04aTKOBOro(3mMeHLLeHoro) posmipy cepii /13(mo 100 mn y
KOHTeliHepax abo dpnakoHax 200 n - 2,000 T.yn., no 1000
My chnakoHax 200 n - 0,2 T.yn.) A4na foAaTKoBi AifnbHUL
BMPOGHMLTBa ToBapnCTBa 3 06MEXEHO
BignoBigasbHICTIO "®apmaleBTuyHa komnaHis "340poB’a” -
uex M1, wWwo 3HaxoauTbCs 3a agpecoro: YkpaiHa, 08301,
KniBcbka 0611., M. Bopucnine, Byn. LLieByeHka, 6ya. 100,
nit. B-1l (kopnyc 4). 3aTBepaxeHuii po3mip cepii /13(no 50
My cpnakoHax 200 n — 4,000 T.yn, no 100 mny
KOHTeliHepax abo dpnakoHax 400 n - 4,000 T.yn., no 1000
M1y donakoHax 500 n - 0,5 1.yn.) ansa gineHuui MPJ1OCIA
(uex ®XL) (agpeca: Ykpaina, 61013, Xapkiscbka 0611.,
MicTO XapkiB, Bynmus LLleBueHka, 6yanHok 22). BBeaeHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPXEHHS.
14. BINATIC Tabnetkun no 20 mr, AT "®apmak” YkpaiHa AT "®apmak”, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/19043/01/01
no 10 TabneTok y YkpaiHa - 3miHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy | peyenmom
6nictepi; no 1 a6o 3 (BTOpUHHE (iHWi 3miHW). OHOB/IEHHA TEKCTY MapKyBaHHS NePBUHHOT
6nictepu y nauui nakyBaHHs, Ta BTOPVHHOI YNakoBKM /likapCbKOro 3acoby, a came
MapKyBaHHS1, BUMYCK BHeCeHHs y n. 17 IHLWWE BigomocTei Npo HasiBHICTb iHLWOT
cepii 3 npoayKuii in TeXHiYHOI iHdhopMaLiT.
bulk chipmu- BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BUPOGHMKa 3aTBEPAKEHHS
NTABOPATOPIOC
HOPMOH, C.A,,
IcnaHis)
15. BOM-BEHIE Ma3b no 30 ry MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |1 6e3 UA/8240/01/01
Ty6ax; no 25ry "®ITOPAPM" TUny - 3miHK 3 skocTi. A®I. BupobHuuTeo. 3miHa peyenma

6aHkax, no 30ry
Ty6i; no 1 Ty6i B
nauuj

BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BKIKOYakouW, fe HeobxigHo, Micue
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

npoBefeHHs KOHTPOsIH0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpPAXEHOMY [0Cbe)(BBEAEHHS HOBOrO BUPO6HMKA AdPI
3 HajaHHAM MacTep-cbaiina Ha Adl). BBeaeHHS
[04aTKOBOro BUPOBHYMKA [fil040T pEYOBUHW NEBOMEHTONY
«Arora Aromatics Pvt. Ltd.», IHgis

16.

BPOHXO-
BAKCOM AITn

Kancynu no 3,5 wmr;
no 10 kancyny
6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIA KOpooLi

OM dapma
CA

LLiBefiuapi
l

OM dapma CA

LlBeiiuapis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AkocTi. APl. BUpobHMLTBO. 3MiHU
BMNPOGYBaHb abo AONYCTUMMX MEX Y NpoLeci
BMpo6HMLTBa A®I, L0 BCTAHOB/EHI y cneuudikavisx
(oofaBaHHSA HOBOro BMMPOBYBaHHSA Ta fONYyCTUMUX MEX)
[0faBaHHA HOBOrO BUNPO6YBaHHSA B NpoLeci BUpoOHNLTBA
A®I. 3MmiHn | TURY - 3MiHK 3 aKkocTi. A®l. BUpo6HMLTBO.
3MiHV BUNpo6yBaHb abo AoNyCTUMUX MeX Y npoLeci
BMpo6HMLTBA API, L0 BCTAHOB/EHI y cneuudikavisx
(oofaBaHHS HOBOro BMMPOBGYBaHHSA Ta fONYyCTUMUX MEX)
[0AaBaHHA HOBOTO BUNPOGYBaHHSA B NPOLIECi BUPOGHMLITBA
A®I. 3miHn Il Tuny - 3miHK 3 sakocTi. A®Il. BupobHuuTso.
3miHa po3mipy cepii (Bktovatoum gianasoHn) APl abo
NPOMIKHOrO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLECI
BMPOGHMLTBA AD| (3MiHa, Lo noTpebye foBeAEeHHSA
MOPIBHAHHOCTI @KTUBHOT PEYOBUHU
6i0/10r4YHOro/iMyHONOrYHOTO NOXOKEHHS) 3MiHA Po3Mipy
cepii NpomiXHOro NpoaykTy (6iomacu) Ha 33% - giana3oH
po3wmipy cepii cknagae Big 15 kr o 160 kr Ans BCix wramis
6akTepiii, BHAC/NiJOK BNPOBaXEHHS A0AaTKOBOT
dhepmeHTauiiHOi yCTaHOBKM.

3a
peyenmom

UA/18520/01/01

17.

BPOHXO-
BAKCOM
AoPochi

Kancynv no 7 mr; no
10 kancyny
6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHIA KOopooLi

OM dapma
CA

LLiBefiuapi
A

OM dapma CA

LBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- 3MiHu 3 AkocTi. APl BupobHMLUTBO. 3MiHM BUNPOGYyBaHb
abo gonycTumumx mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y cneumdikalisx (4ogasaHHA HOBOIO
BMNPoBYyBaHHA Ta [ONYCTUMUX MeX) - AofaBaHHA HOBOTO
BMNpPoGyBaHHA B NpoLeci BUpo6bHMUTBa ADI; 3MiHK | TUny -
3MmiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHV BUNpo6yBaHb
a6o fonycTMux Mex y npoueci BupobHuutea Adl, wo
BCTaHOB/EHI y cneuudikauisx (4ogasaHHA HOBOroO
BMNPOBYBaHHSA Ta fONyCTUMUX MEX) - AOAaBaHHSA HOBOrO
BMNPOGYBaHHSA B npoueci BUpobHuutea Adl; 3miHm Il Tuny
- 3MiHK 3 AKocTi. A®Pl. Bupo6bHMLTBO. 3MiHa po3mipy cepii
(Brtovatoun gianazoHu) A®l abo NPoMiXXHOro NPoAyKTY,
SIKWI 3aCTOCOBYETLCS Y NpoLeci BUpo6HMLTBa ADI (3MiHa,
L0 NOTpebye A0BeAEHHS MOPIBHAHHOCTI akTUBHOT
pevYOoBUHM 6i0/10rYHOrO/iMyHOMONYHOrO NOXOAXKEHHS) -
3MiHa po3mipy cepii NPOMiXHOro NpoaykTy (6iomacu) Ha
33% - giana3oH po3mipy cepii cknagae Big 15 kr go 160 kr
015 BCiX WTaMiB 6akTepiii, BHAC/iOK BNPOBaIXEHHS
[04aTKOBOI (pepMeHTaUiliHOi YCTaHOBKM

3a
peyenmom

UA/18521/01/01

18.

BITONPUN

TabneTkn no 5 mr,

CTAOA

HimeyumnH

CTALA

HimeyunHa/

BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3MiHu |

3a

UA/3886/01/02
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
no 10 TabneTok y ApuHaiimitTen a ApuHavimitTens Arl, B'eTHam TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta peyenmom
6nictepi; no 3 b Al HimeuuunHa (Bunyck thapmakoHarnagy. BeegeHHs abo 3miHV [0 y3arasibHeHUX
6nictepu B cepiin); CTALA AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHs
KapTOHHI/ Kopoo6Li ApuHavimitTens Arl, y3araslbHeHNX faHux Npo cuctemy dpapmakoHarisay,
HimeuunHa 3MiHa YyNOBHOBaXEHOT 0co6Mu, BiANOBiAaIbHOI 3a
(nepBuHHe Ta 3[jiicCHEHHsT hapMakoHar/say; KOHTaKTHOI 0co6u 3
BTOPVIHHE chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
nakyBaHHs, thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif,
KOHTPONb/BUNPOGYB YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
aHHs cepili); hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
CTENNA®APM 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
K.B. KO., N1TA4,. - thapmakoHarnsgy) 3miHa ynoBHOBaXXeHOI 0CO6U 3asBHNIKA,
naPo34in 1, BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
B'eTHam [itoua pepakuis: Jloktop ®pigepike KnsiiH / Dr. Friederike
(BUPOGHMLTBO, Klein, MD. MponoHoBaHa pegakuis: [Joktop AHapeac
nepBuHHE Ta IBaHoBMY / Dr. Andreas lwanowitsch. 3MiHa KOHTaKTHUX
BTOPUHHE [aHnX YNOBHOBaXEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
nakyBaHHs) hapmakoHarnag.

19. BITONPUN Tabnetku no 10 mr, CTALA HimeuumnH CTALA HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/3886/01/03
no 10 TabneTtok y ApuHaiimitten a ApuHaiimiTTens Arl, B'eTHam My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
6nictepi; no 3 b Al HimeuumnHa (Bunyck thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3aranbHeHuX
6nictepu B cepiii); CTAOA AaHnx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
KapTOHHiA KOpooLi ApuHaiimiTTens Arl, y3arasibHeHUX AaHux nNpo cuctemy dpapmakoHarnsmy,

HimeuunHa 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
(nepBuHHe Ta 3piicHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
BTOPVHHE chapmakoHarnsgy 3asBHWKa A1 34iACHEHHS
nakyBaHHs, hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
KOHTPO/b/BMNPOGYB YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
aHHs cepili); thapmMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
CTENNA®APM 3MiHW Y PO3MILLEHHI MacTep-gaiina cuctemmn
DK.B. KO., NTA4,. - hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asBHNKA,
naPo34in 1, BiANoBiAaNbHOI 3a hapmakoHarnsg.
B'eTHam [itoya pepakuis: floktop ®pigepike KnsiiH / Dr. Friederike
(BMpOGHMLTBO, Klein, MD. MNponoHoBaHa pepakuisi: loktop AHapeac
nepBuHHE Ta IBaHOBWY / Dr. Andreas Iwanowitsch. 3miHa KOHTaKTHMX
BTOPWHHE [aHyX YNOBHOB&XEHOI 0CO6M 3asBHYKKa, BigNoBiga1bHOT 3a
nakyBaHHs) hapMakoHarnsg.

20. BITONPUN Tabnetku no 20 mr, CTALA HimeuuunH CTALA HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3886/01/04
no 10 TabneTok y ApuHalimitTen a ApuHavimittens Arl, B'eTHam TUny - 3MiHM WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 3 b Al HimeyuuunHa (Bunyck thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHnX
6nictepu B cepiid); CTAOA LaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
KapTOHHI/ KopoobLi ApuHavimittens Arl, y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,

HimeuuunHa 3MiHa YNOoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
(nepBuHHe Ta 3[iiCHEHHS1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
BTOPUHHE thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
nakyBaHHs, hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
KOHTPONb/BUNPOGYB YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
aHHA cepiit); hapmakoHaragy (BKIYaUM KOHTaKTHI AaHi) Ta/abo
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
CTENNA®APM 3MiHW Y PO3MILLEHHI MacTep-daiina cuctemm
[DK.B. KO., NTA. - hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asiBHIIKA,
naPo3ain 1, BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
B'eTHam [itoua pepakuis: Joktop ®pigepike KnsiiH / Dr. Friederike
(BUPOBGHMLTBO, Klein, MD. MNMponoHoBaHa pefakuis: JokTtop AHapeac
nepBuHHE Ta IBaHOBMY / Dr. Andreas Iwanowitsch. 3miHa KOHTaKTHMX
BTOPUHHE [aHnX YNOBHOB&XEHOI 0CO6M 3asBHIKa, BiAnoBiganbHOT 3a
nakyBaHHs) hapmakoHarnsag.
21. BiTonPun Tabnetkn no 2,5 wr, CTALA HimeuumnH CTALA HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/3886/01/01
no 10 TabneTok y ApuHaiimiTren a ApuHavimiTTens AT, B'eTHam Tuny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 b Al HimeuuunHa (Bunyck thapmakoHarnsagy. BeeneHHs abo 3miHu [0 y3arasibHeHUX
6nictepu B cepiii); CTAOA AaHvx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
KapTOHHIA Kopoo6Li ApuHaiimiTTens Arl, y3araslbHeHVX faHux Npo cucteMy dpapmakoHarisay,
HimeuunHa 3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIAabHOI 3a
(nepBuHHe Ta 3[iiCHEHHST (papMakoHarnsay; KOHTakTHOT 0cobu 3
BTOPVIHHE chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
nakyBaHHs, hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifgMiHHA Bif,
KOHTPONb/BUNPOGYB YNOBHOB&XEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iiCHEHHS
aHHs cepili); hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
CTENNA®APM 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
K.B. KO., N1TA,. - hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOI 0CO6U 3asBHNIKA,
naPo34in 1, BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
B'eTHam [itoua pepakuis: Lloktop ®pigepike KnsiiH / Dr. Friederike
(BUPOGHMLTBO, Klein, MD. MponoHoBaHa pegakuis: Joktop AHapeac
nepBuHHe Ta IBaHoBUY / Dr. Andreas lwanowitsch. 3MiHa KOHTaKTHUX
BTOPUHHE [aHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifgnoBigabHOI 3a
nakyBaHHs) hapmakoHarnag.
22. BOPUTAB®-200 TabneTku, BKPUTI OPIAHOCUVH OAE EBepTomxeH Navid IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/10647/01/01
NNiBKOBOIO NAN®CAEHC CaeHcus Jlimitep, - 3MiHK 3 sIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
060/10HKOt0, N0 200 N3 (E® 3ET 1) rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW) BUKIaAEeHHS
mr no 10 TabneTtok y MK$ /13 ykpaiHCbKOK MOBOIO (3aTBEPAXEHO POCIACHKO0
6nictepi; no 1 MOBOH0), 6€3 3MiHV aHaIITUYHUX METOLIB, 3 BUNPAB/IEHHAM
6nictepy y TEXHIYHMUX MOMW/IOK Ta HE3HAYHI KOpeKL|ii onucy MeTogis
KapPTOHHI KOpooOLyi KOHTPO/HO SIKOCTI
23. BOPUTAB®-50 TabneTku, BKPUTI OPIAHOCVH OAE EBepTompKeH Naid IHAain BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/10647/01/02
NNiBKOBOIO NAN®CAEHC CaeHcus JliviTep, - 3MiHM 3 IKoCTi. F0TOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
060n0HKot0, No 50 N3 (E® 3ET I) roTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW) BUKTaAeHHS
mr; no 10 TabneTok MKS$ /13 yKpaiHCbKOK MOBOI (3aTBEPAXEHO POCICHKO
y 6nicTepi; no 1 MOBOH)), 6€3 3MiHVN aHA/TITUYHUX METOZAIB, 3 BUNPAB/IEHHSAM
6nictepy y TEXHIYHMX NMOMUIOK Ta HE3HAUHI KOPEKLT onucy MeToiB
KapTOHHI KOpoo6Li KOHTPOJO SIKOCTI
24. FEPUENTUH® niogpinizat gns ®.XodhcpmanH- | Lseliyapi Brpo6HMLTBO CLUA/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | Tuny 3a UA/13007/01/02
KOHUEHTpaTy ans Na Pow N1a a Hepo3dacoBaHO! Lseiiapis - AOMiHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHALLI peuenmom
pPO34UMHYy ANns npoAyKuii, NnepBuHHe (Bkntovaroun AinbHUL Ans APl NPOMKHOTO NpoayKTy abo
iHcpy3ivi no 440 wr; nakyBaHHs, roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 MPOBEeAEHHS
niocpinizat ana BUNPOGYBaHHSA nakyBaHHs1, BUpOOHWKa, BifNOBiAaNLHOIO 3a BUMYCK CEpiid,
KOHLeHTpaTy A1 KOHTPOJIIO AKOCTI MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo nocTayasbHuKa
PO34MHY ANnst (TiNbkM BMXIAHOIO MaTepiasny, peareHTy abo A0MOMiXHOI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

iHcpy3iiA y dhakoHi,
pasom 3 20 mn
PO34MHHMKA
(PO3YMHHUK:
b6akTepiocTatnyHa
BoJa ANs iH'ekujiin 20
M/1, O MICTUTb
1,1% 6eH3nnoBoro
CnupTy Ta Boay Ans
iH'ekuiin) y donakoHi B
KapTOHHilA KOpooLi

CTEpUbHICTb Ta
MeXaHiuHi
BK/IIOYEHHS):
[KkeHeHTek IHK.,
CLUA;
BunpobyBsaHHs
KOHTPOJTIO AKOCTI
(Tinbkn
CTEPUSIbHICTb Ta
MeXaHiuHi
BKJ/THOYEHHS):
[bKeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPO/O AKOCTI:
®.XohbdpmaHH-/15
Pow Jlta,
LBeliuapis;
BTopuHHe
nakyBaHHs,
BUNPOBYBaHHA
KOHTPO/O AKOCTI,
BUNYCK cepil:
®.XothbdpmaHH-/15
Pow NlTa,
LBeiiLapis;
PO3UMHHNK:
Brpo6HMLTBO
Hepo3dacoBaHO!
NpoAyKLUii, NnepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI,
BUMYCK Cepii:
®.XothbdpmaHH-/15
Pow Jlta,
LBeliuapis

PEeyOoBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) - BUAAIEHHS
BUpo6HUKa ®.XoddmaHH-/1a Pow N4,
IpeH3axepLutpacce 124, 4070 basensb, LUBelilapis
BiANOBIAA/IbHOrO 3a BUNPOOYBAHHSA KOHTPOJIKO SKOCTI
PO3UMHHMKA. BBEAEHHSA 3MiH NPOTArom 6 MicsuiB nicns
3aTBEPAKEHHSA

25.

rMEBO

TabneTkn, BKpUTI
060/10HKO0, M0 500
Mr; Mo 5 TabneTok y
6nictepi; no 1 a6o
no 2 6nictepu y
KapTOHHI ynakoBL,i

nenmapk
PapmMacboTUK
ans i1g,.

IHais

neHmapk
PapmacboTrKan3
nro.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHM Wwopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiiunii nepiog, abo sk pe3ynbTart OLiHKM

3a
peyenmom

UA/8751/02/02




31

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3BITY 3 JOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YMOBHOBAXEHUM OpraHom). 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "OcobnnBocTi 3acTocyBaHHS", "To6IYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
[ilo4oi peyoBrHN. BBeEHHS 3MiH NPOTArom 6-Tn MicAuiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpUAHNX/6ioNoAIGHNX NiKapCbkMx 3aco6iB
nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3mMiHa He NoTpebye HafaHHA XOAHUX HOBUX
[04AaTKOBUX AaHuX). 3MiHM BHECEHO [0 iHCTPYKLi ANs
MeAMYHOro 3acTOCYBaHHA MiKkapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactnsocTi”, "MNokasaHHsA",
"Oco61BOCTI 3acTOCyBaHHA", "34aTHICTb BM/IMBATA Ha
LUBMAKICTb peakLjii Npy KepyBaHHi aBTOTPaHCNOpPTOM abo
IHWKMK MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 403Kn",
"MepeposysaHHA", "Mo6iyHI peakuii” 3rigHo 3 iH(hopMaLlieto
00 MEANYHOrO 3aCTOCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby (Tavanic, TabneTku, BKpUTI
060/10HKOI0). BBEAAEHHSA 3MiH NPOTArOM 6-TW MicALiB nicns
3aTBEPAKEHHS.

26.

rMEBO

TabneTtkn, BKpUTI
060/10HKO0, M0 250
Mr; Mo 5 TabneTok y
6nictepi; no 1 a6o
no 2 6nictepu y
KapTOHHI ynakoBL,i

neHmapk
PapmMacboTUK
ans itg.

IHais

neHmapk
PapmacboTrKan3
nro.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHM Wwopao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHS Ha MNigcTaBi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM
3BITY 3 JOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YMOBHOBaXEHUM OpraHom). 3MiHVW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "OcobnmnsocTi 3acTocyBaHHA", "Mo6iYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
[ilo4oi peyoBrHN. BBeEHHS 3MiH NPOTArom 6-Tu MicAuiB
nicnsa 3aTBepmAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiIBPUAHNX/6IONOAIGHNX NiKapCbKMX 3aco6iB
nicns BHECEHHs Tiel camoi 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NOTpebye HafaHHA XOAHUX HOBUX
[04AaTKOBUX AaHuX). 3MiHM BHECEHO A0 iHCTPYKLii ANns

3a
peyenmom

UA/8751/02/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
MeAMYHOro 3acTOCyBaHHA iKkapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactnsocTi”, "MNokasaHHsA",
"Oco61BOCTI 3acTOCyBaHHA", "34aTHICTb BI/IMBATA Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTpPaHCNOpPTOM abo
IHWMMK MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 403K",
"MepepnosysaHHA", "Mo6iyHI peakuii” 3rigHO 3 iHhopMaLlieto
00 MEANYHOrO 3aCTOCyBaHHSA pethepeHTHOro
nikapcbKoro 3acoby (Tavanic, Tabnetku, BKpUTI
060/10HKOI0). BBEAAEHHSA 3MiH NPOTArOM 6-TW MicALiB nicns
3aTBEPMAKEHHS.
27. FNMHOKODAX XR Tabnetku Mepk CaHTe PpaHuis Mepk CaHTe, dpaHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasis: 3MiHu | Tuny 3a UA/3994/02/02
NPOJIOHroBaHoI fji c.a.c. ®paHuia; Mepk HimeuunHa - 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
no 1000 mr; no 10 Xenckea KraA, roTOBOrO /likapCcbKoro 3acoby. 3miHa y MmeTogax
Tabnetok y 6nictepi; HimeuunHa BMNPOBYBaHHSA rOTOBOIO MiKapCbKOro 3acoby (iHLi 3MiHU y
no 3 aéo no 6 MeTofax BunpobyBaHb (BKOYAKUM 3aMiHy abo
6nictepiB y [LOMNOBHEHHS)) - BBEAEHHS aNlbTEepPHATUBHOIO MeToay
KapTOHHIA KOpooLi BUNPO6YBaHHsA /13 3a Noka3HUKOM «KisibkicHe
Bu3HaueHHs» (UPLC, in-house meTog); 3miHun | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpobyBaHb (BK/IOYakoum 3amiHy abo
[OMOBHEHHS)) - BBELIEHHSA albTEPHATUBHOIO METOAY
BMNpo6yBaHHA /13 3a nokasHNkoM «Bun3HayeHHs
ynctotu» (UPLC, in-house meton)
28. FNMHOKODAX XR Tabnetku Mepk CaHTe PpaHuin Mepk CaHTe PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 3a UA/3994/02/01
NPOSIOHrOBaHOI Aji c.a.c. - 3MiHM 3 AIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb peyenmom
no 500 mr; no 15 roTOBOrO /likapCbKoro 3acoby. 3miHa y MeTogax
TabneTtok y 6nictepi; BMNPO6YBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHU y
no 2 abo no 4 MeTofax BunpobyBaHb (BK/OUAKUYM 3aMiHy abo
6nictepu B [OMOBHEHHS)) - BBELEHHSA a/lbTEPHATUBHOIO MeToay
KapTOHHIA KOopooLi BUNPO6YBaHHsA /13 3a noka3HWMKOM «KisbkicHe
Bu3HaueHHs» (UPLC, in-house meToa); 3miHun | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Yy
MeTogax BunpobyBaHb (BK/IOYaUM 3aMiHy abo
[OMOBHEHHS)) - BBELIEHHS aflbTEPHATUBHOIO METOAY
BMNpo6yBaHHA /13 3a nokasHNKoM «Bun3HaueHHs
ynctotm» (UPLC, in-house meTon)
29. rPUMNEKC NOpPOLLOK ANA tOHinab, N CWA BMPOGHMLITBO, Monblwa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | 6e3 UA/5737/01/01
XOTAKTUB OPa/IbHOTO PO34NHY, nepBuHHE Ta Tvny - 3MiHKM 3 akocTi. CepTudiikaT BignosigHocTi/lE- peuyenma
no 4r B cawe; no 5, BTOPWUHHE cepTudikaT BignoBigHOCTI EBponeichkiii
abo no 7, abo no 8 nakyBaHHs, thapmakonei/moHorpadii. NMogaHHa HoBoro abo
a6o no 10 cawe y KOHTPO/b Ta BUMYCK OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTYUYEHHS
KapTOHHIM navi cepit: cepTudpikaTa BignosigHOCTI EBponeiickbkili hapmakonei:
TOB HOC dapmaulis, ana A®l; ons suxigHoro marepiany/peareHTy/npoMikHOro
Monblya NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; Ans
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuid cepTudikar Big,
HOBOro BUPO6HUKa (3amiHa abo AONOBHEHHS) NOAaHHS
HOBOrO cepTudikaTa BignoBiAHOCTI EBpPONENCHKIN
thapmakonei Ne R1-CEP 2004-019 - Rev 05 ans gjtoyoi
peuoBuHM Ascorbic acid Big HoBoro BupobHmnka CSPC
WEISHENG PHARMACEUTICAL (SHIJIAZHUANG) CO.,
LTD. B JONOBHEHHA [0 BXe 3aTBEP)KEHOTO BUPOOHMKA
(DSM Nutritional Products (UK) Ltd.).
30. MKAPAIHC® TabneTku, BKPUTI BepiHrep HimeuunH Bepinrep HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu Il 3a UA/14980/01/01
NNiBKOBOIO IHrenbxaim a IHrenbxaiim ®apma TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
060/10HKOI0, MO 25 IHTEepHeLWwHN v6X i Ko. KT, hapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NMoKa3aHHAX
mr no 10 TabneTtok y 6X HimeuunHa (mogaBaHHA HOBOrO TEpaneBTMYHOIO NoKasaHHs abo 3MiHa
nepdoposaHomy (BUPOGHMLTBO, y 3aTBepAKEHOMY MoKa3aHHiI) 3MiHM BHeCeHO A0 IHCTpyKLii
6nictepi; no 1 abo 3 nakyBaHHs, 0151 MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
6nictepu y MapKyBaHHS1, po3ginis "lNokasaHHA" (yTOYHEHHS 3aTBEPAKEHOTO
KapTOHHIA KOpooLi KOHTPO/b SIKOCTI, nokasaHHs), "®apmakosoriyHi BnactueocTi”, "Oco6/MBOCTi
BMNYyCK cepii ); 3acTocyBaHHS", "Cnocib 3acTocyBaHHA Ta 403" (BHECEHO
dapm/lor dapma peakuiiHi npasku), "MobiuHi peaxuii”. BBegeHHs 3MiH
NopxicTik TM6X, NPOTAroMm 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
HimeuunHa
(anbTepHaTMBHA
LinbHUUA Ans
BTOPUHHOTO
nakyBaHHs);
LiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
LinbHUUA Ans
BTOPUHHOTO
nakyBaHHs)
31. MKAPAIHC® TabneTku, BKpUTI BepiHrep HimeuunH Bepinrep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3minu Il 3a UA/14980/01/02
NNiBKOBOIO IHrenbxainm a IHrenbxaiim ®apma Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKO10, Mo 10 IHTEepHELUHN m6X i Ko. K, hapmakoHarnagy. 3MiHM y TepaneBTUUYHMUX NOKa3aHHAX
mr no 10 TabneTok y X HimeuunHa (AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHS abo 3MiHa
nepgoposaHomy (BMpOGHMLTBO, y 3aTBepAKEHOMY Moka3aHHi) 3MiHVW BHeCeHOo A0 IHCTpyKLii
6nictepi; no 1 a6o 3 nakyBaHHs, 0151 MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
6nictepu y MapKyBaHHS, po3ginis "lMNokasaHHA" (yTOUHEHHS 3aTBEPAKEHOIO

KapTOHHIA Kopoo6Li

KOHTPO/b SKOCTI,
BMNyCK cepii );
dapm/lor Papma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHa

nokasaHHs), "®apmakonoriyHi BnactmsocTi”, "OcobmBocTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta 031" (BHECEHO
pepakuiiHi npasku), "MobiuHi peaxuii”. BBegeHHA 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
OinbHUUS Ans
BTOPWHHOTO
nakyBaHHs);
LiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHaA
OinbHUUS Ans
BTOPWHHOTO
nakyBaHHs)
32. DXAPAIHC® TabneTtkn, BKpUTI BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/14980/01/02
NNiBKOBOIO IHrenbxainm a IHrenbxanm ®apma - 3MiHK Woa0 6e3nekn/eddeKkTUBHOCTI Ta hapMakoHarisgy peyenmom
o6osoHkoto, no 10 IHTepHeLwwH v6X i Ko. KT, (iHWi 3MiHW) - 33MiHV BHECEHO A0 IHCTPYKUIT Ans
Mmr; no 10 TabneTok 6X HimeuunHa MeAMYHOro 3aCTOCyBaHHS NikapCcbKoro 3acoby Ao po3gainy
y nepcopoBaHoMy (BUPOGHMLTBO, "Cnoci6 3acTocyBaHHA Ta 4031", @ came YTOYHEHHS
6nictepi; no 1 a6o 3 nakyBaHHs, iHhopmauii. BBeeHHS 3MiH NPOTArom 6-T1 MicAuiB nicns
6nictepn y MapKyBaHHS, 3aTBEPKEHHS; 3MiHU | TUny - 3MiHK Woa0
KapTOHHI/ KopoobLi KOHTPO/b AKOCTI, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
BUMYCK cepii ); KOPOTKili XapakTepucTuL,j NikapCbKoro 3acoby, TeKCTi
dapm/lor apma MapKyBaHHA Ta IHCTPYKLii 4719 Me4UYHOro 3aCTOCyBaHHsA
NopxicTik TM6X, Ha nigcTasi perynsipHO OHOBJIIOBAHOIO 3BITY 3 6e3Mneku
HimeuunHa nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
(anbTepHaTNBHA 3acToCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
OinbHUUS Ans nepiog, abo sk pe3ynbTaTt OLiHK/ 3BiTy 3 AOC/iAKEHb,
BTOPVHHOTO npoBefeHUX BiANOBIAHO A0 NAaHy negiatpuyHnNX
nakyBaHHs); pocnipkeHsb (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
LLiteremaHH YMOBHOB&XEHNM OpraHoM) - 3MiHU BHECEHO A0 |HCTPYKLi
JlboHdhepnakyHreH [ANA MeANYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
yHA NoricTiwep po3ainis "B3aemMogis 3 iHWMMK NikapCbkMMK 3acobamu Ta
Cepsice. K., iHWi BMAW B3aemogiin", "Mobiuni peakuii" woao iHchopmawii
HimeuunHa 3 6e3nekn nikapcbkoro 3acoby. BBeieHHS 3MiH NpOTArom
(anbTepHaTNBHA 6-Tn MicAUIB nicNs 3aTBEPIKEHHS; 3MiHK || TUNy - 3MiHK
OinbHUUS Ans woao 6e3nekn/ehpekTBHOCTI Ta thapmakoHarnsgy. 3MiHun
BTOPUHHOTO Y KOPOTKili XapakTepucThL,i NikapCbKoro 3acoby, TeKCTi
nakyBaHHS) MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
3B'AA3KY i3 HOBMMW JaHUMW 3 SKOCTI, JOKNIHIYHUMU,
KAIHIYHUMY faH MK Ta JaHMK 3 hapMakoHarnsagy - 3MiHn
BHECEHO A0 IHCTPYKLIT 415 MeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby Ao po3ainy "dapmakonoriyHi
B/1ACTVBOCTI" LLIOAO BHECEHHS ONUCY JaHWUX AOCNIMKEHHS
EMPULSE. BefeHHS 3MiH NpOTAroM 6-Tu micsauiB nicns
3aTBEPAKEHHS
33. DKAPAIHC® TabneTku, BKPUTI BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/14980/01/01
NNiBKOBOIO IHrenbxaim a IHrenbxaiim ®apma - 3MiHM Woa0 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy peuenmom
060/10HKOI0, N0 25 IHTEepHeLHN v6X i Ko. KT, (iHLWi 3MiHW) - 33MiHV BHECEHO A0 IHCTPYKUIiT Ans
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
mr; no 10 TabneTok M6X HimeuunHa MeJMYHOro 3aCTOCYBaHHS /TiKapcbKoro 3acoby o po3giny
y nepcopoBaHoMy (BUPOGHMLTBO, "Cnoci6 3acTocyBaHHA Ta 031", a came YTOYHEHHS
6nictepi; no 1 a6o 3 nakyBaHHs, iHchopmauii. BBeieHHS 3MiH NPOTArom 6-T1 MicAUiB nicns
6nictepu y MapKyBaHHS, 3aTBEPMKEHHS; 3MiHM | TURY - 3MiHU WOA0
KapTOHHiA KOpooLi KOHTPO/b SIKOCTI, 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3miHa y
BUMYCK cepii ); KOPOTKili XapaKTepucTuL NikapcbKoro 3acoby, TeKcTi
dapwm/lor Papma MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
NopxicTik TM6X, Ha nifcTaBi peryisipHO OHOBJIHOBAHOTO 3BITY 3 GE3MeKM
HimeuunHa nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
(anbTepHaTMBHA 3acToCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiHnii
AinbHUUA ons nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/iHKEHb,
BTOPVHHOIO npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuuHnx
nakyBaHHs); pocnipkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNeTEHTHUM
LLiTeremaHH YNOBHOB&XXEHUM OpPraHom) - 3MiHY BHECEHO A0 IHCTpyKLii
JNlboHbepnakyHreH 0151 MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
yHA, NoricTiwep po3gainis "B3aemogis 3 iHLWIMMKM Nikapcbkumu 3acobamu Ta
Cepsic e. K., iHWI BMAW B3aemogiin", "MobiuHi peakuii” woao iHchopmaduii
HimeuunHa 3 6e3nekn nikapcbkoro 3acoby. BeefeHHs 3MiH NPOTArom
(anbTepHaTMBHA 6-TV MicALiB NicNsA 3aTBEPAXKEHHS; 3MiHW || Tuny - 3MiHK
AinbHUUA ons wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsagy. 3MiHu
BTOPUHHOTO Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
nakyBaHHS) MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMU AAaHUMMW 3 AKOCTI, AOKNIHIYHUMU,
KNIHIYHUMW f@aHnMKn Ta JaHuMK 3 chapmakoHarnsagy - 3MiHu
BHECEHO A0 IHCTPYKLIi 419 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy "dapMakonorivHi
B/1ACTMBOCTI" 00 BHECEHHS ONUCY JaHUX AOCNIMKEHHS
EMPULSE. BBeAeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
34. ANDIKNIP TabneTkun, BKpUTI Tinotc ®apma | HimeuynH BMpO6HULTBO bulk: Kanaga/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHa 3a UA/14497/01/01
NNiBKOBOO 6X a MateoH IHk. (TPO), Higepnangy | 3asBHMKa (BNacHuka peecTpauiiiHoro NocBigYeHHs) 3rigHo peyenmom
060/10HKO10, M0 200 KaHapa; Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHK BHECEHO B
mr; no 10 TabneTok nepBuHHE Ta IHCTPYKL,iIO AN MEAUYHOro 3aCTOCYBaHHS NiKapCbKoro
y 6nicTepi; no 2 abo BTOPUHHE 3ac06y Wo0 HaliMeHyBaHHS Ta MiCLLe3HaXOMKEHHS
10 6nictepiB y nakyBaHHs, BUMYCK 3as1BHVKa. BBeeHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
KapTOHHIW nauvuj cepil: 3aTBEPMKEHHS; 3MiHM | TRy - 3MiHK Woa0
Actennac ®apma 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs
tOpon B.B., ab0 3MiHM [0 y3ara/ibHeHVX AaHnX npo cuctemy
Higepnangn thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo

cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3A4jiCHeHHs hapMakoHarsay B YKpaiHi, AKLLo BoHa
BiMiHHA Bif, YNOBHOBaXEHOI 0Cco6W, BignoBigabHOI 3a
3[jicHeHHs hapmakoHariaay (BKIYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
thapmMakoHarnsagy) - 3miHa ynoBHOBaXeHOoI ocobu
3asBHMKA, BiANOBIAaIbHOI 3a thapmakoHarnsag. [itoya




3assHUK

KpaiHa

Bupo6HuK
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Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUKa

pepakuis: Panbd Hiec / Ralph Nies. MNponoHoBaHa
pepakuis: Op. men. leoHapgo E6eninr / Dr. med.

Mdpaiizep

CWA

Bupo6bHuuTBO,
nepBrHHE Ta

Ipnangis/

Leonardo Ebeling. 3miHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOI 0co6u, BiANOBIAa/IbHOT 3a
thapmMakoHarnag; 3minu | tuny - 3mMiHn Wwoao
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsgy. BeegeHHs
a60 3MiHW [0 y3araslbHEHVX AiaHNX Npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapMakoHarnagy 3assHuKa ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0c06M, BiANOBIAA/ILHOI 3a
3[jfiCHEeHHST hapMakoHarisay (BK/IKYaun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
thapmakoHarnagy) - 3MiHa KOHTaKTHOI 0CO6GU 3asiBHUKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag B Ykpaidi. Jitoua
pepakuis: Bipcta Onbra BiktopisHa. MponoHoBaHa
pepakuis: Muxaiiniok MapuHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX [aHWX KOHTaKTHOI 0co6w, BiANOBiAa/IbHOI 3a
hapmakoHarnag, B Ykpaini; 3miHu | Tuny - 3MiHu Wwozao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs
a60 3MiHW [0 y3arasibHEHVX AaHWX Npo cuctemy
dhapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHNX Npo
cuctemy hapmakoHarisgy, 3MmiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjificHeHHs chapmakoHarnsay B YkpaiHi, KO BOHA
BiIMiHHa BifJ, YyNOBHOBaXeHOI 0cO6W, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnagy) - 3MiHa MicLe3HaxoKeHHs MacTep-
dhaiina cuctemu chapmakoHarnagy Ta ioro Homepa; 3miHu
| TNy - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta

AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHNX JaHnx nNpo cuctemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEeHOT 0co6MU, BiANOBIAaIbHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovatouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm

LOisNbHOCTI 3 hapmakoHarnsg,

thapmakoHarnsigy. BeefieHHs a6o 3MiHU A0 y3arafbHEHUX

hapmakoHarnsgy) - 3MmiHa Micus 34iliCHEHHA OCHOBHOT

HimeyunHa

- 3miHun woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarns

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
ay

UA/14972/01/02

35. ENI®OP

Tabnetkn

NPOJIOHroBaHoI fii

Enu.Ci.Mi.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
no 50 wmr; no 14 KopnopeiiwH BTOPUHHE (iHWWI 3MiHKW). 3MiHWM BHECEHO A0 IHCTPYKLIT 4718 MeANYHOro
Tabnetok y 6nicrepi; nakyBaHHs, 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
no 2 6nictepu B KOHTPONb AKOCTI: "Oco6mBOCTI 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
KapTOHHI/ Kopoo6Li Mdpaizep IpnaHgis [031" Ta 10 KOPOTKOT XapakTepuCTVKK NiKapCbKoro 3acoby
PapmacbloTikans, 0o po3ginis "4.2. 1o3un Ta cnoci6 3actocyBaHHsA.", "4.5.
Ipnangis; MNepBrHHE Oco6nuBI BKka3iBK/ Ta 3anobikHi 3axoamn npu
Ta BTOPVHHE 3acToCyBaHHI." BIANOBIAHO 40O OHOBMEHOI iHhopMaLi 3
nakyBaHHS, BUNYCK 6e3neky 3acTocyBaHHA NikapCcbkoro 3acoby. BeegeHHs
cepii: Mdpaiizep 3MiH NpoTArom 3-X MicAUiB nicns 3aTBepmKeHHs. 3MiHu |
MeHIohekuypuHr TUny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta
[oiunenn Mm6X, hapmakoHarnagy (iHwi 3miHn). 3MiHKM BHECEHO 40
HimeuunHa IHCTPYKLii 415 MeAUYHOTO 3aCTOCYBaHHS J1iKapCbKoro
3aco6y Ao po3ginis "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHS
rpyaar”, "Mo6iyHi peakyii” Ta 4O KOPOTKOT
XapaKTepuCTMKM NikapCbKoro 3acoby A0 po3ainis “4.5.
Oco6nuBi BKka3iBK/ Ta 3anobixHi 3axoau npu
3acTocyBaHHI.", "4.7. 3acTocyBaHHS Nig, vac BariTHOCTi Ta
rogysaHHs rpyaat.”, "4.9. Mob6ivHi peaxuii." BignoBigHoO Ao
OHOB/EHOT iHhopMaLii 3 6e3neky 3acTocyBaHHS
nNiKkapcbKoro 3acoby. BeBeAeHHst 3MiH NPOTAroM 3-x MicsiLiB
nicns 3aTBepKeHHs
36. EN®OP Tabnetku Mdpaiizep CWA Bupo6bHuuTBO, Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny UA/14972/01/01
NPOJIOHroBaHoI fji Eiiy.Ci.Mi. nepBuHHE Ta HimeuunHa - 3miHun Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
no 100 mr; no 14 KopnopeiiwH BTOPUHHE (iHWi 3MiHKW). 3MiHWM BHECEHO A0 IHCTPYKLIT 4719 MeANYHOro
Tabnetok y 6nictepi; nakyBaHHs, 3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3fainis
no 2 6nictepu B KOHTPOb AKOCTI: "Oco6mBOCTi 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta
KapTOHHIA Kopoo6Li Mdpaiizep IpnaHgis [031" Ta 10 KOPOTKOT XapakTepuCTrKK NiKapCbKoro 3acoby
dapmacbloTikans, 0o posginis "4.2. o3un Ta cnoci6 3actocyBaHHsA.", "4.5.
Ipnangist; MNepBrHHE Oco6u1BI BKka3iBK/ Ta 3an0biXHi 3axoamn npu
Ta BTOpVHHE 3acTocyBaHHiI." BiANOBIAHO 40O OHOBMEHOI iHhopMaLi 3
nakyBaHHS, BUNYyCcK 6e3neky 3acTocyBaHHA NikapCbkoro 3acoby. BeegeHHs
cepii: MNdpainsep 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBepMKEeHHS. 3MiHu |
MeHohek ypuHr Tuny - 3MiHK Woao 6e3nekn/edpeKkTBHOCTI Ta
[oiunen Mm6X, hapmakoHarnagy (iHwi 3miHn). 3MiHKM BHECEHO [0
HimeuunHa IHCTPYKLi 415 MeAUYHOrO 3aCTOCYBaHHS J1ikapCbKoro
3aco6y Ao po3gainis "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHsA
rpyaar”, "rMo6iyHi peakyii” Ta 4O KOPOTKOT
XapaKTepuCTMKM NikapCbKoro 3acoby A0 po3ainis “4.5.
Oco6nuBi Bka3iBK/ Ta 3anobixHi 3axoau npu
3acTocyBaHHI.", "4.7. 3acTocyBaHHs nig, yac BariTHOCTi Ta
rogyBaHHs rpyaat.”, "4.9. Mob6iyHi peaxuii." BignoBigHoO Ao
OHOB/EHOT iH(hopMaLlii 3 6e3neky 3acTocyBaHHS
nNiKkapcbKoro 3acoby. BeBeAeHHs1 3MiH MPOTAroM 3-xX MicsiLiB
nicns 3aTBepKeHHs
37. EPFO®EPOH Tabnetku, no 20 TOB "Marepia YkpaiHa 3AT CaHToHiKa INnTtBa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu Il 6e3 UA/12931/01/01
TabneTok y 6nictepi; Megavika- TUny - 3MiHK 3 sikocTi. A®I. BupobHuuTBo. 3MiHa peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no1l,2a6o5
6nictepiB y
KapTOHHilA KOpo6Li

YkpaiHa"

BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTY/peareHTy, LWwo
BMKOPVCTOBYOTLCS Y BUPOGHMYOMY npoLeci Adl, abo
3MiHa BMPOOGHUKa (BKHOYatoun, Ae HeobxigHo, Micue

npoBefeHHs KOHTPO/IH0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBepMKeHOMY focbke)(iHLWi 3MiHM). Mpoueaypa
(BHeceHHs B peecTpauiiHe foCbe AiNbHULI, fe
NPOBOANTLCA KOHTPO/b NMEBHUX NapameTpiB BUXIiAHOIO
NpoAyKTy «AHTUTING [0 raMMa iHTepthepoHy NIoANHN
achiHHO oumLeHi» ons BupobHuuTea A®Il) 3asBneHa y
3B'A3KY 3 HAABHUMU TEXHIYHVMU MOX/IMBOCTSAMM
BMpo6HuKa API. 3MiHn Il TUNY - 3MiHK 3 aKkocTi. AdL.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiZHOrO/NPOMKHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(BkNtOYaKOUN, fe HeobXiaHO, MiCcLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikara BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepXeHOMy [0Cbe)(iHLLi
3MiHn). Mpoueaypa (BHECEHHS B peecTpaLliiiHe JOCbe

AiNbHWLI, fie NPOBOANTLCA KOHTPO/Ib NEBHMX NapamMeTpiB
BUXIAHOMO NPOAYKTY «AHTUTINIA A0 ricTamiHy adiHHO

ouuLeHi» A58 BUpo6HMUTBa ADI) 3anBneHa y 3B'A3Ky 3
HassBHUMW TEXHIYHUMWN MOX/TMBOCTSAMU BUPOOHUKa ADI.
3MmiHn [l Tuny - 3MiHn 3 axocTi. A®l. Bupo6bHMUTBO. 3MiHa

BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTYy/peareHTy, Lo
BMKOPVCTOBYOTLCA Y BUPOGHMYOMY npoLeci Adl, abo
3MiHa BMPOGHUKa (BKHOYatoun, fe HeobxigHo, Micue

npoBefieHHs1 KOHTPO/It0 sikocTi) AP (3a BigCyTHOCTI

cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y

3aTBepMKeHOMy focbke)(iHWi 3MiHM). Mpoueaypa
(BHeceHHs B peecTpauiiHe f0Cbe AiNbHULI, fe
NPOBOANTLCA KOHTPO/b NMEBHUX NapameTpiB BUXIiAHOIO
npoaykTy «AHTUTING A0 CD4 adiHHO ounLLeHi» Ans
BMPOGHMLUTBA ADI) 3asBneHa y 3B'A3Ky 3 HAsBHUMM
TEXHIYHUMWN MOX/IMBOCTSAMU BUPOBHMKa ADI.

38.

ECTE3N®IH

PO34MH HaLLKipHWA 1
% no 15 mn a6o 20
M, abo 25 mny
donakoHi; no 1
chakoHy y nauui 3
KapToHy

AT "®apmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu ||
TMny - 3MiHK 3 aKocTi. A®L. (iHWwi 3miHK) - MogaHHA
OHOBJIEHOTO MacTep-gaiiny (2021022-DMF-version 1.0-
2021.01) Ha APl HadTundoiny rigpoxnopug, dipmu
Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
KnTaii Ta, Ik Hacnigok, BUy4YeHo po3ain «Baxki meTanm»,
Y pO34ini «3annLWKOBI Ki/IbKOCTI OpraHiuyHMX PO3UMHHUKIB»
3BY)XEHO MEeXY KOHTPOJI0 A8 2-X/10pnponaHy 3 «He
6inblue 1000 ppm» 0 «He Ginblue 125 ppm»

6e3
peyenma

UA/14783/01/01

39.

ECTE3N®IH

cnpeii HawkipHuiA, 1
% no 15 mn a6o 20
My ¢hnakoHi; no 1
donakoHy y nayui 3

AT "®apmak”

YkpaiHa

AT "®dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |1
My - 3MiHKU 3 AKOCTi. ADI. (iHLWi 3MiHKW) - MNogaHHA
OHOBJIEHOTO MacTep-gaiiny (2021022-DMF-version 1.0-
2021.01) Ha APl Hadtndiny rigpoxnopug, dipmu

6e3
peyenma

UA/15499/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapToHy Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
KnTaii Ta, Ak Hacnigok, BUy4YeHo po3ain «Baxki metanm»,
Y pO34ini «3annLWKOBI Ki/IbKOCTI OpraHiuyHMX PO3UMHHUKIB»
3BY)XEHO MEXY KOHTPOJIIO A/1A 2-X/10pnponaHy 3 «He
6inblwe 1000 ppm» [0 «He Ginbwe 125 ppm»
40. ECTE3SN®IH Kpem 1% no15ry AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/15944/01/01
Ty6i; no 1 Ty6i B TMny - 3MiHK 3 aKocTi. A®L. (iHWwi 3miHK) - MogaHHA peyenma
nauui OHOBJIEHOTO MacTep-gaiiny (2021022-DMF-version 1.0-
2021.01) Ha APl HadTundoiny rigpoxnopug, dipmu
Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
KnTaii Ta, Ak Hacnigok, BUy4YeHo po3ain «Baxki metanm»,
Y pO34ini «3annLWKOoBI Ki/IbKOCTI OpraHiuyHMX PO3UMHHUKIB»
3BY)XEHO MEXY KOHTPOJII0 A8 2-X/10pnponaHy 3 «He
6isblue 1000 ppm» 0 «He Ginblue 125 ppm»
41. 30KOP® TabneTku, BKpUTI Mepk Wapn i LLisenuapi Bupo6HuK Benuvka BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/0645/01/02
NNiBKOBOIO Joym IAEA a Hepo3dacoBaHOT BputaHis/ - AAMIHICTpaTUBHI 3MiHW. BunyyeHHst BUPOOHUYOI AinbHUL peyenmom
060/10HKO10, Mo 20 6X npoaykuii, koHTponb | Higepnanam | (Bkaovaroum ginbHuui gns A®l, npoMixXHOro NpoaykTy abo
Mr, no 14 tTabnetok AaKocTi: OpraHoH / roTOBOrO NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
y 6nicTepi; no 2 Papma (UK) Benbris nakyBaHHs1, BUpOOHWKa, BiANOBiAaNbHOrO 3a BUMYCK CEpiid,
6nictepu B Nimiten, Benvka MicLle NpOBeAEHHS KOHTPOO cepii) abo noctavyanbHUKa
KapTOHHI/ KopoobLi BputaHis; BUXiAHOrO Marepiany, peareHTy abo A0NOMiKHOT
MakyBaHHs, PEYOBUHM (AKLLO 3a3HaYeHO Y 0CbE) - 3MiHa Y 3B'A3KY
KOHTPO/b SIKOCTI, BUYYEHHS QOYHKLiT KOHTPOSIIO AKOCTI NapTil NnikapcbKoro
BUMYCK cepii: Mepk 3ac06y 419 BUPOOHKKa Hepo3dacoBaHoT NPoAyKL;i,
Wapn i Joym B.B., KomMmnaHii OpraHoH ®apma (UK) Nimites, Benuka BputaHis,
HigepnaHgu; Bunyck 3riHO TOProBoi yroau nepiogy noct-bpekcity Mix €C 1a
cepii: WepiHr-Mnay Benvkoto BputaHieto. Mpu ubomy OpraHoH dapma (UK)
Na6o H.B., benbrisi NimiTen sk BUPO6HUK Nikapcbkoro 3acoby 6yae i Hagani
NPOBOAMTY BHYTPILLHIA KOHTPO/b SKOCTI Hepo3dhacoBaHol
npoaykuii. JaHa 3miHa ctocyeTbs nuwe Mogynio 3. Ta
MKA 13 3anmwatoTbes 6e3 3MiH
42, 3O/IMIFPEH® cnpei HasanbHuiA AT «Papmak» YkpaiHa Brpo6HMUTBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/15215/01/01
CMPEN [030BaHuii, 2,5 NOBHUM Lukiom: AT - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbkuii 3acio. 3MiHM y peyenmom

mr/go3a; no 2 mn (20
[03) y donakoHi; no 1
donakoHy y nauui 3
KapToHy

"®apmak”, YkpaiHa
BignosiganbHuii 3a
BMPOGHMLTBO Ta
KOHTpO/b/BUNPOOYB
aHH#A cepii, He
BK/THOHAIOUMN BUMYCK
cepit:

TOB HaykoBo-
BMpo6HMYa chipma
"MIKPOXIM",
YkpaiHa

BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI Ai/TbHUL
BMPOOHULITBA A1 HACTUHM abo BCbOrO BUPOGHNYOTO
npoLecy roToBOro /ikapcbKoro 3acofby (AiNbHNULSA, Ha Skl
NpoBOAATLCA Oy/b-5iKi BUPOGHMUI CTagii, 32 BUHATKOM
BUMYCKY Cepili, KOHTPOJIO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOIO NaKyBaHHS, [/19 HECTEPUTbHNX NTIKapPCbKUX
3ac006iB) BBEAEHHS [0AATKOBOI AiNbHULi BUpo6HULUTBAa AT
"papmak”, YkpaiHa A5 BCbOro BUpo6HMYoro npotecy /13.
3MiHuM | TUNY - 3MiHK 3 AKOCTI. FOTOBWMIA NliKAPCbKMIA 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AiNbHULI BUPOBHULTBA [/19 YacTUHM abo BCbOro
BMPOBGHNYOro NpoLLecy roToBOro NikapCbKoro 3acoby
(4inbHULUA 0N BTOPUHHOTO NakyBaHHA) BBEAEHHS
[04aTKOBOI [ibHUL 4719 BTOPUHHOIO NaKyBaHHA roTOBOr0
nikapcbkoro 3acoby - AT "dapmak”, YkpaiHa. 3miHu | Tuny
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
- 3MiHM 3 SKoCTi. FO0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 10AATKOBOI Ai/TbHUL

KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHK | TUNY - 3MiHK

BMPOOHMLITBA A1 YACTUHM abo BCbOrO BUPOGHNYOTO
npoLiecy roToBOro NikapCcbKoro 3acoby (AibHNLA ans
NepBUMHHOTO NakyBaHHs) BBeAEHHS AOAATKOBOI AinbHUL
[N NePBUMHHOIO NaKyBaHHA rOTOBOrO NiKapCbKOro 3acoby
- AT "dapmak”, YkpaiHa (3atBepgxeHo: TOB Haykoso-
BMpOGHMYa hipma "Mikpoxim", YkpaiHa (BignoBifanbHuii
3a BUPOGHMLTBO Ta KOHTPO/b/BUNPOGYBaHHSA cepii, He
BK/IOYatouM BUMYycK cepii); AT "®apmak”, YkpaiHa
(BigNoBifaNbHWIA 3a BUNYCK Cepil, BKKOUaKUn
KOHTPO/b/BUNPOBYBaHHA cepil); 3anpornoHosaHo: TOB
HaykoBo-B1po6bHuya chipma "Mikpoxim", YkpaiHa
(BignoBifanbHWiA 32 BUPOGHULITBO Ta
KOHTPONb/BMNPOGYBaHHSA cepii, He BK/IOYaUM BUMYCK
cepii); AT "dapmak”, YkpaiHa (BMUPOOGHMLTBO 3@ MOBHUM
UMKAoM). 3MiHW | Tuny - 3MiHK 3 sikocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHWLTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKIovatoun
NPOMKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHMLTBA)

He3HauHi 3MiHK B npoueci BUpobHuuTBa /13 Ha cTagji
NPUroTyBaHHSA PO34MHY 3a PaxyHOK BHECEHHS HATPItO
rigpochocdhaty aurigpaty B Cyxomy BUMSAi nicns
BHECEHHS KMCNOTU IMMOHHOT 6€3BOHOI Ta 30/IMITPUNTaHy
3 NoAasIbLLUMM NepeMillyBaHHAM 3a 3a4aHMu
napameTpamu 3amiCTb Or0 PO3UMHEHHS Y OKPEMOMY
peakTopi 3 NOCiAyH0UYNM BHECEHHAM A0 OCHOBHOMO

PO3UnHY (SIK 3a3HAYEHO [0 AiH0Y0i 4iNbHUL,).
Cnevnudpikalis Ha NPOMDKHUIA NPOAYKT, FOTOBWIA
nikapcbkuii 3aci6 3anMalTbC HE3MIHHUMUA. 3MiHK | Tuny
- 3MiHK 3 sKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
YyNaKoBKM FOTOBOTO JiKapCbKOro 3aco6y (BUyYeHHS

He3Ha4yHOro NokasHuka (Hanpvknag, 3actapinoro
nokKasHvka)) 3MiH1 y napameTpax cnevudikawii
NepPBUHHOTO NakyBaHHs (pN1akoH CKsIHWIA Ta Hacoc
[103aTOp Ha3a/1bHOTO NPU3HAYEHHS) - BUTYYEHHS
He3Ha4yHMX NokasHukis i3 p.3.2.P.7 Cuctema

3 akocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANoBiaHOCTI E€Bponelichbkii hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo EBponeicbkoi

thapmakonei, abo iHLWOT HalioHas1bHOT thapmakonei

Aepxasun €C (3miHa y cneuudikauisix, nos'asaHa 3i
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3miHamu B 1Y, abo €Bponelickkiil hapmakonei, abo
iHLWIN HauioHaNbHI thapmakonei fAepxasu
€C)npuBeaeHHA cneumdikaLiii Ha 4ONOMIKHI PEYOBUHN
(6eH3as1KoHiIl0 X/10puna, K1cnoTa IMMOHHa, 6e3B0aHa;
HaTpito rigpodpocdart, auriapart; AeKcnaHTeHos; Boja
04uLlEeHa) A0 BUMOr OHOBIEHUX MOHorpadii EP.
43. 30/IMIFrPEH® cnpeii HasaslbHUiA AT «dapmak» YkpaiHa Brpo6HMUTBO 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/15215/01/02
CMPEN [030BaHuit, 5 NOBHUM LukIoM: AT - 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3mMiHM y peuenmom

Mmr/po3a;

no 2 mn (20 go3) y
donakoHi; no 1
donakoHy y nauyui 3
KapTOHy

"®apmak”, YkpaiHa
BignosigansbHuii 3a
BMPOBGHULTBO Ta
KOHTPO/b/BMNPOGYB
aHHS cepii, He
BK/THOHAI0UMN BUNYCK
cepii:

TOB HaykoBo-
BMpo6HUYa thipma
"MIKPOXIM",
YkpaiHa

BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
BUPOGHMLITBA A1 YAaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii
NPOBOAATLCA OyAb-AKi BUPOGHMYI CTagii, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBMNHHOTO Ta
BTOPWHHOTO MakyBaHHS, A718 HECTEPUTbHNX NiKapCbKUX
3aco06iB) BBEAEHHSA [04AaTKOBOI Aji/IbHMLi BUpo6HULTBAa AT
"®apmak”, YkpaiHa gnsi BCboro BupobHuyoro npouecy J13.
3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHA 404aTKOBOI
AiNbHULI BUPOBHMLTBA A/19 YacTHM abo BCbOro
BMPOGHNYOrO NpoLecy roToBOro NikapcbKoro 3acoby
(AiNbHUUA ANA BTOPMHHOIO NakyBaHHS) BBEAEHHSA
[04aTKOBOI AiNIbHUL 4151 BTOPUHHOTO NakyBaHHSA roOTOBOrO
nikapcbKoro 3acoby - AT "®apmak”, YkpaiHa. 3miHn | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOOGHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
npouecy roToBOro /likapCcbKoro 3acoby (AinbHUUsS ons
NepBUHHOTO NakyBaHHs) BBeAEHHS AOAATKOBOT AiNbHUL
AN NePBUHHOMO NakKyBaHHA rOTOBOTrO NiKapCbKOro 3acoby
- AT "dapmak”, YkpaiHa (3atBepmakeHo: TOB Haykoso-
BMpOGHMYa chipma "Mikpoxim", YkpaiHa (BignoBiganbHuii
3a BMPOGHULITBO Ta KOHTPO/IL/BUNPOBYBaHHSA cepil, He
BK/IO4atoumM BUMYycK cepii); AT "dapmak”, YkpaiHa
(BignoBiganbHUIA 3a BUMYCK cepil, BK/OYaoum
KOHTPO/b/BUNPOGYBaHHSA cepil); 3anponoHosaHo: TOB
HaykoBo-B1po6Huya chipma "Mikpoxim", YkpaiHa
(BignoBiganbHWIA 32 BUPOGHULITBO Ta
KOHTPONb/BUNPOGYBaHHSA Cepii, He BK/THOYaOUM BUMYCK
cepii); AT "dapmak”, YkpaiHa (BMUPOOGHULTBO 3@ MOBHUM
UMKAoM). 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NPOLIECi
BMPOOHULITBA FOTOBOTO fiKapCbKOro 3acoby, BKOUaum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOrO NikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA)

He3HauHi 3MiHM B npoueci BUpobHuuTtea J13 Ha cTag,i
NPUroTyBaHHA PO34MHY 3a PaxyHOK BHECEHHS HATPIl0
rigpodpocchaty avrigpaty B Cyxomy BUrAsAi nicas
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BHECEHHS KMCMOTU IMMOHHOT 6€3BOAHOT Ta 30IMITpUNTaHy
3 NoAaibLUMM MepeMillyBaHHAM 3a 3afaHnMu
napameTpamy 3amiCTb 10ro PO3UMHEHHS Y OKPEMOMY
peakTopi 3 NOC/ifyH0UYMM BHECEHHAM 10 OCHOBHOMO
PO34UMHY (SIK 3a3HAYEHO [0 Ai0YOI AiSTbHUL).
Cneuudpikauis Ha NPOMiXHUIA NPOAYKT, FOTOBWIA
nikapcbkuii 3aci6 3anMaTbCs He3MIHHUMUK. 3MiHK | Tuny
- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO MiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapisioro
nokasHukKa)) 3MiHU y napameTpax cneuudikadii
NepBUHHOTO NakyBaHHS (pNakoH CKNSHWIA Ta Hacoc
[103aTOp Ha3a/1bHOTO MPU3HAYEHHS) - BUTYYEHHS
He3HayHWX nokasHukiB i3 p.3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHu | TUny - 3MiHK
3 AKocTi. CepTudikar ignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb [0 MOHOrpadii APY abo EBponeiicbKoi
hapmakonei, abo iHLIOi HaljoHasIbHOT hapmakonei
nepxasun €C (3MiHa y cneuudikayisix, nos'a3aHa 3i
3miHamu B idY, abo €sponelickkili hapmakonei, abo
iHLIN HauioHanNbHIN chapmakonei gepxasu
€C)npuBefeHHs cneuudikalii Ha AONOMiXHI peYOBUHN
(6eH3a/1KOHI0 X/10pnA, KMCIoTa IMMOHHA, 6e3B04Ha,;
HaTpilo rigpodocdaT, Auriapar; AeKcnaHTeHon; Boja
oyyLleHa) 40 BUMOr OHOB/IEHUX MOHorpadii EP.

I3IK/IH

KOHLeHTpaT Ans
Opa/IbHOTO PO3YMHY;
6113bKo 176 M
KOHLeHTpaTy ans
Opa/IbHOTO PO3YNHY
y NAAWL; no 2
NASLKN Y KOMNIEKTI
3 0HUM
CTakaH4MKoM 3
MIpHOIO NHIEID, Y
KapTOHHIA Kopoo6Li

INCEH
KOHCbIOME
P XE/NICKEA,

akujioHepHe

TOBapWCTBO

crnpoLLeHoro
mny

®paHuis

BO®YP INCEH
IHOYCTPI

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHS rOTOBOTO JliKAPCLKOrO 3acoby (He3HauHa
3MiHa y 3aTBEpMKEHMX MeTofax BUNPobyBaHHS) 3MiHa
MeTOAMKMN 3a NOKa3HUKOM «KiflbKicHe BU3HAUYEHHSI.
Hartpin» (MeTog 2.2.23.ATomHo-abcopbuiinHa
cnekTpomMeTpis)(y chopmMysi po3paxyHKy TeopeTuyHa
mMaca/o6’eM MAALKN 3aMiHEHA Ha CepeHE 3HaYEHHSA Macu
oTpUMaHe npy BU3HaYEeHI OAHOPIAHOCTI 4030BaHNX
OAMHULIb Ta BPax0oBaHO BifJHOCHY ryCTWHY NikapCcbKoro
3aco6y). 3miHu | Tuny - 3miHK 3 skocTi. FoToBWIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBepKEeHUX MeTofax
BMNPOGYBaHHA) 3MiHA METOAVKM 38 NMOKa3HNKOM
«KinbkicHe BU3HaueHHs. MarHii» (Metopg 2.2.23.ATOMHO-
abcop6builiHa cnekTpomeTpis)(y hopMysi po3paxyHKy
TeopeTnyHa Maca/06’'eM NASLLIKM 3aMiHEHA Ha cepefHe

3a
peyerimom

UA/14703/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

3HaYEHHS1 Macy OTPMMaHe NPy BU3HAYeHi OfHOPIfHOCTI
[030BaHVX OAMHNWLL Ta BPAXOBaHO BifHOCHY IyCTUHY
nikapcbkoro 3acoby). 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) 3MiHa METOANK
3a NoKasHMKOM «KinbkicHe BU3HaueHHs. Kanili» (meTog,
2.2.23.ATOMHO-abcopbuiiiHa cnekTpomMeTpisa)(y dhopmyni
po3paxyHKy TeopeTnyHa maca/o6’eM NAALIKN 3aMiHEHa Ha
cepefHe 3HaYeHHs Macy OTpUMaHe Npy BU3HaYeHi
O[HOPILHOCTI A030BaHNX OAVHULE). 3MiHW | TUMY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAaX BUNPOOYBaHHS) 3MiHa METOANK
3a nokasHukoM «KinbkicHe BU3HaveHHs. Cynbar» (MeTos
2.2.23.ATOMHO-abcopbuiiiHa cnekTpomeTpis)(y hopmyni
po3paxyHKy TeopeTnyHa maca/o6’eM NAALIKN 3aMiHEHa Ha
cepefHe 3Ha4YeHHs Macy oTpuMaHe Npy BU3HaueHi
OHOPIAHOCTI [030BaHUX OAMHULL Ta BPaxoBaHO BifHOCHY
rYCTUHY Jlikapcbkoro 3acoby). 3MiHu | Tuny - 3MiHn 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToax BUnpobyBaHHs
rOTOBOrO /1iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMXEHNX METOAaX BUNPOOYBaHHS) 3MiHa METOAUKY
3a NokasHMKoMm «KinbkicHe BU3HaueHHs. Hatpito 6eH3oar»
(vmeTtop, 2.2.29.PignHa xpomatorpacis)(y chopmyrni
po3paxyHKy TeopeTnyHa maca/o6’eM MAALLKM 3aMiHeHa Ha
cepefiHE 3HaYEHHS Macu OTpMMaHe Npu BU3HAYeHI
OZHOPIAHOCTI 4030BaHVX OAMHNUL Ta BPAXOBaHO BifHOCHY
rYCTUHY JliKaPCbKOro 3aco6y). 3MiHu | Tuny - 3MiHn 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JlikapCbKoro 3acoby (iHWi 3MiHM y MeTogax
BMNPOGYBaHb (BK/IKOYAOUM 3aMiHy ab0 [JONOBHEHHS))
O0[aHOo anbTepHaTMBHUI MeTog, (ioHHa xpomaTopradis 3
[AeTeKkTopaMun KOHAYKTOMETPIi B NOEAHaHHI 3
noTeHuioMeTpoM) 718 BUNpobyBaHHA igeHTudikaLii Ta
KiNIbKICHOTO BM3HAYEHHS HaTpito. 3MiHu | Tvny - 3MiHu 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3MiHa y MeToax BUNpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/THOYaoUM 3amMiHy abo AOMNOBHEHHS))
[04aHO0 albTepHaTUBHUIA MeTog (ioHHa xpomaTtopradis 3
[AeTeKkTopamMun KOHAYKTOMETPIi B NOEAHaHHI 3
noTeHLioMeTpoM) ANs BUNPoByBaHHSA ifeHTudikauii tTa
KifIbKICHOrO BU3HAYeHHS Kanito. 3miHu | Tuny - 3MiHm 3
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JiKapCbKOro 3acoby (iHLWi 3MiHW y MeToAax
BMNPOGYBaHb (BK/THOYa4M 3aMiHy abo JOMNOBHEHHS))
[0faHOo anbTepHaTMBHUI MeTog, (ioHHa xpomaTtopradis 3
AeTekTopamy KOHAYKTOMETPIi B NOEAHAHHI 3
noTeHuioMeTpoM) BUNpobyBaHHs igeHTudikaulji Ta
KiNbKICHOro BM3Ha4YeHHS MarHito. 3miHu | Tuny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JlikapCbKoro 3acoby (iHWi 3MiHM y MeTogax
BMNPOGYBaHb (BK/IKOYAOUM 3aMiHy ab0 [JONOBHEHHS))
O0[aHOo anbTepHaTMBHUI MeTog, (ioHHa xpomaTtopradis 3
[AeTeKkTopaMun KOHAYKTOMETPIi B NOEAHaHHI 3
noTeHuioMeTpoM) 718 BUNpobyBaHHA igeHTudikaLii Ta
KifIbKiCHOTrO BU3HauYeHHs cynbarty. 3miHu | Tuny - 3miHu 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y MeToax BUNpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHW y MeToAax
BMNPOGYBaHb (BK/THOYaOUM 3amMiHy abo AOMNOBHEHHS))
[04aHO0 albTepHaTUBHMIA MeTog (ioHHa XpomaTtopradis 3
[AeTeKkTopamMun KOHAYKTOMETPIi B NOEAHaHHI 3
noTeHLioMeTpoM) ANns BUNPoByBaHHSA ifeHTudikauii tTa
KINIbKICHOTO BM3HAYeHHS HaTpito 6eH3oaty. 3MiHu | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
NikapcbKoro 3acoby (iHLWi 3MiHN) 3MiHa YacToTh
BMNPOGYBaHHS 3a Noka3HUKOM «MikpobiosioriyHa uncrora»
3 nepiogunYHICTIO Npy BUNYCKy «KoXHa aecsATta cepis i He
piawe ofHOro pasy Ha pik» Ta nifg Yac AoCifKeHb
cTabinbHocTi «npu T=0 i y KiHLi TepMiHY NpuaaTHOCTI».
3MiHn | TUNY - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudhikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNIEHWIA cepTudikaT Big,
yXXe 3aTBepKeHOro BUpo6HuKa. MoaaHo OHOBMEHWIA
cepTtudikat BignosigHocTi E® No. RO-CEP 2015-374-Rev
01 gns aiyoi peyoBrHU HaTpIto cynbaTy 6e3B04HOI0
Bif 3aTBEpKeHoro BnupobHrka MACCO ORGANIQUES,
S.R.O., Yecbka Pecny6bnika Ha 3amiHy cepTudikaty
BignosigHocTi €EP No. RO-CEP 2015-374-Rev 00. 3miHu I
TUNy - 3MiHW 3 IKOCTi. FTOTOBWIA Nikapcbkuid 3acib.




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (3mMiHa 3HaxoauTbCs nosa
3aTBEPKEHUMYN AONYCTMMUMUN MeXaMu cneuudikawin) —
3MiHa KpUTepiiB NPUIAHATHOCTI 3a Noka3HWKoM «BTpaTta
BOAV» y cneuudikaLii Ha TepMiH NPUMAATHOCTI
(3aTBEpPMXKEHO: < 5%; 3anponoHoBaHo: < 10%)
45, IBOHIA3U, Tabnetku no 100 mr My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3624/01/01
no 10 TabneTok y akujioHepHe akujioHepHe TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. 3MiHN Y peyenmom
6nictepi; no 5 TOBapUCTBO TOBapUCTBO BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn gianasoH
6nicTepiB y navui "HaykoBo- "HaykoBo- po3Mipy cepil) roToBOro NikapcbKoro 3acoby (3MeHLIEHHs
BMPOGHUUNI BMPOGHUUNIA LLEHTP [0 10 pasiB) 3MeHLUEeHHS po3Mmipy cepii roToBoro
LeHTp "BopLuariBcbkuii nikapcbkoro 3acoby An1s fo3yBaHHsa no 100 mr
"BopLuariBcbk XiMiko- 3arBepmpkeHo: 2 100 000 TabneTok (42,000 TUC. yNakoBOK
WA XiMiKO- hapmavueBTUYHWI Ne (10x5)) 3anponoHosaHo: 700 000 (14,000 Tuc.
thapmaveBTUy 3aBog" ynakosok Ne (10x5)); 2 100 000 Ta6netok (42,000 TuC.
HWi1 3aBoa" ynakoBok Ne (10x5))
46. IMOA3A Tabnetkn, no 20 TOB "Martepia YKpaiHa 3AT CaHTOHika Nntea BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 6e3 UA/5543/01/01
Tabnetok y 6nictepi; Meguka- - 3MiHK 3 AkocTi. API. KoHTposib A®I (iHLWi 3MiHK) - peyenma
no 1 6nictepy y YkpaiHa" OHOBEHHS Y Nigpo3aini 3.2.S.4 KoHTPOsb Aitoyoi

KapTOHHI/ KopoobLi

PEeYOBUHW: 3a3HAYEHHS KOHTPOs0 APl «AHTUTINA [0
eHgoTenianbHOi NO crHTasun addiHHO OUULLEHI: CYMiLLl
romeonaTnyHux posseseHb C12, C30 ta C200»,;
OHOBMEHHA Y N. 3.2.S.2.2. Onuc BMPOGHMYOro npolecy Ta
I0ro KOHTPO/0: BBEAEHO AOAATKOBY Ki/bKICTb MaTepiasis
0151 aHanisy, Npouec BUPOGHMLTBA HE 3MIHIOETLCS; 3MiHN |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKnii 3acib.
KOHTpPO/Ib AONOMDKHUX peYoBUH. 3MiHa y MeToAax
BUNPOBYBaHHA AONOMIKHOT pe4OBUHM (iHLUI 3MiHW Y
mMeTofdax BUNPO6yBaHHS (BKItoUaroun 3aMiHy abo
[ofaBaHHs)) - BBEEeHHS [0AaTKOBOro MeToay
BMNPOOBYBaHHSA /19 AOMNOMIXHOI PEHYOBUHMN 1AKTO3M
MmoHorigpar (ldentification test Raman spectroscopy Ph.
Eur. 2.2.48); 3MiHn Il Tvny - 3MiHK 3 aKocTi. A®I. KOHTposb
A®I (iHWi 3MiHW) - 3MiHa AONYCTUMUX MEX A1 NOKa3HUKa
«YuncToTar», BU3Ha4YeHoro y crneumdikaii Ha BUXigHui
NpoAyKT «AHTUTINA A0 eHaoTeniasibHOT NO cuHTasm
adhiHHO OUULLEHI», LLIO BUKOPUCTOBYETLCA Y NPOLLEC
BMPOGHMLTBA AD|, 06yMOB/IEHA BHECEHHSIM YTOUYHEHHS
LLLOA0 MOX/IMBOCTI NOABM CMYTU BiJOMOT KOHTPO/IbOBAHOT
LOMILLKM - KPONAYOoro anboymiHy nig yac ACH-TMAI
enekTpodopesy y HeBIAHOBHMX YMOBaAX; HE3HAYHI
peakuiiiHi NpaBKK WoA0 NEBHUX MOKa3HWKIB cneumdikadii
BUXIQHOIO NPOAYKTY «AHTUTINA A0 eHgoTeniansHoi NO
CUHTa3n apiHHO OUYULLEHI», LLIO BUKOPUCTOBYETLCS Y
npovueci BupobHuuTBa A®I, Aki He TArHYTb 3a CO60K0 3MiH,
3asB/IeHi 3 METOI NPVBEAEHHS Y BIANOBIAHICTL peaakLi
MaTepianiB peecTpaLiiHoro 4oCkE 3 AOKYMEHTALIE
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n/n
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JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
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3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMWKA BUXIAHOrO MPOAYKTY; 3MiHM Il Tuny - 3miHK 3
AKocTi. A®l. KoHTposb A®I (iHLWi 3MiHK) - 3MiHa
A0NYCTUMUX MEX A/19 MOKa3HuKa «laeHTudikauis» y
cneumdikauii Ha BUXigHWI NPOAYKT «AHTUTINA A0
eHpoTenianbHoi NO crHTasun adpiHHO OUULLLEHI», LLIO
BVIKOPWCTOBYETLCS Y NpoLeci BUpo6bHMLTBA ADI: 3MiHa
00yMOB/IEHA BHECEHHSAM YTOYHEHHS LLIO0 MOX/NBOCTI
nosiBM 40AaTKOBOI CMYyTH, WO Bignosigae p-cMysi IgM, nig,
yac BMKoHaHHA metoaukn ACH-TMATI enektpochopesy y
BiAHOBHMX yMOBaX; 3MiHU |l Tuny - 3MiHu 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiZAHOro/NPOMIDXHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(Bktovatouu, fe HeobXigHO, MicLie NPOBEAEHHS KOHTPOJIIO
akocTi) AP (3a BigCyTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepAXeHOMY A0ChE)(iHLi
3MiHW) - BBEAEHHA A04aTKOBOI AiNIbHUL NPOBEAEHHS
KOHTPO/TI0 NEBHMX NapameTpiB BUXIAHOrO NPOAYKTY ANs
BMpo6HMLUTBa ADI, a came: Tepnel Pharma Services
Limited (Parameters: “Distribution of Molecular Size” and
“Microbiological quality”)

47.

IMYPAH

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, M0 50
Mr; no 25 TabneTok
y 6nictepi; no 4
6nictepu B
KapTOHHIA Kopoo6Li

AcneH ®apma
TpeigiHr
Nimiteq

Ipnangis

BMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs Ta
BUWMYCK Cepiii:
Ekcenna Mm6X i Ko.
KI, HimeyunHa;
BMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs: AcreH
CA OnepelilieHs
(NTi) N4, NiBAEHHA
Adbpuka; BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTi Ta
BMNYCK cepiii: AcreH
baa-Onbpecno
'm6X, HimeyunHa

HimeuunHa/
MiBgeHHa
Adppuka

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHu 3 siKocTi. CepTudikat BignosigHoOCTI/TE-
cepTugikaT BiANOBIAHOCTI €BpPONenchbKil
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkiin hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBIeHWA cepTudikaT Big,
y)Xe 3aTBepKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTugikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2006-317 - Rev 01 (3atBepmxeHo: R1-CEP 2006-
317 - Rev 00) ansa gitoyoi pevoBuHy Azathioprine Big BXxe
3aTBEpAXeHoro Bupo6Huka Fermion Oy Hanko Plant,
Finland; 3miHu | Tny - 3miHmn 3 AkocTi. CepTudikar
BiagnosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepLKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponeiickbkiit hapmakonei Ne
RO-CEP 2017-171 - Rev 02 ans fit040i pevyoBuHN

3a
peyenmom

UA/0116/01/01
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Homep
peecmpayiliHo2o
nocsioYyeHHs1

Azathioprine Bif Bxe 3aTBepmxeHoro BupobHuka Fine
Chemicals Corporation (Pty) Ltd., South Africa, sk
HacnifoK A0AAaHHS BUPOOHUKA NPOMDKHOT NpoAyKLil
LAURUS LABS LIMITED, India; 3miHu | TUny - 3miHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY AOCHE cepTuddikata
BiANOBIAHOCTI EBpoNeiickbkili hapmakonel, Lo BKIo4ae
nepiog, NOBTOPHOro BUNPOBYBaHHS) (iHLLI 3MiHN) -
BBeAeHHs Re-test period 60 months gns A®| azationpuHy
ons Bupo6Huka Fine Chemicals Corporation (Pty) Ltd.,
South Africa; 3miHu | Tuny - 3miHun 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJIEHOrO cepTudhikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOB/IEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUPO6HMKa - NoJaHHA OHOB/IEHOrO
cepTtudikaTa BigNoBigHOCTI EBponelickbkiin dhapmakonei Ne
RO-CEP 2017-171 - Rev 01 (3aTBepaxeHo: RO-CEP 2017-
171 - Rev 00) ansa gjtoyoi pevosuHn Azathioprine Bif Bxe
3aTBepmxeHoro BupobHuka Fine Chemicals Corporation
(Pty) Ltd., South Africa

48.

KATIHO OPOTAT

Tabnetkun no 500 wmr,
no 10 TabneTok y
6nictepax

AT
"Ny6Hnchapm"

Ykpaina

AT "Nly6Hnchapm"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (iHLWi 3MiHV) BBEAEHHS
nepiogNYHOCTI KOHTPO/IIO 3a NoKasHMKoM "MikpobionoriyHa
unctoTa" B Cneumndpikauii 13 3 nocepiiHoro Ha
BMOIPKOBWIA: NEpLLY Ta KOXHY AeCATYy HacTymnHy cepito, ane
He pigwe Hix 1 cepii B pik Cneuudikauis

6e3
peyenma

UA/9207/01/01

49,

KETOHAN®

cynosuTopii no 100
Mr, no 6
cynosuTopiiB y
CTpuni; No 2 cTpunn
B KapTOHHI Kopobui

CaHpo3
PapmacbioTika
n3 a.n.

CnoBeHis

leHBeoH lnak CaHaii
Be TikapeT A.C.,
TypeyunHa
(BMPOGHMLTBO in
bulk, nakyBaHHs);
Nex
PapmaLeBTUyHa
KomnaHia a.4.,
CnoBeHis (Bunyck
cepii); C.K. CaHgos
C.P.J1., PymyHis
(koHTpONbL/BUNPOOYB
aHHs cepii)

TypeuunHa/
CnoseHisa/
PymyHis

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny
- 3MiHu 3 akocTi. CepTudikar BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3 HeobXiAHICTO
NpyBELEHHS Y BiANOBIAHICTL A0 MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWOT HaLioHasIbHOI
thapmakonei aepxasu E€C (3miHa y cneumdikauisx,
nos'aA3aHa 3i 3MiHamu B J®Y, abo EBponeiicbkii
hapmakonei, abo iHLUii HalioHaNbHIl hapmakonel
Aepxasun €C) BUNYyYEHHS NokasHuka «Heavy metals» 3i
crneundikauii/MeToaiB KOHTPOSIO Ai0UOi PEYOBUHM Bif,
BMpo6HUKa M3 ana npuBeAeHHs A0 MoHorpadii
«Ketoprofen» €®, gitloue BUgaHHs

3a
peyerimom

UA/8325/06/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
50. KETOPO/AK- pO34uH AN4 iH ekuiin, | ToBapucTso 3 YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/17057/01/01
MIKPOXIM 30 mr/mn, no 1 mn B 06MeXeHo akuioHepHe TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
amnyni; no 5 amnyn BiANOBIga/IbHI TOBapuncTBo thapmakoHarnagy. BeefeHHs abo 3miHM [0 y3arasibHeHuX
y kaceri; no 2 cTio HaykoBo- "Nlekxim-Xapkis", AaHnx nNpo cmuctemy chapmakoHarnsgy (BBeAeHHs
KaceTu y nauui 3 BUPOGHMYA YkpaiHa y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy,
KapToHy dhipma (BignoBiganbHwin 3a 3MiHa YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
«MIKPOXIM>» BMPO6HMLITBO Ta 3[iicHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
KOHTPONb/BUNPOGYB hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
aHHsA cepii, He hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
BK/TOYAI0UM BUMYCK YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
cepii); ToBapucTeo 3 hapmakoHarnsgy (Bkouarouy KOHTakKTHI aaHi) Ta/abo
obmexeHoro 3MiHW Y pO3MiLLeHHi MacTep-chaiina cuctemm
BiAMOBIAA/TbHICTIO hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOI 0CO6U 3asBHNKA,
HaykoBo-BUpo6HMYa BifNoBiganbHOI 3a hapmakoHarnag.
thipma "MIKPOXIM", [itoua pepaxuis: Xyp6a Ninia BonognMupisHa.
YkpaiHa lMponoHoBaHa pepakuis: €BcTpaToBa IpuHa IropiBHa.
(BignoBiganbHuUiA 3a 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BMPOBHULTBO Ta BigNoBigasIbHOI 3a chapmakoHarnsg. 3miHa
KOHTPO/b/BMNPOGYB MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
aHHsa cepii, hapmakoHarnsgy. 3miHa micus 34iliCHEHHSI OCHOBHOT
BK/1I0HaA0UN BUMYCK AifNbHOCTI 3 chapmakoHarnagy.
cepii)
51. KO-IPBECAH® TabneTkn, BKpUTI HOBEN INAY TypeuuunH HOBEN I1AY TypeuunmHa | BHECEHHSI 3MiH A0 peecTpauiiiHux MaTepianis: 3MiHW | Tuny 3a UA/11583/01/01
060/10HKO0, M0 150 CAHAI BE a CAHAI BE - AQMIHICTPaTVBHI 3MiHW. BUNyUYeHHSt BUPOGHUYOI AiNlbHULi |  peyernmom
Mmr/12,5 mr no 14 TIIKAPET TIOKAPET A.LL. (Bkntovaroum AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
Tabnetok y 6nictepi; A.LL.

no 2 6nictepu B
KapTOHHI ynakoBLi;
no 15 tabneTtok y
6nicTepi; no 6
6nictepiB y
KapTOHHIA ynakoBLi

roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BifNOBIAaIbHOIO 3a BUMYCK Cepiid,
MicL,e NpoBeAeHHS KOHTPO/IHO cepil) abo nocTayanbHrKa
BMXIZAHOrO MaTepiany, peareHTy abo A0MNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AO0CHE) BUTYUYEHHS
BMpo6HuKa A®I rigpoxnopoTiasnay Cambrex
ProfarmacoMilano S.R.L., Italy. 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL
(Bkntovaroum AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BifNOBIAaIbHOIO 3a BUMYCK Cepiid,
MicL,e NpoBeAeHHS KOHTPO/IHO cepil) abo nocTayanbHrKa
BMXIZAHOrO MaTepiany, peareHTy abo A0MNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE) BUTYUYEHHS
BMpo6HMKa AP ipbecapTtaHy Ulkar Kimya Sanayi ve
Ticaret A.S., Turkey. 3miHn | TUNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l E-cepTudikar BiANoBiAHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii. NMogaHHA HOBOro
ab0o OHOBNEHOrO cepTudikaTa BigNoBIgHOCTI abo
BU/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkii
hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 4518 AONOMIKHOT
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

peyoBuHM (cepTudiikart BiANOBIAHOCTI EBpONenchbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOro BUPOOHYMKa. MofaHHA OHOB/IEHOrO
cepTtudikaTa BigNoBiAHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2012-233 - Rev 02 (3aTBepaxeHo: R1-CEP 2012-
233 - Rev 01) ana A®l ipbecapTaHy Bif BXe
3aTBepmxeHoro BupobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., China. 3miHu | T1ny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (CepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOro BUPOOHYMKa. MofaHHA OHOB/IEHOMO
cepTtudikaTa BigNoBigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2010-033 - Rev 03 (3aTBepaxeHo: R1-CEP 2010-
033 - Rev 02) ana A®l ipbecapTaHy Bif Bxe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. 3miHu | T1ny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYYEHHSA cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOr0 BUPOOHYMKa. MofaHHA OHOB/IEHOMO
cepTtudikaTa BigNoBiAHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2008-021 - Rev 02 (3aTBepaxeHo: R1-CEP 2008-
021 - Rev 01) ana A®I rigpoxnopoTiasnay Big, Bxe
3arBepmxeHoro BupobHuka CTX Life Sciences Pvt.
Limited. 3miHu | Tuny - 3miHK 3 sKocTi. CepTudikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBiAHOCTI E€BpoONecbkiii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; onsa BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBepKeHoro BUpobHuka. MoaaHHsA OHOBNEHOTO
cepTtudpikaTa BignosigHocTi EBponelickbkiii hapmakonei Ne
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
R1-CEP 2008-021 - Rev 03 gns A®I rigpoxnopotias3ngy
Bif, BXXe 3aTBepxeHoro BupobHuka CTX Life Sciences
Pvt. Limited.
52. KO-IPBECAH® TabneTku, BKPUTI HOBE/ INAY TypeuuunH HOBEN INAY TypeuyunHa | BHECEHHS 3MiH A0 peecTpauiiiHuX MaTepianis: 3MiHW | Tuny 3a UA/11583/01/02
060/10HKO10, Mo 300 CAHAI BE a CAHAI BE - AOMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT AiNbHALLI peuenmom
mr/12,5 mr no 14 TII>KAPET TIOXKAPET A.LL. (Bkntovaroun AinbHuL ans APl NPOMKHOTO NpoayKTy abo
Tabnetok y 6nictepi; A.LL. roTOBOrO JliKapcbKoro 3acoby, AinbHUL 415 MPOBEeAEHHS

no 2 6nictepu B
KapTOHHI/ ynakosLyi;
no 15 tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHI ynakoBL,i

nakyBaHHs1, BUPOOHWKa, BiNOBiAaNbLHOIO 3a BUMYCK CEpiid,
MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo nocTayanbHMKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiXKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) BUNYHEHHS
BMpo6Huka A®I rigpoxnopoTiasmgy Cambrex
ProfarmacoMilano S.R.L., Italy. 3miHu | Tuny -
AMIHICTpaTMBHI 3MiHW. BUydYeHHs BUPOOHUYOT AiNbHALLI
(Bkntovaroun AinbHuL s APl NPOMKHOTO NpoaykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHUL 415 MPOBEeAEHHS
nakyBaHHs1, BUPOOHWKa, BiNOBiAaNIbHOIO 3a BUMYCK CEpiid,
MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo nocTayanbHuKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiXKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCbE) BUNYHEHHS
BMpo6HuKa APl ipbecapTtaHy Ulkar Kimya Sanayi ve
Ticaret A.S., Turkey. 3MiHn | TURNY - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat BignosigHocCTi
€sponelicbkin hapmakonei/moHorpadii. MogaHHA HoBOro
abo oHoBNEHOro cepTudikaTa BiANOBIAHOCTI 260
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelickkiii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; A8 [ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBpONENChbKil
thapmakonei) - OHOBMEeHUIA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBEHOro
cepTugikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2012-233 - Rev 02 (3atBepmxeHo: R1-CEP 2012-
233 - Rev 01) ana A®l ipbecapTaHy Bif, BXe
3aTBEpAXeHoro Bupo6Hnka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., China. 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHocCTI/IE-cepTudikat
BiANOBIAHOCTI €Bponelichbkin hapmakonei/MmoHorpadii.
MogaHHSA HOBOro abo OHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignosigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; A8 [ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BpONENChbKil
thapmakonei) - OHOBMEeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa. MogaHHA OHOBEHOro
cepTuduikaTa BignoBigHOCTI EBponeiichkin dpapmakonei Neo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

R1-CEP 2010-033 - Rev 03 (3atBepmxeHo: R1-CEP 2010-
033 - Rev 02) ana A®I ipbecapTaHy Bif Bxe
3aTBepAxeHoro Bupo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHocTI/lE-cepTudikar
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANoBIAHOCTI ab0 BUTYYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A8 LONOMIKHOT
peyoBUHM (cepTUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakone’) - OHOBMEHUIA cepTudikat Bif yxe
3aTBEPAKEHOro BUPOGHMKa. MogaHHA OHOBEHOro
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2008-021 - Rev 02 (3atBepmxeHo: R1-CEP 2008-
021 - Rev 01) ana A®I rigpoxsiopoTiasuay Big, Bxe
3aTBepxeHoro BupobHuka CTX Life Sciences Pvt.
Limited. 3miHun | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHNl cepTudikaT Bif
yXXe 3aTBepKeHOro BUpobHuKa. MofaHHs OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponelickkiit hapmakonei Ne
R1-CEP 2008-021 - Rev 03 gns A®I rigpoxnopotiasungy
Bif BXe 3aTBepmkeHoro BupobHuka CTX Life Sciences
Pvt. Limited.

53.

KOHTPON®EK

C

PO34NH A5 iH'EKLIN,
2 mr/mMn, no 2 Mn B
amnynax, no 5
amnyn y 6nictepi, no
1 a6o 2 6nictepn y
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpeKkTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
y3araslbHeHNX JaHnX Npo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.

[Litova pepakuis: XXyp6a Ninia BonogumupisHa.
[MponoHoBaHa pefakuis: €scTparosa IpuHa IropisHa.

3a
peyerimom

UA/19023/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXKEHOT 0CO6Y 3asBHNKA,
BignoBigasibHOI 3a hapmakoHarnsag. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
hapmakoHarnsagy. 3miHa micus 34iCHEHHSI OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.
54. KOPOHA/® 10 TabneTkn, BKpUTI TOB "CaHochi- YKpaiHa AT "CaHeka Cnosaubka BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/3117/01/01
NNiBKOBOO ABeHTIC dapmacbloTikans”, Pecny6nika/ - 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, Mo 10 YkpaiHa" Cnosaubka PymyHis thapmakoHarnsagy. BeegeHHs abo 3miHv [0 y3arasibHEeHUX
mr no 10 TabneTtok y Pecny6nika; AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
6nictepi; no 3 abo C.C. "3eHTiBa C.A.", y3araslbHeHVX faHux Npo cucteMy dpapmakoHarisay,
no 6 6nictepis y PymyHis 3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIJabHOI 3a
KapTOHHI kopoobLj; 3[iiCHEHHST (papMakoHarnsay; KOHTakTHOT 0cobu 3
no 15 tabnetok y thapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
6nictepi; no 2 abo hapmMakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
no 4 6nictepu B YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
KapTOHHIA Kopoo6Li hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa MicLe3HaxoKeHHs macTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
55. KOPOHA/N® 5 TabneTku, BKPUTI TOB "CaHodhi- YkpaiHa AT "CaHeka CnoBaubka | BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHu | Tuny 3a UA/3117/01/02
NNiBKOBOIO ABEHTIC $apmacbloTikans", Pecny6nika/ - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060/10HKOI0, N0 5 Mr Ykpaina" Cnosaubka PymyHis thapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
no 10 TabneTtok y Pecny6nika; AaHuxX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 3 abo C.C. "3eHTiBa C.A.", y3araslbHeHUX AaHux Npo cuctemy dapmakoHarnsgy,
no 6 6nictepis y PymyHis 3MiHa YNOBHOB&aXeHOI 0Co6M, BiANOBIAA/IbHOI 3a
KapTOHHI kopo6uyj; 3pificHeHHs hapMakoHars4y; KOHTaKTHOI 0cobu 3
no 15 TabneTtok y chapmakoHarnsgy 3asBHuKa Ans 34iACHEHHS
6nictepi; no 2 abo hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
no 4 6nictepu B YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
KapTOHHIA KOopooLi hapmakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-dalina cuctemu
hapmakoHarnsgy). 3MiHa micLue3HaxoKeHHs macTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34jiACHEHHST OCHOBHOT AiS/IbHOCTI 3
dhapmakoHarnsgy.
56. KOPCAP® H TabneTku, BKPUTI AT "®apmak” YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/14295/01/01
NNiBKOBOIO YkpaiHa - 3MiHM 3 IKoCTi. FOTOBWMIA NiKapcbkuii 3aci6. KoHTponb peyenmom

060/10HKO, 320
mr/12,5 mr no 10
TabneTtok y 6nictepi;
no 3 abo no 6
6nictepis y nayi

(chacyBaHHA Ta
nakyBaHHs 3 in bulk
ipMUn-BMPOBGHUKA

BankaHdapma

AynHnua AT,
Bonrapis)

roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (40noBHEHHA abo 3aMiHa NoKasHMKa
cneumdikauii 3a pesynbTaTaMu AocnigpkKeHb 3 6e3nekn abo
AKOCTI (38 BUHATKOM NikapCbKux 3aco6iB
6i0N10r4HOro/iMyHO/I0TYHOTO NMOXOAKEHHS)) - AOMNOBHEHHS
NOKa3HNKOM KOHTPOst0 N-HiTpo3o-gumeTtunamid (NDMA)
Ta N-HiTpo3o-gieTunamid (NDEA) cneumndikavii Ha 13 3
BifJNOBIAHUMMN METOLOM KOHTPOJIIO Ta A0MYyCTUMUMM
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Mexamu, pekomeHgosaHumMn EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BUSIB/IEHHA 060X AOMILLIOK))

57.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO, 320
Mmr/25 wmr; in bulk: no
10 kr TabneTok y
MiLLKax

AT "dapmak”

YKpaiHa

BankaHtapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasiB: 3MiHu | Tuny
- 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo foNycTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3aMiHa NoKasHMKa
cneundikauii 3a pesynbTataMu JocnifpkeHb 3 6e3neku abo
AKOCTI (32 BUHATKOM JliKapCbKUX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOKEHHS)) AONOBHEHHSA
NoKa3HUKOM KOHTposTto N-HiTpo3o-gumetunamiH (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiZiNOBIAHVUMMN METOLOM KOHTPO/IIO Ta AOMYCTUMUMUN
Mexamu, pekomeHgoBaHumMu EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BUSIB/IEHHS 060X AOMILLIOK)).

UA/14290/01/02

58.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO0, 160
mr/12,5 wmr in bulk:
no 10 kr TabneTok y
MiLLIKax

AT "dapmak”

YKpaiHa

BankaHtapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny
- 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikayin Ta/abo fonycTUMMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3aMiHa NoKasHuKa
cneundikauii 3a pesynbTaTaMu AocnigpkeHb 3 6e3nekn abo
AKOCTi (32 BUHSATKOM JliKapCbKUX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOAKEHHS)) AOMNOBHEHHS
NOKa3HNKOM KOHTPOSt0 N-HiTpo3o-gumeTtunamid (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOLOM KOHTPO/IIO Ta A0NYCTUMUMMU
Mexamu, pekomeHgoBaHumMu EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BMSAB/IEHHS 060X AOMILLIOK)).

UA/14290/01/01

59.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 160
Mmr/25 wmr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT "®apmak”

YkpaiHa

BankaHdapma
AynHunua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny
- 3MiHM 3 IKoCTi. F0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo JONYCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NoBHEHHA abo 3amiHa NoKasHMKa
cneumdikauii 3a pesynbTaTaMu AocnigpkeHb 3 6e3nekn abo
AKOCTI (38 BUHATKOM NikapCbKux 3aco6iB
6i0N10rYHOro/iMyHO/IOTIYHOTO NOXOKEHHS)) AOMOBHEHHS
NOKa3HNKOM KOHTPOst0 N-HiTpo3o-gumeTtunamid (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneumndikavii Ha 13 3
BiZJNOBIAHUMMN METOLOM KOHTPOJIIO Ta A0MyCTUMUMMN
Mexamu, pekomeHgosaHumMu EMA (NDMA He 6Ginblue
0,300 ppm; NDEA He 6inbLe 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLe 0,082 ppm (B pasi ogHoYacHOro

UA/14291/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BMSIB/IEHHS 060X AOMILLIOK)).
60. KOPCAP® H TabneTkn, BKpUTI AT "dapmak” YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny - UA/14291/01/02
NNiBKOBOO OynHnus AT - 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
o6onoHkoto, 80 roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
Mr/12,5 wr; in bulk: cneuudikayin Ta/abo fonycTUMUX MEX FOTOBOIO
no 10 kr TabneTok y nikapcbKoro 3acoby (fONOBHEHHS ab0 3amiHa MokasHuKa
MiLLKax cneundoikauii 3a pesynbTaTtaMu JocnifpkeHb 3 6e3nekn abo
AKOCTI (32 BUHSATKOM JliKapCbKUX 3ac06iB
6i0/10r4HOr0/iIMyHOMOrYHOrO MOXOKEHHS)) AONOBHEHHSA
NoKa3HUKOM KOHTposTto N-HiTpo3o-gumetunamiH (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOLOM KOHTPO/IKO Ta A0NYCTUMUMMU
Mexamu, pekomeHgoBaHumMy EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BUSIB/IEHHS 060X AOMILLIOK)).
61. KOPCAP® H TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny 3a UA/14294/01/02
NNiBKOBOIO YkpaiHa - 3MiHM 3 AIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
o6onoHkoto, 320 (chacyBaHHA Ta roTOBOrO Jlikapcbkoro 3acoby. 3MiHa napameTpis
mr/25 mr no 10 nakyBaHHs 3 in bulk cneuudikayin Ta/abo fonycTMMNX MEX rOTOBOIO
TabneTtok y 6nictepi; ipM-BMpo6GHUKa NiKapcbKoro 3acoby (40NoBHEHHA abo 3amiHa NoKasHMKa
no 3 a6o no 6 BankaHdapma cneundikauii 3a pesynbTaTaMu JocnigpkeHb 3 6e3nekn abo
6nicTepiB y navui OynHuus AT, AKOCTi (32 BUHSAATKOM JliKapCbKUX 3ac06iB
Bonrapis) 6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOAKEHHS)) - [OMOBHEHHS
NOKa3HNKOM KOHTPOSt0 N-HiTpo3o-gumeTtunamii (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOAOM KOHTPO/IO Ta A0NYCTUMUMMU
Mexamu, pekomeHgoBaHumMu EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HO4aCHOro
BUSIB/IEHHA 060X AOMILLIOK))
62. KOPCAP® H TabneTku, BKPUTI AT "®apmak” YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/14294/01/01
NNiBKOBOIO YkpaiHa - 3MiHM 3 AIKoCTi. FOTOBWIA NiKapcbkuii 3aci6. KoHTponb peyenmom
o60onoHkoto, 160 (chacyBaHHA Ta roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
mr/12,5 wr, no 10 nakyBaHHs 3 in bulk cneuudikayin Ta/abo fonycTUMUX MEX FOTOBOTO
TabneTtok y 6nictepi; ipM-BpO6GHUKa NiKapcbKoro 3acoby (40NoBHEHHA abo 3aMiHa NoKasHMKa
no 3 a6o no 6 BankaHdapma cneumdikauii 3a pesynbTaTaMu AocnigpkeHb 3 6e3nekn abo
6nictepis y nayi [ynuuus AT, AKOCTI (38 BUHATKOM NikapCbKux 3aco6iB
Bonrapis) 6i0N10rYHOro/iMyHO/I0TYHOTO NMOXOAKEHHS)) - AONOBHEHHS
NOKa3HNKOM KOHTPOst0 N-HiTpo3o-gumeTtunamii (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneumndikayii Ha 13 3
BiZJNOBIAHUMMN METOLOM KOHTPOJIIO Ta A0MyCTUMUMMN
Mexamu, pekomeHgosaHumMn EMA (NDMA He 6Ginblue
0,300 ppm; NDEA He 6inbLe 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi ogHo4YacHoOro
BUSAB/IEHHA 060X AOMILLIOK))
63. KOPCAP® H TabneTkun, BKPUTI AT "®apmak” YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu | 3a UA/14293/01/01
NNiBKOBOIO YKpaiHa TMNy - 3MiHW 3 AKOCTI. [OTOBWIA JTiKAPCLKMIA 3aci6. peyenmom
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
o6onoHkoto, 80 (dbacyBaHHA Ta KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
mr/12,5 mr no 10 nakyBaHHs 3 in bulk napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
TabneTtok y 6nictepi; pipm-BMpOBHUKa roTOBOro NikapCbKoro 3acoby (4ONOBHEHHS abo 3amiHa
no 3 a6o no 6 BankaHdapma nokasHuka cneuudikauii 3a pesynbTataMmu AOCigKeHb 3
6nicTepiB y navui OynHuus AT, 6e3nekn abo AKOCTI (3a BUHATKOM Nikapcbknx 3acobis
Bonrapis) 6i0/10r4HOr0/iIMyHONOrYHOrO MOXOKEHHS)) AOMNOBHEHHSA
NoKa3HUKOM KOHTposTto N-HiTpo3o-gumetunamiH (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOLOM KOHTPO/IO Ta A0NYCTUMUMMU
Mexamu, pekomeHgosaHumMn EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BMSIB/IEHHS 060X AOMILLIOK)).
64. KOPCAP® H TabneTtkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak”, YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14293/01/02
NNiBKOBOIO YkpaiHa TMny - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKMii 3aci6. peyenmom
o6onoHkoto, 160 (dbacyBaHHA Ta KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
Mr/25 mr no 10 nakyBaHHs 3 in bulk napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
TabneTtok y 6nictepi; ipm-BMpOBGHUKa roTOBOro NikapCbKoro 3acoby (4OMNOBHEHHS abo 3amiHa
no 3 abo rno 6 BankaHapma nokasHuka cneuudikauii 3a pesynbTataMmu AOCigKeHb 3
6nicTepiB y navui OynHuus AT, 6e3nekn abo AKOCTI (3a BUHATKOM NikapCbknx 3acobis
Bonrapis) 6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOKEHHS)) AONOBHEHHSA
NoKa3HUKOM KOHTposTto N-HiTpo3o-gumetunamiH (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOLOM KOHTPO/IO Ta A0NYCTUMUMMU
Mexamu, pekomeHgoBaHumMu EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BUSIB/IEHHS 060X AOMILLIOK)).
65. KOPCAP® H TabneTkn, BKpUTI AT "dapmak” YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny - UA/14292/01/01
nAiBKOBOO AynHnus AT - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
o6onoHkoto, 320 roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
Mr/12,5 wr in bulk: cneuudikayin Ta/abo fonycTUMMNX MEX FOTOBOIO
no 10 kr TabneTok y nikapcbKoro 3acoby (fONOBHEHHS abo 3amiHa MokasHuKa
MiLLIKax cneundikauii 3a pesynbTaTaMu AocnigpkeHb 3 6e3nekn abo
AKOCTi (32 BUHSATKOM JliKapCbKUX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOAKEHHS)) - [OMOBHEHHSA
NOKa3HNKOM KOHTPOSt0 N-HiTpo3o-gumeTtunamid (NDMA)
Ta N-HiTpo3o-gietunamid (NDEA) cneundpikanii Ha 13 3
BiANOBIAHUMY METOLOM KOHTPO/IIO Ta A0NYCTUMUMMU
Mexamu, pekomeHgoBaHumMu EMA (NDMA He 6GinbLue
0,300 ppm; NDEA He 6inbLue 0,082 ppm; cyma NDMA Ta
NDEA He 6inbLue 0,082 ppm (B pasi o4HOYaCHOro
BUSIB/IEHHA 060X AOMILLIOK))
66. NA30/IBAH® Kancynm 3 TOB «Onenna YKpaiHa BMPOBHULTBO, HimeuunHa/ | BHECEHHS 3MiH A0 peecTpauiliHnx maTtepianis: 3miHu | TUny 6e3 UA/3430/02/01
MAKC NPOSIOHTOBaHO Xenckea KOHTPO/b SKOCTi: dpaHuis - AOMiHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT AiNbHNLI peuyenma
aieto no 75 mr; no 10 YkpaiHa» BepiHrep (BkNtoUarOUM AinbHUL ans AdDl, NpoMiXXHOTO NpoaykTy abo
Kancyny énictepi; IHrenbxaiim ®apma roTOBOrO liKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
no 1 6nictepy B 'm6X i Ko. KI, nakyBaHHsi, BAPOOHMKA, BiANOBIga/IbHOIO 3a BUMYCK Cepii,
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapTOHHI/ Kopoo6Li HimeuunHa; MicLie NpoBeAeHHS KOHTPO/IO cepil) abo nocTavanbHrKa
nakyBaHHs, BMXIZAHOrO MaTepiany, peareHTy abo A0MOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCLE) BUMTYYEHHS PYHKLT
nakyBaHHS 4151 3aTBEPKEHOro BUPOBHMKa BepiHrep

MapKyBaHHs1, BUNYCK
cepii: Jenbdapm
Peiimc, ®paHuis;

BMPOGHUTLBO,
KOHTPO/b SIKOCTI:
CaHodpi BiHTpon
IHAroCTpi, PpaHLin

IHrenbxaiim ®apmalméX i Ko. K, HimeuunHa. BeeeHHS
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEHHS. 3MiHu |
Tuny - AAMIHICTPaTVBHI 3MiHW. BUnyyYeHHs BUpOGHMYOT
OinbHUUI (BKNOYatoUY AinbHUL Ana APl TPOMKHOIo
npoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuUL Ans
NpoBefeHHA NakyBaHHs, BUPOOHWKA, BiANOBILa/IbHOTO 3a
BWMYCK Cepiii, MicLie NPOBELEHHS KOHTPOJIH cepil) abo
nocrtavasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
[LOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE)
BUTYYEHHS (OYHKLIT MapKyBaHHSA 419 3aTBEPAXKEHOIO
BUPO6HWMKa BepiHrep IHrenbxalim ®apma MméX i Ko. KI,
HimeuunHa. BBeeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIOYAKUN [iNbHAL
ans A®l, NpomibKHOro NPoAyKTy abo roToBOro MiKapCbKoro
3aco0by, AiNbHUL 418 NpoBeAEeHHs NakyBaHHs, BUPOOHUKA,
BifiNOBIfA/IbHOTO 3a BUMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/IIO cepii) abo nocTavasibHNKa BUXigHOrO
martepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayeHo y A0CbE) BUMYYEHHS dOYHKLT BUMYCKY cepii ans
3aTBepAXeHOro BUpobHuka bepiHrep IHrenbxainm ®apma
v6X i Ko. KI, HimeuurHa 3 BUPOGHNYMX MPUYMH.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLIO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJII0 SIKOCTi FOTOBOrO JliKapCbKOro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKi 34JiACHI0ETbCS
KOHTPO/b/BUNPOBYBaHHSA cepil) AoaaBaHHA BUPOOHNYOT
AinbHuui CaHodoi BinTpon IHgtocTpi (Sanofi Winthrop
Industrie), ®paHuia 4N BUKOHAHHSA (OYHKLiT KOHTPO/O
AKOCTI Nlikapcbkoro 3acoby. BeefeHHs 3MiH NpoTArom 6-tu
MicALiB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBefEeHHSA [04aTKOBOI AiNIbHULi BUPOOHULTBA
[N51 YaCTVHM abo BCbOro BUPOBGHNYOro NpoLecy roToBoro

AIKi BUPOGHUYI CTagjl, 3a BUHSITKOM BUNYCKY CEPIiA,
NpoBeAEHHS KOHTPOJHO SIKOCTi Ta BTOPUHHOTO NaKyBaHHS,
015 NiKapcbkux 3aco6iB 6i0/10r4HOro/iMyHO10rYHOTO
noxomxeHHs1 abo Nikapcbknx hOPM KOMMIEKCHOTO
(cknagHoro) BMpo6GHMYOTro NpoLecy) AofaBaHHS

nikapcbKoro 3acoby (AinbHULSA, Ha SiKili NpoBOAATLCSA By Ab-

BMPOGHMYOI AinbHULi CaHodpi BiHTpon IHatocTpi (Sanofi

Winthrop Industrie), ®paHuis 415 BUKOHAHHS yHKLiT
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Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BMpO6HUKa in bulk. BBeAeHHs 3MiH NpoTArom 6-Tn MicsALIB
nicns 3aTBepKeHHs.
67. NAHTIFEH B Kpanni opasbHi, BPYCYETTIHI ITanis BPYCUYETTIHI ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3miHu I 3a UA/18057/01/01
cycnexsis; no 18 mn C.P.N. C.P.N. Tuny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
y thnakoHax 3 hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
KPULLIKOKO— NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KpanenbHuueto, no 1 MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
donakoHy y AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
KapTOHHIM nayu,i thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUii Ans
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Moka3saHHs" (YTOYHEHHS TEKCTY), "B3aemopis 3 iHWMMKN
nikapcbknMmn 3acobamu Ta iHWi BUuan B3aEMogin",
"Oco6nmBocTi 3acTocyBaHHA", "TMobiuHi peakuii”.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS
68. NEDNIOTAB TabneTkyn BKpUTI Mepak HimeuuunH Brpo6HuK, Lo HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/12013/01/02
060/10HKO10, Mo 20 lesenbliadt a Bignosigae 3a - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr, no 15 a6o no 30 rop KNiHiwe MapKyBaHHS, hapmakoHarniagy. 3MiH1 y KOpoTKili XapakTepucTuui
TabneTtok y LWneuiansnpe BTOPVIHHE NiKapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta iHCTPYKLUi Ans
KOHTelHepi; no 1 napare M6X nakyBaHHs1, MeAMYHOro 3aCTOCyBaHHSA
KOHTeliHepy B mauLi KOHTPO/b/BMNPOGYB reHepuuHnX/ribpuaHnx/6ionodibHNX nikapcbkmx 3acobis
aHHA cepii Ta BUMYyCK nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI
cepii: Megak npenapart (3MiHa He NoTpebye HafaHHSA XOLAHUX HOBUX
lesenbliadT hrop [04AaTKOBUX AaHuX) - 3MiHU BHECEHI [0 iHCTPYKLi 415
KNiHiwe MeJMNYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby y po3ginu
Lneuianbnpenapar "Oco6nmBocTi 3acTocyBaHHA", "MobivHi peakuii” 3rigHO 3
e M6X, HimeuunHa; iHchopmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
Brpo6HuK, Lo pedhepeHTHOro nikapcbkoro 3acoby (Arava 10 mg, 20 mg
Bignosigae 3a film-coated tablets). BBegeHHS 3MiH NPOTAroM 6-Tu MicALiB
BVPOGHMLTBO nicns 3aTBepmAkeHHs
roToBOI NiKapCbKOi
dhopMK, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BUNPOOYB
aHHsA cepii Ta 3a
BWMYCK cepii: XaynT
®apma MioHcTep
vM6X, HimeuynHa
69. NEDNIOTAB TabneTkn BKpUTI Megak HimeuumnH BUpO6HMK, L0 HimeyunHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasiB: 3miHu | Tuny 3a UA/12013/01/01
060n0HkKoto, no 10 lesenbladr a Bignosigae 3a - 3MiHU Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Mr, no 30 TabneTok dorop KniHiwe MapKyBaHHs, thapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
y KOHTelHepi; no 1 LLneuianbnpe BTOPWHHE nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KOHTelHepy B nauui napare M6X nakyBaHHs, MeM4HOro 3acToCyBaHHSA
KOHTPO/b/BUNPOGYB reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis

aHHsA cepii Ta BUMycK

nicn1si BHECEHHS TiEl camoi 3MiHWM Ha pedhepeHTHWI
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
cepii: Megak npenapar (3miHa He NOTpebye HafaHHsA XOLAHUX HOBUX
lesenbladT dhrop [04aTKOBUX aHuX) - 3MiHW BHECEeHi A0 IHCTPYKUiT Ans
KAiHiwe MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby y po3ainv
LLineyjiansnpenapat "Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii" 3rigHo 3
e M6X, HimeuunHa; iHhopmaLieto WoA0 MeguyHOro 3acTocyBaHHs
Brpo6HuK, Lo pedhepeHTHOro nikapcobkoro 3acoby (Arava 10 mg, 20 mg
BignoBsigae 3a film-coated tablets). BBegeHHs 3mMiH npoTsArom 6-Tv MicsLiB
BUPOBGHNLTBO nicns 3aTBepaKeHHs
roToBOI NiKapCbKoi
chopmMu, NEPBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs,
KOHTPO/Nb/BUNPOGYB
aHHs cepii Ta 3a
BMNYyCK cepil: Xaynt
®Papma MioHcTep
m6X, HimevyunHa
70. NO3AN® NnrocC TabneTkn, BKpUTI TOB "CaHochi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/9435/01/01
060/10HKOI0; Ne 10, ABeHTIC Pecny6nika - 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/IE- peyenmom
Ne 30 (10x3), Ne 90 YkpaiHa" cepTudikaT BignoBigHOCTI EBponeichkiii

(10x9): no 10
TabneTtok y 6nictepi;
no 1, 3a6o9
6nictepiB y
KapTOHHI kopo6Lyj;
Ne 30 (15x2), Ne 90
(15x6): no 15
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis
Y KapTOHHiIli kopobLi

thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAKEeHOro BUPO6HMKA - MOJaHHSA OHOB/IEHOMO
cepTtudikaTa BignoBigHOCTI EBponelickbkii dhapmakonei Ne
R1-CEP 2010-139-Rev 03 (3atBepmxeHo: R1-CEP 2010-
139-Rev 02) ans APl noszaprtaHy Kanito Bif Bxe
aTBepkeHoro Bupo6bHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutai, Ta, ik HACNiioK, 3MiHU Yy
cneumgikaLii Ta MeTogax KOHTPOO 3a MOKa3HMKOM «N-
HiTpo3amiHu»; 3MiHu | TUNY - 3MiHK 3 AKocTi. CepTudikar
BiagnosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepLKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2010-139-Rev 04 ana A®I nosapTaHy kasito Bif
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BXeE 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, Ta, ik HAcNioK, 3MiHN Y
crneungikauii Ta MeTogax KOHTPOI, a came — foAaBaHHS
METOAVKN BU3HAYEHHSA a3ngo-fOMILLKKW; 3MiHW | Tuny -
AMIHICTpaTVBHI 3MiHW. BUydYeHHs BUPOOHUYOT AiNbHALL
(Bkntovaroun AinbHUL Ans APl NPOMKHOTO NpoayKTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 MPOBEeAEHHS
nakyBaHHs1, BUpOOHWKa, BifNOBiAaNLHOIO 3a BUMYCK CEpiid,
MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo nocTayasnbHuKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
PEeYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BUTYUYEHHS
a/lbTEPHATUBHOIO BUPOGHMKA Ait0HOT PEYOBUHN /T03apTaHy
Kaulito Saneca Pharmaceuticals a.s., CnoBaubka
Pecny6nika
71. NO3APTAH TabneTkn, BKpUTI TOB «TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/16519/01/01
MNNHOC-TEBA NNiBKOBOO YkpaiHa» dapmaneBTUYHNI Icnanis TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y peyenmom
060/10HKOI0 1Mo 50 3aBop TeBa, BMPOOHULTBI. 3MiHa iMNoOpTepa/3MiHK, L0 CTOCYHOThCSA
mr/12,5 mr no 10 YropuwmHa; Tea BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
Tabnetok y 6nictepi; dapma C.J1.Y., 3acoby (3amiHa abo fofaBaHHsA AiNbHULI, Ha Kl
no 3 a6o no 6, abo Icnanis

no 9 6nictepis y
KapTOHHIA KOopoo6Li

3[iICHIETLCA KOHTPO/IL/BUNPOGYBAHHS Cepil) BBEAEHHS
[0[aTKOBOI AibHML, LLO BigNoBigae 3a
KOHTPO/b/BUNPOBYBaHHA cepil 4718 rOTOBOro J1iKapCbKoro
3acoby — Tesa ®apma C.J1.Y., IcnaHis. 3miHun | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKAPCbKNii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOOGHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AiNbHULA, Ha SKi
NpPoBOAATLCA OyAb-5Ki BUPOGHWYI CTagii, 332 BUHATKOM
BUMYCKY Cepili, KOHTPOIO AKOCTi, NEePBMHHOTO Ta
BTOPWHHOTO MakKyBaHHs, A1 HECTEPU/TbHNX NIKaPCbKUX
3ac006iB) BBeAEHHS [0AaTKOBOI AiNbHNUL, WO BiANOBiAae
3a BUPOBHMLITBO HEpPO3dhacoBaHOro NPoayKTy — TeBa
dapma C.J1.Y., IcnaHiss. 3miHn | TMNYy - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHA
po3Mipy cepil (Bk/ItoYatoun dianasoH po3mipy cepii)
roTOBOrO MiKapCcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM PO3MiPOM)
BBEJEHHS 04aTKOBOro(36i/1bLLEeHOro) po3mipy cepii 13
07151 HOBOro BMpoGHuka Tesa ®apma C.J1.Y., IcnaHis.
3arBepmkeHo: 500,000 TabieTok(125 kr roToBOT CyMiLLi)
a60 1,000,000 TabneTok(250 Kr roToBOI CyMilLli), a6o
1,500,000 TabneTok(375 kr rotoBoi cymiwi) gna 50 mr/12,5
mr; 250,000 TabneTok(125 kr rotoBoi cymiwli) abo 500,000
Tabnetok(250 kr rotToBoi cymiLli), abo 750,000
TabneTok(375 kr rotoBoi cymiwli), abo 1,000,000
Tabnetok(500 kr roToBoi cymiwi) gns 100 mr/25 wmr;
3anponoHoBaHo: 2,000,000 Ta61eTok(500 Kr roToBoT

cymiwi) agns 50 mr/12,5 mr, Ta 1,000,000 Ta6netok (500 kr
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

roToBoi cymilli) ans 100 mr/25 mr. 3miHum | Tuny - 3MiHW 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3MiHKU Y npoLieci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKYM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS NPV BUPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3HauyHa 3MiHa y npoueci BUPO6bHULITBA)
He3HauHi 3MiHM y npoueci BUpO6bHULTBA - 3MiHa Yacy
3MilyBaHHS, YaCcTOTW NPOBEAEHHS KOHTPO/IO,
Temnepartypu Ha BUXOAj Y 3B'A3Ky 3 BUKOPUCTaHHAM
pi3HOro 06/1aaHaHHSA Ha 3anpoMOHOBAaHI BUPOOHNYIN
ninbHUUi Tesa ®apma C.J1.Y., IcnaHisa. 3MiHu | Tuny -
3MiHK 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa y MmeTogax
BUNPOBYBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHW y
mMeTofax BunpobysaHb (BK/IOUYaoumn 3amiHy abo
[ONOBHEHHS)) 3aMiHa 3aTBEPKEHOrO METOAY
BMNPO6YBaHHA "MeToz o4HOPIAHOCTI BMICTY" 3a
nokasHukom «OHOPIAHOCTI A030BaHNX OANHULE» HA
"Po3paxyHKOBO-BaroBuii MeTo" A1 roTOBOrO NiKapCbKoro
3aco0by. Y 3B'A3Ky 3 TUM, LO Nig yac peectpadii /13 B
MeToAax KOHTPOJIt0 AKOCTi 6yia 3apeecTpoBaHa
BHYTPILIHSA cneuudikauis Ha BUMYCK Ta Ha TepMiH
npuaaTHocTi BUpo6HMKa AT dapmaleBTUYHMI 3aBOS,
TeBa, YropLumHa, 3asiBHUK XOTiB 61 NnpuBecTu
cneundikauito B MKS fo 3anponoHoBaHoi 3aranbHoi
crneuudikavii, Aki Hapasi npeAcTaBneHa B fOCbE AK
€AVHWIA LOKYMEHT 4151 060X BUPOGHUKIB. XKOAHUX 3MiH
LLI0A0 NOKAa3HUKIB Ta MeX, OKPIM 3asB/IEHUX B AaHi 3MiHi, B
cneuuqikaLito BHeCEHO He 6yno. BBeeHHs 3MiH NPOTArom
6-TW MicALiB nicnsA 3aTBepAKEHHS. 3MiHN | TUMY - 3MiHN 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasnibHUX martepianis abo
KOMMNIEKTYHOUNX (SKLLO 3a3HAYEHO B [JOCHE) (BUTYUYEHHS
noctayanibH1Ka) BUNYYEHHS MOCUIaHHA Ha KOHKPETHUX
noctavasibHuKiB 3 po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasnbHuii 3aci6. 3amicTb Ha3B
KOHKpPETHUX NnocTavasibHWKIB BHOCUTLCA hpasa "The
packaging types presented are only examples. Other
equivalent ones with identical specifications from different
suppliers may be used alternatively". XXogHux Buny4yeHo y
KOMMOHEHTAaX ynakoBky abo KOMMNEKTYHOUNX He
Bigbynock. Kpim Toro, fogaHa Bcs iHhopmMaList LWoao
nakyBa/lbHOro Matepiany BUPO6GHNYOI AinbHUL TeBa
®apma C.J1.Y., Icnanis. BricTep, SiKWii BAKOPUCTOBYETLCA
BMpO6HMKOM TeBa ®apma C.J1.Y., Icnanis, € Takum camum,
LLIO BXXE 3apeeCcTpoBaHWi Ta BUKOPUCTOBYETLCA
BUPO6GHMKOM AT PapmMaLeBTUYHWIA 3aBof, TeBa,
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
YropwuHa.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
npuseeHHs MKA y BiANOBIAHICTb 4O OHOBMEHOrO PO3A4iy
pocbe 3.2.P.5.2 AHaniTuuHi MeToaukn, skunii 6yno
OHOB/IEHO BUPOOHNKOM 3 METOH BHECEHHS BCbOrO OMNUCY
aHa/TITUYHVX METOAMK B OAMH JOKYMEHT.
72. NO3APTAH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AT YropwumHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16519/01/02
NNAOC-TEBA NNiBKOBOO Ykpaina» dapmauleBTUYHN Icnanis TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. 3MiHN Y peyenmom

060/10HKOI Mo 100
mr/25 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepa y
KapTOHHIA KOpooLi

3aB0/, YTopLuHa;
Tesa ®apma C.J1.Y .,
Icnanis

BMPOBHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha SKil
3[iICHIOETLCA KOHTPO/IL/BUNPOGYBaHHSA cepii) BBEAEHHS
[0[aTKOBOT AiNbHULL, WO BiANOBIZaE 3a
KOHTPO/b/BUNPOBYBaHHA Cepil 4518 rOTOBOro /iKapCbKoro
3acoby — Tesa ®apma C.J1.Y., IcnaHis. 3miHum | Tuny -
3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy rotoBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii
NPoBOAATLCA OyAb-AKi BUPOGHMYI CTagii, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPU/TbHUX NiKapCbKUX
3ac06iB) BBEAEHHS [04aTKOBOI AiNbHNUL, WO BiANOBIAae
3a BUPOOHMLITBO HEPO3dhacoBaHOro NPoaykTy — Tesa
dapma C.J1.Y., IcnaHisi. 3miHK | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHA
po3mipy cepii (BktoHarouM fianasoH po3mipy cepii)
roToOBOro Nikapcbkoro 3acoby (36inbLieHHs no 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MiIPOM)
BBeJEHHS 404aTKOBOro(36inbLIeHoro) po3mipy cepii /13
0151 HoBOro BMpOo6HUKka Tesa ®apma C.J1.Y., IcnaHis.
3arBepmkeHo: 500,000 TabneTok(125 kr roToBOT CyMmiLLli)
a6o 1,000,000 TabneTok(250 Kr roToBOi cyMiLli), abo
1,500,000 Tabnetok(375 kr rotoBoi cymiLui) gns 50 mr/12,5
mr; 250,000 Ta6neTtok(125 kr rotoBoi cymiwi) a6o 500,000
Tabnetok(250 kr roToBOi cymilwi), abo 750,000
TabneTtok(375 kr rotoBoi cymili), abo 1,000,000
Tabnetok(500 kr roToBoi cymiwi) gns 100 mr/25 wmr;
3anponoHoBaHo: 2,000,000 TabneTok(500 Kr roToBoi
cymiwi) gnsa 50 mr/12,5 mr, Ta 1,000,000 Tabnetok (500 kr
roToBoi cymilli) gns 100 mr/25 mr. 3miHun | Tuny - 3miHW 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI.
3MiHM y npoLeci BUPOGHULITBA rOTOBOTO iKapCbKoro
3ac06y, BK1IOYAKUN NPOMDKHUIA NPOAYKT, LLO
3aCTOCOBYETLCSA NPV BUPOGHULTBI FOTOBOIO NiKapCbKOro
3acoby (He3Ha4yHa 3MmiHa y npoueci BUpobHULITBA)
He3HauHi 3MiHW y npoueci BUpo6HULTBA - 3MiHa Yacy




62

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3MiLLyBaHHS, 4acTOT! NPOBEAEHHS KOHTPOSIIO,

Temnepartypu Ha BUXOAj Y 3B'A3KY 3 BUKOPUCTaHHAM
pi3HOro 06/1aiHaHHS Ha 3anpPONOHOBaHIN BUPOBHWUYIl
ninbHuUi Tesa ®apma C.J1.Y., IcnaHia. 3mibu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y
MeTofax BunpobyBaHb (BKIOYaruM 3aMiHy abo
[ONOBHEHHS)) 3aMiHa 3aTBEPKEHOrO MEeToAY
BMNpoGyBaHHA "MeToa 0AHOpIAHOCTI BMICTY" 3a
nokasHMkoM «OAHOPIAHOCTI A030BaHNX OANHNLB» Ha
"P03paxyHKOBO-BaroBuii MeToA" /151 rOTOBOTO /TiKapCbKOro
3aco0y. Y 3B'A3Ky 3 TMM, LLO Mig yac peectpauii /13 B
MeToAax KOHTPOJIt0 SKOCTi 6yna 3apeecTpoBaHa
BHYTPILHA cneuudikalis Ha BUMYCK Ta Ha TepMiH
npugaTHocTi BUpo6Huka AT dapmaueBTUYHNI 3aBOS,
TeBa, YropLivHa, 3asBHUK XOTiB 61 NpyBecTu
cneumdikauito B MKA fo 3anponoHOBaHOI 3arasibHOT
cneuudikayii, ki Hapasi npeAcTaBneHa B OCbE K
€MHWI [OKYMEHT 711 060X BUPOOHUKIB. YKOAHMX 3MiH
LLIOA0 NOKa3HWUKIB Ta MeX, OKPIM 3asB/IeHUX B AaHi 3MiHi, B
cneumdikauiio BHECEHO He 6yn10. BBeaeHHs 3MiH MPOTAroM
6-T1 MicsALIB nicnsA 3aTBepKeHHA. 3MiHW | TUNY - 3MiHK 3
AKoCTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa
nocravasnibHUKa nakyBasibHUX Matepiasiis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYeHO B [0CbE) (BUyYEHHS
rnoctayasibH1Ka) BUMYYEHHS MOCUIaHHA Ha KOHKPETHUX
nocravasbHuKiB 3 po3giny 3.2.P.7. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3amicTb Ha3B
KOHKPEeTHUX MocTavyasibHUKIB BHOCUTBLCS hpasa “The
packaging types presented are only examples. Other
equivalent ones with identical specifications from different
suppliers may be used alternatively". )XogHunx BunyueHs y
KOMMOHEeHTax ynakoBKkn abo KOMM/IEKTYHOUMX He
Bigbynock. Kpim Toro, fofaHa Bcs iHhopmMalist LWoao
naKkyBa/lbHOro Matepiasty BUpOObHUYOI AinbHULj TeBa
®apma C.J1.Y., IcnaHia. Bnictep, skuiA BUKOPUCTOBYETHLCSA
BUpo6HMKOM TeBa ®apma C.J1.Y., IcnaHisi, € Takum camum,
LLIO BXXE 3apeecTpOBaHWii Ta BUKOPUCTOBYETLCA
BMpOGHUKOM AT dapmaleBTUUHM 3aBo TeBa,
YropLymHa.
3MiHn | TURY - 3MiHK 3 SKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW)
npusefeHHsA MKA y BiANOBIAHICTL 4O OHOBNEHOIO PO3Ainy
pocbe 3.2.P.5.2 AHaniTuuHi meTogukn, sikunii 6yno
OHOBJIEHO BVMPOBHNKOM 3 METOK BHECEHHSI BCbOr0O Onucy

aHa/NiTUYHNMX METOAWK B OAMH IOKYMEHT.




63

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
73. MAKCITPA TabneTku, BKpUTI dapmaveBTny Monbwa dapmaneBTUYHNI Monbuwa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/14262/01/02
NNiBKOBOIO HWA 3aBOf, 3aBo/, - 3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/TE- peuenmom
06010HKOt0, N0 100 "MONMb®APM "MONb®APMA" cepTundikaT BigNoBigHOCTI €BpONeChbkiit
mr no 1 a6o no 4 A" C.A. C.A. thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
Tabnetku y 6nicrepi; OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYUYEHHS
no 1 6nictepy y cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
KapTOHHI/ Kopoo6Li ona A®l; onsa BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBepAKeHoro BUpobHwKa. MoaaHHsA OHOBNEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2013-073 - Rev 02 (3atBepmxeHo: R1-CEP 2013-
073 - Rev 00) ana A®| cungeHadiny umMTtparty Bif BXe
3aTBepAKeHoro BMpo6Huka Pharmaceutical Works
Polpharma S.A, MNonbLia
74. MAKCIITPA TabneTkn, BKpUTI dapmaneBTuy MonbLa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/14262/01/01
NNiBKOBOIO HWIA 3aBOA, 3aBo[, - 3MiHn 3 sikocTi. CepTudikat BignosigHoCTI/IE- peyenmom
o60soHkKoto, no 50 "MONMb®APM "MONMb®APMA" cepTudikaT BignoBigHOCTI EBponeichkiii
mr no 1 a6o no 4 A" C.A. C.A. thapmakonei/moHorpadii. NMogaHHA HoBoro abo
Tabnetkn y 6nictepi; OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
no 1 6nictepy y cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakonei:
KapTOHHiA KOpooLi onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNEHWIA cepTudikaT Big,
y)Xe 3aTBepAXeHOro BUpobHuka. MogaHHA OHOBIEHOTO
cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2013-073 - Rev 02 (3aTBepaxeHo: R1-CEP 2013-
073 - Rev 00) ans A®| cungeHadiny uutpary Bif Bxe
3aTBepmxeHoro BupobHuka Pharmaceutical Works
Polpharma S.A, MNonbLa
75. MAKCITPAH® PO3YUNH AN iH'EKLIN, TOBAPUCTB YkpaiHa TOBAPUCTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17307/01/01
100 mr/mn, no 5 mn 03 OBMEXXEHOO Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
B amnynax; no 5 OBMEXEHO BIAMOBIAANTBHOC thapmakoHarnsgy. BeegeHHs abo 3miHv [0 y3arasibHEHUX
amnyn y kaceTi 'y L0) THO HAYKOBO- AaHvx npo cuctemy chapmakoHarnsgy (BBeAeHHs
naJui; no 5 mn B BIANOBIAAN BVPOBHNYA y3araJslbHeHUX JaHux npo cuctemy dpapmakoHarnsagy,
amnynax; no 5 bHOCTHIO PIPMA 3MiHa YyNOBHOBaXXEHOT 0co6U, BiANOBiAaIbHOI 3a
amnyn y kacerti; no 2 HAYKOBO- «MIKPOXIM», 3[iicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
KaceTu y nauuj BVPOBHUYA Ykpaina hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
PIPMA (BignoBiganbHuUiA 3a thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Bif,
«MIKPOXIM» BUMYCK Cepii, He YNOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
BKJ/THOYAOUN hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
KOHTPONb/BUNPOGYB 3MiHW Y PO3MILLEHHI MacTep-ghaiina cuctemm
aHHs cepii); hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0CO6U 3asBHNIKA,
MpuBatHe Bi4NoBiga/IbHOT 3a hapmakoHarnsg.
akuioHepHe [Litova pegakuis: Xypba Ninia BonogumupisHa.
TOBapucTBo lMponoHoBaHa pegakuis: €scTpaTosa IpuHa IropisHa.
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
«Jlekxim-XapkiB», 3MiHa KOHTaKTHUX AaHVX YNIOBHOBAaXEHOI 0COOM 3asBHIIKA,
Ykpaina BignoBigasibHOI 3a hapmakoHarnsag. 3miHa
(BignoBiganbHuiA 3a MicL,e3HaxX0MKeHHs1 MacTep-halina cuctemu
BMPOGHMLITBO Ta hapmakoHarnsagy. 3miHa micus 34iCHEHHSI OCHOBHOT
KOHTPONb/BUNPOGYB LisNbHOCTI 3 hapmakoHarnsgy.
aHHA cepii, He
BK/THOHAI0UMN BUMYCK
cepir)
76. MAPKAIH pO34uH N4 iH'ekuid, | AcneH dapma Ipnangis Pecichapm MoHTC ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 3a UA/0663/01/01
5 mr/mn, no 20 mny TpeigiHr - 3MiHu 3 siKocTi. CepTudikat BignosigHoOCTI/TE- peuenmom
chnakoHi; no 5 Nimiteq cepTudikaT BignoBigHOCTI €EBponeinchkiii
h1aKoHIB y thapmakonei/MoHorpadii. NogaHHs HoBOro abo
KapTOHHIA KOpooLi OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkii hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
y)Xe 3aTBep)KeHOro BUpo6HUKa - NofaHHA OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2011-254-Rev 00 (3aTBepmxeHo: RO-CEP 2011-
254-Rev 00) ana A®l 6ynisakaiHy rigpoxsiopuay Bif, Bxe
3aTBepAKeHoro Bupo6Hnka Cambrex Karlskoga AB,
Sweden
77. MAPKAIH PO3YUH AJ1s1 iH'EKLLINA, AcneH dapma Ipnangis CeHekcli PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/0615/01/01
CHNIHAN XEBI 5 mr/mn, no 4 mn B TpengiHr Tmny - 3MiHK 3 sKocTi. CepTudikar BignosigHocTI/TE- peyenmom
amnyni; no 5 amnyn Nimiten cepTudikaT BignoBigHOCTI EBponeichbkiii
Y KOHTYpHIlA thapmakonei/moHorpadii. NMogaHHa HoBoro abo
YapyHKOBI OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
ynakosLi; no 1 cepTudpikaTa BignosigHOCTI EBponeiickbkiil hapmakonei:
KOHTYPHIl onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOrO
YapyHKOBIl yrnakoBL NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHULTBI ADI; ans
B KapTOHHIi Kopobui [L0MNOMDKHOT peyoBUHU (CepTudikaT BignNoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXXe 3aTBEPAKEHOI0 BUPOOHMKA -
noJaHHA OHOBJ/IEHOro cepTuddikara BiANoBIAHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2011-254-Rev 00
(3atBepmxeHo: RO-CEP 2011-254-Rev 00) gns Ad|
6yniBakaiHy rigpoxsopuay Bif BXe 3aTBepAXeHOro
Bupo6HMKa Cambrex Karlskoga AB, Sweden.
78. MATEPUHKN TpaBa no 50 r abo MpAT YkpaiHa MpAT "NikTpaBun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/3538/01/01
TPABA 75 1y naykax 3 "NikTpasun" TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
BHYTPILLHIM KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
naketom; no 1,5ry napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
inbTp-nakeTi; no roTOBOrO Jlikapcbkoro 3acoby (iHLwi 3miHM) CynyTHS 3MiHa -
20 hinbTp-nakeTiB y 3MiHK 3 siKOCTi. TOTOBWIA Nnikapcbkuid 3aci6. KoHTponb
nayui abo y navui 3 rOTOBOIO JIiKapCbKOro 3acoby. 3miHa y MeTogax
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

79.

ME3AKAP®

BHYTPILLHIM NaKkeToMm

BMMPOGYBaHHS rOTOBOTO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEepMKEHNX MeToAax BUNPOOYyBaHHS)
BHeceHHs 3MiH o Cneumndikauii Ta MeTogiB KOHTPONO
akocTi /13, a came: BHeCEHHS 3MiH 3a M. «Maca BMicTy
ynakoBku» 3ateepmpkeHo Cneumdumkauma Macca
copepxxmmoro ynakosku Mpu chacoske no 50 r: ot 47,5 oo
52,5 1 aNs 0AHON YNakoBKM, CPefHsA Macca CoLepXMMOro
[ecaTun ynakoBok oT 49,2 r go 50,8 r Mpwu chacoske no 75 r:
oT 71,25 po 78,75 r ANs OA4HOM yNakoBKM, CPeAHsIA Macca
COZepXMMOro AecATy ynakoBok oT 73,8 1 40 76,2 1
MeToab! KOHTPONA KayecTBa Macca cofepXmmoro
ynakoBku MNpu chbacoske no 50 r: ot 47,5 go 52,5 r gna
OZIHOI YNaKoBKK, CPeAHSA Macca COAepPXMMOro AecsTu
ynakoBokK oT 49,2 r go 50,8 r; npu dacoske no 75 r: ot
71,25 po 78,75 1 Ansi OHOI yNakoBKW, CpeaHsas macca
COZepXMMOro AecATy ynakoBok oT 73,8 1 4o 76,2 1
3anponoHoBaHo Creuundikalis Maca BMICTY ynakoBKu
[ns poschacoBku no 50 r He meHwe 47,5 r ans ogHiel
ynakoBKM, CepefHsA Maca BMICTY [eCATN YNakoBOK — He
MeHLwe 49,2r. [ins po3dacosku no 75 r He meHwe 71,25 r
ONA OAHIET yNnakoBKK, cepefiHa Maca BMIiCTy iecaTn
yNakoBOK — He MeHLe 73,8r. MeToan KOHTPO0 SKOCTI
Maca BmicTy ynakoBku [ns posdpacosku no 50 r: He
MeHLe 47,5 r N5 ofHiel ynakoBku, cepefHa maca BMIiCTy
[eCATN yNakoBOK — He MeHLwe 49,2r. 1ns po3dacosku no
75 1: He MeHLWwe 71,25 r ans ogHiel ynakoBku, cepesHs
Maca BMICTy [ecsTV yNakoBOK — He MeHLwe 73,8r.

CyCneHs3isi opasibHa,
100 mr/5 mn no 100
My chnakoHi; no 1
h1akoHy 3 MipHUM
CTakaH4MKoM y
KapTOHHI ynakosL,i

TOB
"TNEAPAPM
nTar

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkilii XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO 4O NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom). 3MiHV BHECEHI
[0 IHCTPYKLIT A48 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3aiim "B3aemogis 3 iHWMMU NiKapCbKUMM
3acobamu Ta iHLWi BUAKY B3aemogiii”, "Oco61mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
roflyBaHHs rpyaar”, “ro6ivHi peakuii” BignosigHo fo
OHOB/EHOI iHGhopMaLii 3 6e3neku Ailo4oi PeYOBUHU. 3MiHU
| Tny - 3miHK Woao 6e3nekn/ehekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Me[JM4HOr0 3aCTOCYBaHHS

3a
peyenmom

UA/9832/03/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

reHepuyYHuX/ribpnaHnx/6ionodibHNX fikapcbknx 3aco6is
nicns BHECEHHSA Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[AaTKOBUX AaHWX). 3MiHWM BHECEHi [0 iHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWVMK NikapcbkuMK 3acob6amu Ta iHLWi BUan
B3aemogiin", "OcobamBOoCTi 3acTocyBaHHS", "3a4aTHICTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHLWMMMN MeXaHi3amamu',
"Mepepo3yBaHHaA", "Mo6iYHI peakuii” 3rigHO 3 iH(hopMaLlieto
00 MEANYHOro 3aCTOCyBaHHSA pethepeHTHOro
nikapcbkoro 3acoby (Tegretol® 100mg/5ml Liquid).
CynyTHS 3miHa - 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) [0 3060B'A3aHb
Ta YMOB BuAaui pEECTPaLiiiHOro NOCBiAYEHHS, BK/IOUaoumn
MnaH ynpasniHHA pu3nkamu (3acTOCyBaHHSA TEKCTY, AKWIA
NOroKEHW 3 KOMNETEHTHAM OpraHoMm). 3asBHNKOM
Ha/laHO OHOBEHWIA MnaH ynpaBniHHA pU3nKkammn Bepcis
1.1. 3miHu BHeceHi o YacTuH | «3aranbHa iHhopmauis»,
V «3axoau 3 MiHiMisauii pusukie», VI «Pe3tome nnaHy
ynpaBiHHA py3vKammy» y 3B’3Ky 3 OHOB/IEHHAM [aHuX
LLI0A0 NOCTMapPKETUHIOBOI iHhopMmaL,i 3 6e3nekn
BiANOBIAHO 0 pethepeHTHOro NikapcbKoro 3acoby.

80.

MEHAKTPA® |
MENACTRA®
BAKLWHA
MEHIHFOKOKOB
A
MONICAXAPUAH
A CEPOIPYN A,
C,Y TA W-135
KOH'IOFOBAHA
OUNOTEPIAHUM
AHATOKCUHOM

PO34nH NS iH'eKLiin
no 1 gosi (0,5 mn) y
doNakoHi,

no 1 a6o no 5
h1aKoHIB y
KapTOHHI Kopobuyj;
no 1 a6o no 5
h1aKoHIB y
KapTOHHI Kopobuyj;
no 1 a6o no 5
h1aKoHiB B
cTaHfapTHO-
€KCMOPTHiN
ynakoBLi, sika
MICTUTBCA B
KapTOHHI Kopo6Li 3
iHCTpyKUji€eto aAns
MeAnYHOro
3acToCyBaHHsA

CaHodpi
Mactep IHK.

CLIA

CaHocpi MacTep IHK.,
CLUA (BMpO6GHMLTBO,
HanoBHEHHS,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs1,
MapKyBaHHS,
BMNPOBYBaHHSA
cTabifibHOCTI,
BTOPVHHE
nakyBaHHs Ta
BUNycK cepii);
CaHocpi Nactep
NimiTen, KaHaga
(KOHTPO/Ib AKOCTI IN
VivO Npu BUMYCKY);
CaHodpi-ABeHTiC
Mpaiisit Ko. fiTg,,
Mnatdopma
noricTkn Ta
ONCTpuoyLii y m.
Bypanewr,
YropuwmHa
(BTOpUHHE
nakyBaHHs1, BUNycK

CLUA/
KaHnapa/
YropumHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpeKkTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHEHNX
AaHvx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX JaHnX Npo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.

[Oitoua pepakuisn: Epik Teo / Eric Teo, MD. NponoHoBaHa
pepakuis: Xaike Wonnep / Heike Schoepper. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BignoBigasnibHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxoMxeHHs macTep-daiina cucremm
hapmakoHarnsgy. 3miHa micus 34iiCHeHHsI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

3a
peyerimom

UA/17509/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
cepii)
81. MEHOBA3VH pO34unH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 6e3 UA/7484/01/01
30BHILUHLOIO PapmaneBTuy dapmaLeBTnyHa - 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peyenma
3acTocyBaHHs, Ha thabpuka chabpvka "Biona" roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cnupToBMiA No 40 Mn "Biona" cneuudikayin Ta/abo fonycTUMUX MEX FOTOBOIO
y donakoHax; no 40 nikapcbKoro 3acoby (iHWi 3MiHW) - BBEAEHHS
My chnakoHi; no 1 nepioguyHoCTi KoHTposo B Cneuundikauii 13 3a
donakoHy B nauui; no nokasHvkom "MikpobiosioriyHa ymcToTa™: neplua Ta KoxHa
50 mn 'y donakoHi [ecATa HacTynHa cepisi, ane He pifLe Hix 1 cepia B pik
CKNIsiHOMY ab0o
nosiMepHomy 3
MeXaHiYHUM
posnunoBayem; no
1 chnakoHy B nayui
82. MEPUCTAT- TabneTku, BKpUTI CaHoBefb TypeyuunH CaHosernb 1nay TypeuunmHa | BHECEHHS 3MiH 40 peecTpauiiiHux matepianis: 3MiHu | Tuny 3a UA/10713/01/01
CAHOBE/Ib NNiBKOBOK Inay CaHai Be a CaHai Be Tugxapet - 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, M0 250 Tupxapet A.LLL. hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
Mr, No 7 TabneTok y A.LL. nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
6nictepi; no 2 Me[UYHOro 3acTocyBaHHA Ha NifcTasi perynspHo
6nictepu B OHOB/OBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
KapTOHHI KOpooLi LocnigpkeHb 3 6e3neky 3acToCyBaHHS NiKkapCbKoro 3acoby
B nicnsipeecTpaLiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiMKEHb, MPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpuyHnx gocnigpxerb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECEHO
B iHCTPYKL,iI0 A1 MEANYHOrO 3aCTOCYyBaHHS NiKapcbKoro
3acoby Ao po3ginis "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK NiKapCbKMKU 3aco6amMm Ta iHLWi BUAY B3aeMOgiin",
"Oco611BOCTI 3acToCyBaHHA", "3acToCcyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” BignoBigHo 4o
OHOBJ/IEHOT iHhopMaLii LWoa0 6e3nekn 3acTocyBaHHS
Lit040i pevyoBUHY JiKAPCLKOTro 3acoby.
83. MEPUCTAT- TabneTkn, BKpUTI CaHoBenb TypeyuunH CaHoBenb Insy TypeuunHa | BHECEHHsI 3MiH [0 peecTpauiiiHux matepianis: 3mMiHu | Tuny 3a UA/10713/01/02
CAHOBE/b NNiBKOBOIO Ilnsy CaHai Be a CaHai Be Tugxapet - 3MiHU Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
060/10HKOt0, Mo 500 Tumxkapet A.LL. thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
Mr, M0 7 TabneToK y A.LL. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

6nictepi; no 2
6nictepu B
KapTOHHI KOpooLi

MeJM4YHOro 3aCTOCyBaHHSA Ha NigcTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS /ikapCbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sik pe3ynbTaT OLiHK/
3BITY 3 fOCNiAKEHb, NPOBEAEHUX BiANOBIAHO [0 NNaHy
negiatpuyHux gocnigpkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHoM). 3MiHY BHECEHO
B IHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapcbkoro
3acoby Ao po3ginis "MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NiKapcbKMKU 3aco6amMu Ta iHLWi BUAY B3aeMogii",
"Ocob6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi ab0 rofyBaHHA rpyaar” BignoBigHo fo
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
OHOB/IEHOT iHhOpMaLii LWoa0 6e3nekn 3acTocyBaHHS
Lit0401 pevyoBUHY JiKaPCLKOro 3acoby.
84. MEPUCTAT- Tabnetkn 3 CaHoBesb TypeyuuH CaHosenb Inay TypeyunHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/10713/02/01
CAHOBE/b MoaundpikoBaHUM Insy CaHai Be a CaHai Be Tugxapet - 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
NOHIr BUBINIbHEHHSAM MO Tumxapet A.LLL. hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
500 mr; no 7 A.LL. NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Tabnetok y 6nictepi; MeJMYHOro 3acTOCyBaHHA Ha MigcTasi perynspHo
no 1 a6o 2 6nictepn OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKkoro 3acoby, abo
Y KapTOHHIl Kopoobui nocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnimpxerb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECEHO
B HCTPYKL,i0 419 MEANYHOrO 3aCTOCyBaHHS NiKapcbkoro
3acoby fo po3ginis "MpoTunokasaHHs", "B3aemogis 3
HLIMMK NTiKapCbKMMKU 3ac06amMm Ta iHLWi BUAY B3aemMogiin",
"Oco6MBOCTI 3acTOCyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” BignoBigHo 4o
OHOBJ/IEHOT iHhopMaLii LWoa0 6e3nekn 3acTocyBaHHS
Lit040i pevOBUHY J1IKAPCLKOTro 3acoby.
85. MUPOCUNBAH pO34nH A4 iH ekuiin, | ToBapucTso 3 YkpaiHa TOB "®apmiges" NatBis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16409/01/01
6,75 mr/0,9 mn, no 06MexeHo TUny - AAMIHICTPaTUBHI 3MiHW. BUny4YeHHs BUpOGHMYOT peyenmom
0,9 Mn y donakoHi; BignoBigasbHi AinbHUUI (BKNOYatoun AinbHULi Ana AL, TpoMiKHOIo
no 1 donakoHy y cTio "POKET- npoaykTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULI Ans
KapTOHHIA Kopoo6Li SAPM" NpoBeEHHS NaKyBaHHS, BUPOGHWKA, Bi4NOBifaIbHOMO 3a
BWMYCK Cepiii, MicLie NPOBELEHHS KOHTPOJIH cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
L0MOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y [AOCHE)
BunyuyeHHs BUPOGHVKa akTUBHOI pevyoBuHY ATocnbaH
auetaTt Accia Kemikan IHgacTpis /1T4., I13painb (BUpobHuya
OinbHUUA: TeBa-Tex, I3painb)
86. MUPOCUNBAH KOHUeHTpaT ans ToBapucTso 3 YkpaiHa TOB "®apmiges" Nats.is BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | 3a UA/16409/02/01
PO34MHy aNs 06MEXeHOo TMny - AGMIHICTpaTUBHI 3MiHW. BniyyeHHs1 BUpO6HMYOT peyenmom
iHcpysiit, 37,5 mr/5 BignoBigasIbHi OinbHUUI (BKNHOYaOUY AibHUL Ana APl TPOMKHOIo
MA, no 5mny cTio "POKET- npoayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuUL ANns
donakoHi; no 1 PAPM" NpoBeAEeHHS NakyBaHHS, BUPOOHMKa, BiAMOBIAA/IbHOIO 3a
donakoHy y BWMYCK Cepiii, MicLle NpoBeLEHHS KOHTPOJI cepii) abo
KapTOHHIA KOpooLi nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[,0MOMIDKHOT PEUYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE)
BunyyeHHs1 BUPOGHMKA aKTUBHOIT peqyoBnHU ATocubaH
auetaTt Accia Kemikan IHgacTpis /1Ta., 13pains (BupobHuya
OinbHuus: Tea-Tex, I3paink)
87. MIPEHAKC® Kancynu Teepai no TOB "TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny 3a UA/11519/01/01
250 wmr; no 10 Ykpaina" dapmaveBTUYHUI - 3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta peyenmom
Kancyn y 6nicrepi; 3aBof TeBa hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
no 3 aéo 10 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans

6nictepis y kopobu,i

MEeAUYHOro 3aCToCyBaHHA Ha NiacTaBi perynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3Mneku sikapcbKoro 3acoby, abo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NikapCbkoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 40 NNaHy

negiatpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3

KOMNETEHTHUM YNOBHOBAXEHVM OpraHom). 3MiHV BHECEHI

[0 IHCTPYKLT 418 MeAUYHOro 3aCTOoCyBaHHA NiKapcbKoro
3acoby y po3aim "OcobnmnBOCTi 3aCTOCYBaHHS"
BiANOBIAHO 40 OHOBNEHOI iHChopMaLii 3 6e3neku gjitoyol
peyoBuHW. BBEAeHHA 3MiH NpoTAarom 3-x micauis nicns
3aTBEPMAKEHHS

88.

MOKCU®DJTOKCA
LUWH-TEBA

PO34uH ANst iHQY3il,
400 mr/250 mn, no
250 mn 'y ¢hriakoHi;
no 1 a6o no 5, abo
no 12 chnakoHis y
Kopoo6Ui

TOB «TeBa
Ykpaina»

YKpaiHa

AT PAPMATEH

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasis: 3MiHu | Tuny
- 3MiHn 3 sKocTi. CepTudpikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakoner:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
y)Xe 3aTBepAXeHOro BUpobHuka. MogaHHA OHOBIEHOTO
cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
RO-CEP 2013-078 - Rev 02 (3aTBepaxeHo: RO-CEP 2013-
078 - Rev 00) gnisa gitoyoi pevouHn Moxifloxacin
hydrochloride Process Il Big 3aTBepaXeHOro Bupo6Hvika
Dr. Reddy's Laboratories Limited. 3miHn | Tvny - 3MiHu 3
akocTi. CepTtudpikaT BignosigHocTi/lE-cepTudikar
BiANOBiAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; pgns BuxigHoro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHULTBI AD|; 4515 LONOMDKHOT
peyoBuMHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikarT Bif yxe
3aTBEPMAKEHOr0 BUPOOHYMKa. [MogaHHA OHOB/IEHOrO
cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2013-078 - Rev 00 415 Aito40i pevoBUHU
Moxifloxacin hydrochloride Process Il Big 3aTBEpaXeHOro
BMpo6Huka Dr. Reddy's Laboratories Limited. Ak Hacnigok
3MiHa agpecy BUPOOGHWNYOI AibHULI. 3MiHK | TURy - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANoOBigHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNYyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; 4518 AONOMIKHOT

3a
peyenmom

UA/15803/01/01
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peyoBuHM (cepTudiikart BiANOBIAHOCTI EBpONenchbkili
thapmakonei) - BunyyeHHsi cepTudikaTis (3a HasBHOCTI
MyNbTUNAETHOTO cepTudikaTa Ha Martepian) BUNYyYEHHS
cepTudikaTy BignoBigHOCTI €Bponeiickkili hapmakonei Ne
RO-CEP 2008-113 - Rev 01 o115 Aito4oi pevoBUHU
Moxifloxacin hydrochloride Process | Big 3aTBepaXeHoro
BMpo6HMKa Dr. Reddy's Laboratories Limited. 3mitu | Tny
- 3MiHK 3 sKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMMPOGYBaHHS rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEepMKEHNX MeToAax BUNPOOYBaHHS) HE3HaYHI
3MiHV Y MeTogukn BEPX gns BU3HaYeHHS [OMILLOK
MOKCMDIOKCALMHY LIMISXOM 3a3HAYEHHS Ha3B [OMILLIOK
BiANOBIAHO A0 BUMOT Ajto4oi MoHorpadii EP. BBefeHHs
3MiHW NPOTSAroM 6-T MICALIB MiC/1S 3aTBEPLKEHHS.

89.

MYCKOMES,

Kancynv Teepgi, 8
mr, no 10 kancyn y
6nictepi; no 1 abo 2
6nictepu y
KapTOHHIA KOpooLi

TOB «YOPN[,
MEAULINH>

YkpaiHa

YOPAA, MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB:3MiHa
3asiBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHS
3MiH MPOTAroM 6 MiCALIB MiC/1A 3aTBEPMAXXEHHS; 3MiHM |
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX JaHnx Npo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
3piicHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHWKa A1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dalinia cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBigasibHOI 3a hapMakoHarnsag. ditoya
peaakuist: MeBcim Inbkb6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: MNyano MaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0ocobu 3asiBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
3MiHa Micus 34jCHEHHS1 OCHOBHOI Ais/IbHOCTI 3
thapmMakoHarnagy. 3miHa MicLle3Haxo4KeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy

3a
peyenmom

UA/16219/01/01

90.

MYCKOMES,

Kancynu Teepai, 4
mr, no 10 kancyn y
6nictepi; no 1 abo 2
6nictepu y
KapTOHHIA KOopooLi

TOB «YOPN[,
MEONLMH»

YKpaiHa

YOPAA, MEANLMH
INIAY CAH. BE
TIDK. AL,

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB:3MiHa
3asiBHUKA (BNacHMKa peecTpaLiiHoro nocig4yeHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHS
3MiH NPOTArom 6 MiCALiB NicNs 3aTBEPIKEHHS; 3MiHN |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM J0 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0cO6M, BiANOBIJa/IbHOI 3a

3a
peyenmom

UA/16219/01/02
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3[iicCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVIKa, BigNoBigasibHOI 3a thapmMakoHarnsag. ditoya
pegakuist: MeBcim Inbkbaxap [iHyens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: MNyano MaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOIT
ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag,.
3MiHa Micus 34jACHEHHS1 OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHss MacTep-
dhaiina cuctemu chapmakoHarnsagy

91.

HA®TU®DIHY
rAPOX/IOPUA

MOPOLLIOK
(cybeTaHuis) y
nakeTax noABinHMX
nonieTMIeHoBUX
ans
hapMaLeBTUYHOIO
3acTocyBaHHSA

AT "dapmak"

YkpaiHa

YyHUMH XyanoHT
LLleHxem
dapmac toTikan Ko.,
nro.

Kutaii

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu ||
My - 3MiHKU 3 AKOCTi. ADL. (iHLWi 3MiHKW) - MNogaHHA
OHOBJ/IEHOTO MacTep-taiiny (2021022-DMF-version 1.0-
2021.01) Ha APl HadhtudpiHy rigpoxnopug, gipmu
Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
Kutali Ta, SK Hacnifok, BUIy4YeHo po3ain «Baxki metanu»;
Y PO34i/i «3a/ULIKOBI KifIbKOCTi OpraHiyHnX pO34NHHUKIB»
3MIHEHO NPUrOTYBaHHS BUXiLHOTO PO34MHY 2-X10pnponaHy
y MeTogi 1 Ta 3By)XX€HO MeXy KOHTPO/o ANns 2-
xnopnponaHy 3 «He 6inble 1000 ppm>» Ao «He binblue
125 ppm>»; 3MiHEHO Nepiog, peTecTyBaHHA 3 2 pokKiB 40 5
pokis

UA/14998/01/01

92,

HEWPOLUUTUNH®

pO34uH NS iHQy3ild;
no 50 mn, 100 mn,
200 mn y naswui; no
1 nnawui B navui

TOB "HOpis-
Papm"”

YKpaiHa

TOB "tOpia-Papm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
yNaKoBKM rOTOBOrO MiKapCbKOro 3acoby (BU/TyYeHHS
yNakoBKW MEBHOr0 po3mipy)

BUyYEHHS ynakoBok no 100 mn Ta 200 mMA y KOHTeliHepax
NnoniMepHNX Yy 3B'A3KY 3i 3MiHOK MapKeHTUroBOT cTpaTerii
NPOAYKTY. 3MiHN BHECEHO B iHCTPYKLiO 4151 MELUYHOIO
3aCTOCyBaHHS Ta y KOPOTKY XapakTepucTUKy o0
YyNaKkoBKW 3 BifNoBigHYMM 3MiHAMK Y TEKCTi MapKyBaHHS
yNakoBKU NiKapcbKoro 3acoby. BBeieHHA 3MiH NpoTArom 6-
TV MiCALIB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micus NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKA
(Bkntovaroun, 3a HeobXiAHOCTI, MicLie NPoBeAEeHHS
KOHTPOJIH0 AIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
a60o noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Y
[0OCbE Ha flikapcbkuii 3acib) 3a BiAgcyTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y

3a
peyenmom

UA/14906/01/01
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93.

HIMECYNI4

Tabnetkmno 0,1,

MNpvBaTHe

YKpaiHa

MpuBatHe

3aTBEPKEHOMY [10CbE, 60 BMPOOHMKA HOBOI JOMOMDKHOI
PEeYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHA Ha3Bu
BMPOOHUKa API LUTUKONIHY HATpIlO, 3aTBEpPAXEHO: Suzhou
Tianma Specialty Chemicals Co., Ltd, China
3anponoHoBaHo: Zenji Pharmaceuticals (Suzhou) Ltd.,
China. 3miHu Il Tuny - 3miHn 3 AkocTi. APl. BUpobHULTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOIO
NpoAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BkNtOYAKOUN, fe HeObXiAHO, MiCLe NPOBEAEHHS KOHTPO/IHO
AKocTi) AP (3a BiACYTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE)
(BBEAEHHA HOBOrO BMPOOHMKa A®I 3 HafaHHAM MacTep-
thaiina Ha A®I) BBeAEHHSA 10OAATKOBOrO BUPO6HUKa AdI
LUMTUKONIHY HaTpito, 3aTBepaxeHo: Suzhou Tianma
Specialty Chemicals Co., Ltd, China
3anpornoHoBaHo: Suzhou Tianma Specialty Chemicals Co.,
Ltd, China, Kaiping Genuine Biochemical Pharmaceutical
Co., Ltd., China

nocsBi0OYeHHs

no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepu y nayui 3
KapToHy

akujioHepHe

TOBapWCTBO
"J1ekxim -
Xapkis"

akujioHepHe
TOBapuCTBO "/lekxiMm
- XapkiB", YkpaiHa;
MpAT «TexHonor»,
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHSA AOAATKOBOI AibHUL
BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii
NPoOBOAATLCA OyAb-AKi BUPOGHWYI CTagii, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A719 HECTEPU/TbHUX IKapCbKUX
3acob6iB)

Be[leHHA [04aTKOBOro BUPOOHMKA rOTOBOTO NiKapChKOro
3acoby Himecynig, Tabnetkn no 0,1 r, no 10 TabneTok y
6nicTepi; no 1 abo 3 6nicTepun y naywi 3 KAPTOHY
BifjNOBIAa/1bHOrO 3a BUPOBHMLITBO, NEPBUHHE Ta BTOPVHHE
nakysaHHsi - MpAT «TexHonor», YkpaiHa.

CynyTHSA 3MiHa - 3MiHU 3 SIKOCTi. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpobHULTBI. 3aMiHa abo BBeAEHHS
[0aTKOBOT AiNIbHULL BUPOBHULITBA [/191 YaCTUHN ab0o
BCbOr0 BMPOGHMYOro MPOLEeCcy roToBOro /ikapcbKoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakKyBaHHS)

- 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npouecy roToBoro /ikapcbkoro 3acoby (AinbHUUS ons
NepPBMHHONO NakyBaHHS). 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO JlikapCbKoro 3acoby (3amiHa
abo foJaBaHHS BUPOOHUMKA, LLIO BiANOBiAAE 3a BBE3EHHS

Ta/abo Bunyck cepii) - Bkntovatoum

KOHTPO/b/BMNPOBYBaHHSA cepii. [lofaBaHHS BUPO6HUKA -

3a
peyenmom

UA/6540/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
MpAT «TexHonor», YkpaiHa, L0 BignoBigae 3a KOHTPO/b
Ta Bunyck cepii /13 Himecynig, Tabnetkv no 0,1 r, no 10
Tabnetok y 6nictepi; no 1 a6o 3 6nicTepu y nauuj 3
KapTOHY.
94. HOBIPUH Tabnetkn no 500 wr, AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12436/01/01
no 10 TabneTok y "KNIBCbKWI BITAMIHHWIA TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 2 abo BITAMIHHWIA 3ABOA" hapmakoHarnsgy. 3MiHM y TepaneBTUYHMX NMoKa3aHHAX
no 4 6nictepu B 3ABOA" (BUNYy4YeHHA TepaneBTUYHOIO NokasaHHs) 3MiHU BHECEHO
nauui 00 IHCTPYKLT AN151 MeAUYHOro 3aCTOCYyBaHHA NiKapCbKoro
3acoby A0 po3ginis "MokasaHHS" (BUYyYEHHS
TepaneBTUYHOro NnokasaHHs), Ao po3ainy "Cnocio
3acTOCyBaHHSA Ta A03U" Ta, SIK HACAIOK, A0 TEKCTY
MapKyBaHHS yMakoBKM NikapcbKoro 3acoby BignoBsigHo Ao
Marepianis peecTpauiiiHoro AoCkE.
BBefeHHs 3mMiHM NpoTarom 6-Tu micsuis nicns
3aTBepXAeHHsA. 3miHu Il Tuny - 3miHu Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa y
NpaBOBOMY CTaTyCi /likapCbKOro 3acoby (yci iHLWi 3MiHK
npaBoBOro crarycy) 3MiH1 BHECEHO A0 iHCTPYKLi ANns
MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro 3acoby Ao po3giny
"Kareropis Bignycky" (3aTBepaKeHo: 3a peLenTtom;
3anponoHoBaHo: bes peuenTa) Ta, Ak HacNifok, A0 TEKCTY
MapKyBaHHS YNakoBKM NikapCbKoro 3acoby BianosigHO 40
MaTepianis peecTpaviiHoro gocke. BBegeHHs 3MiH
NpOTSArom 6-Tu MicsALiB Nic/IA 3aTBEPAKEHHS.
95. HOBIPUH Tabnetkn no 1000 AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12436/01/02
POPTE mr, no 10 TabneTok "KNIBCbKWI BITAMIHHWIA TMny - AAMIHICTpPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
y 6nicTepi; no 3 abo BITAMIHHMIA 3ABOA" 3acoby - fditova pegakuis: HOBIPUH MponoHoBaHa
no 4 6nictepu B 3ABOA" pepaxuis: HOBIPVH ®OPTE
nauui
96. HOBOEWUT® NopoLUOK AN1s A/T Hoso [aHis NPUroTyBaHHA, Oanis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |1 3a UA/16751/01/06
pO3YMHYy Ans Hopgick po3/nB y NepBuHHE HimeuunHa TUny - 3MiHK 3 akocTi. A®Il. BUpobHuLTBO. 3MiHa peuyenmom
iH ek, mo 3000 nakyBaHHs, BMPOBGHMKA BMXIAHOTO/MPOMIXKHOrO NpoAyKTy/peareHTy, LWo

MO; no 1 dpnakoHy 3
MOPOLLKOM Yy
KOMMN/IEKTI 3
po34mHHMKOM (0,9%
pO34nH HaTpilo

niocpinizayia Ta
nepe.ipka rotoBoro
NiKapcbKoro 3acooy,

KOHTPO/Ib SKOCTI

(mikpobionoriyHi

BMKOPVCTOBYIOTLCS Y BUPOGHMYOMY npoLeci AdDl, abo
3MiHa BMPOGHMKa (BKHOYatouu, Ae HeobxigHo, Micue
npoBeAeHHs KOHTPO sikocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBepKeHOMY f0Cbe)(3MiHa B AD| 6ionoriuHoro

xnopugy) no 4 mny BMNPOGYBaHHS) NOXOM)KEHHSI 260 BUXigHOMY

nonepegHbL0 roToBOro mMartepiani/peareHTi/NpoOMiKHOMY NPOAYKTI, WO
HarnoBHEHOMY nikapcbKoro 3acoby: BUKOPWCTOBYIOTLCS AN18 BUPOOHMLTBA

LUINPWL,, LUTOKOM A/T Hoso Hopgick, 6i0/10riYHOro/iMyHO/10rYHOTO NiKapCbKoro 3acoby ). 3amiHa
NopLUHA Ta [aHis; KOHTPOsIb Bmpo6Huka Novo Nordisk A/S, Brennum Park 25K, 3400
nepexigHvkom ans AKOCTi rOTOBOroO Hillerod, Denmark Ha Novo Nordisk US Bio, production
donakoHa B NiKapcbKoro 3acooy: Inc., 9 technology drive, West Lebanon, NH 03784, USA
iHOVBIAYyanbHii A/T Hoso Hopgick, AIK MicLle BUPOGHMLTBA aKTUBHOI PEYOBUHMN Ta KOHTPO/1b
ynakosLii B [NaHis; AKOCTI (XiMIYHWIA/DI3NYHWIA Ta

KapPTOHHI KOpooLi NPUroTyBaHHs, MiKpOG6ioIoriYHNA/HECTEPUIbHIIA)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pO3/1B Y NepBUHHE
nakyBaHHs,
nioghinizauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/Ib AKOCTI
(mikpobionoriyHi
BMNPO6YBaHHSA)
roTOBOro
nikapcbkoro 3acoby,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHS roTOBOro
nikapcbkoro 3acoby,
[0AaBaHHSA LWKan
[0 wnpuua gns
BBeAeHHs): AIT
Hoso Hopgick,
[aHis;
BiAnoBiaanbHMi 3a
BUNYCK cepil
roToBOro
nikapcbKkoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpo6bHULTBO
PO34MHHMKA
(npuroTtyBaHHs,
po3/1B, Nepes.ipka,
KoMnaekTawis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dacoBaHoro
npoaykTy): Bettep
dapma-depTiryHr
v6X i Ko. K,
HimeuunHa

97.

HONbMA3A®

niodgpinizat gns
PO34UHY A5 iH'EKLi
no 40 wmr, 1 a6o 5,
a6o 10, a6o 20
donakoHIB 3
MOPOLLKOM Y
KapTOHHIA Kopoo6Li

KPKA, p.4.,
HoBo mecTo

CnoBeHisi

Bupo6HMLTBO
Hepo3dacoBaHOl
npogykuii "bulk",

nepBuHHe Ta

BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ccepii:

Bangedapm,

dpaHuis;

BVPOGHMLTBO
Hepo3dacoBaHOl
npogykuii "bulk",

dpaHuis/
Moptyranis/
Cnosenis/
Icnanis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TMny - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpOGHMYOT
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
npoaykTy abo roToBOro Nikapcbkoro 3aco6y, AiNbHULI Ans
npoBefeHHA NakyBaHHs, BUPO6HWMKa, BiANOBIfa/IbHOTO 3a
BWMYCK CEPiiA, MicLie NpOBEAEHHS KOHTPOJIIO cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasty, peareHTy abo
[0MNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y AOCHE)
BUNyYeHHS BUPOOHMKa A®I - Hetero Drugs Limited, India.
3MiHn | TUny - 3MiHK 3 akocTi. CepTudikaT
BiagnosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
hapmakonei/moHorpadii. NogaHHs HoBoro abo

3a
peyenmom

UA/7955/02/01
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Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Codpapimekc-
IHoacTpia Keimika e
dapmauesTika, C.A.
MopTyranis;
BTopuHHe
nakyBaHHS ,
KOHTpPO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., HoBo
mecTo, CroBeHis;
BVPOGHMLTBO
Hepo3ghacoBaHol
npoaykuii "bulk",
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
Na6opaTtopioc
Ankana ®apma,
C.J1., Icnanisa

1

OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI E€Bponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHNI cepTudikaT Bif
yXe 3aTBePLKEHOr0 BUPOOHUKA -
nofaHHsa oHosrieHoro ceptudpikaty CEP (R1- CEP 2009-
323-Rev 01) Bif yxe 3aTBepxeHoro B1upobHrka Moehs
Iberica S.L., IcnaHia gna A®l naHTonpasosny HaTpito
cecksirigpaty. 3atBepmxeHo: CEP (R1- CEP 2009-323-
Rev 00) 3anponoHosaHo: CEP (R1- CEP 2009-323-Rev
01). Ak HacniAoK BUMYYEHHS M. «Bakki MeTann» 3i
cneuudikauii A®IL. 3miHn | Tuny - 3miHK 3 AkocTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLUTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKIovakoun
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHA ONMCY BUPOGHMYOro MpoLecy Ha
eTani niogpinizauii. 3mMiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKkIovatoun
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHA ONMCY BUPOGHMYOro MpoLecy Ha
eTani cTepunizoBaHol (hiNbTpaLil Ta NpoLecy HanoBHEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHW Y NpoLeci BUpobHuUTBa
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBOHULTBA) 3MiHa onucy BUPOBHMYOro npouecy Ha
eTani NpoMm1BaHHA Ta cTepunizauii donakoHis. 3miHun | Tuny
- 3MiHu 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA FOTOBOr0
NiKapcbKoro 3acoby, BK/IHOHAOUM NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOBGHULTBI FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHKN) BK/TOYEHHS AOAATKOBUX AeTanel y
3aTBEPMXXEHNI BUPOOHMYMIA Npouec. 3MiHW y po3ainax
«MPOMMBAHHSA Ta cTepwisayis» (NPOMUBaHHA Ta
cTepwisauis onakoHis, cTepunisalis Npobok, cTepubHa
hinbTpavis Ta NpoLec HanoBHEHHS), «nNpoLiec
niodpinizauii». 3miHn | TNy - 3MiHK 3 AKOCTI. FoTOBWIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapcbKoro 3acoby.
3MiHa y MeTodax BUNPOGYyBaHHS FOTOBOTO JiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BMNPO6YBaHHSA) He3Ha4yHa 3MiHa B aHaNiTUMHOMY MeTozi
BEPX BM3Ha4YeHHs1 CynyTHIX AOMILLIOK, WO nepegbayae
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

[0AaBaHHA a/lbTEPHATUBHOIO rpafieHTa, NoBHICTIO
€KBiBa/IEHTHOr0 3aTBEPMKEHOMY Ha A@aHWNi MOMEHT.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
KOHTpOsb roTOBOrO NikapCbKoro 3acoby. 3miHa y metogax
BUMPOOYBaHHA rOTOBOrO NiKapCcbKOro 3acoby (OHOBMEHHS
npoueaypu BUNpoGyBaHHS 415 NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiHEHO 3arasibHOl cTaTTeto 4dY abo
€Bponelicbkoi hapMakonei) OHOB/IEHHS METOAVKM
KOHTPO/I0 BMICTY BOAYM - NpUBEAEHHS iy BifNoBigHICTb [0
aitoyoi EP.(2.5.32). 3miHu | Tvny - 3miHu 3 SKocTi. FoToBMiA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUM
3aci6. 3miHa napameTpiB cneumdikauili Ta/abo
[OMyCTUMMX MEX NEePBUHHOI YNakoBK/ rOTOBOrO
NikapcbKoro 3acoby (BUyYeHHsI He3HA4YHOTo MoKasHKKa
(Hanpuknag, 3acTapiforo NokasHuka)) BUIYyYEHHS
HEKPUTUYHOrO NapameTpa "30BHilLHIi giaMmeTp ropsoBUHN
chnakoHy" 3i cneyudikauii Ha CKNSAHWIA hnakoH. 3MiHu |
Tuny - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO JiKapCbKOro 3aco6y (BUYyYEHHS
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
NoKasHWKa)) BUYYEHHSI HEKPUTUYHOIO NapameTpa "O6'em
HanoBHEeHHA" 3i cneumdikauii Ha CKIAHUIA thNakoH. 3miHu |
Tvny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO MiKAPCbLKOro 3acoby (BUTyYEHHS
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
noKasHuKa)) BUyYEHHS HEKPUTUYHOrO napameTpa "Maca"
3i cneundpikauii Ha ckIsHWIA doakoH. 3MiHW | Tuny - 3MiHK
3 AKocTi. FoToBUIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa y meToaax
BUMPOOYBaHHA NEPBUHHOI YNAaKOBKV rOTOBOIO NiKapCbKOro
3aco06y (iHLWi 3MiHM Y MeToAax BUNPOoGyBaHb (BK/IHHaKUM
3amiHy abo fgofasaHHs)) fofaBaHHS a/lbTEPHATUBHOTO
meToay: Tect C (MoHorpadis EP 3.2.1. CknsiHui
KOHTelHep Ans hapmaueBTUYHOro BUKOPUCTaHHS) A0
BUNpobyBaHHA: MiAponiTUYHa CTIlKICTb Y cneuudikawii
NepBUHHOT YNakoBKM rOTOBOTO NPOAyKTY (CKISHWIA dhnakoH
Tuny | skocTi EP). 3MiHn | TNy - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn)
3MiHM BHECEHO A0 IHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3gainy “IMo6ivHi
peakuii" (o0 PO3BUTKY MIKPOCKOMNIYHOIO KOMITY)
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3neku
3aCTOCYBaHHA [il040T PeYOBUHYM NiKapCbKOro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aTBeKeHHS. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta papMmakoHarnsagy (iHwi 3miHun)
3MiHU BHECEHO [0 IHCTPYKLii 418 MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby Ao po3ainy "MNo6iyHi
peaxuii” (LWoA0 PO3BUTKY 3aU103UCTUX MONINIB AHA LUIYHKY)
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekun
3aCTOCyBaHHS fjl040i PeYOBUHYM NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEKEHHS. 3MiHM | TUNY - 3MiHKU 3 AKOCTI. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKOro 3acoby
(iHWi 3miHW) BUKNageHH MKA 13 yKpaiHCbKOH MOBOK
(3aTBEpPLAXEHO POCIiCbKO MOBOHD), 6€3 3MiHM
aHaniTMYHNX METOAIB, HE3HAUHI KOpeKL|ii onnucy MeTogiB
KOHTPO/O SIKOCTi. BBEieHHA 3MiH NPOTArom 6-Tu MicsALiB
nicns 3aTBeppkeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa
ab0o BBeAEHHA A0AATKOBOT AibHULI BUPOOHMLTBA ANS
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (4inbHULA 418 BTOPUHHOTO
nakyBaHHS1) BBEAEHHSA [04ATKOBOro BUpOGHUKa /13,
BiAANOBIAa/IbHOrO 3a BTOPUHHE NakKyBaHHA - JlTabopaTopioc
Ankana ®apma, C.J1., Icnanis. 3miHu | Tuny - 3miHu 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBefeHHSA [04aTKOBOI AiNIbHULi BUPOOHULTBA
0719 4acTUHK abo BCbOro BUPOOHNYOro NpoLEecy roToBoro
niKapcbKoro 3acoby (AiNbHULA 4155 BTOPUHHOTO
nakyBaHHs1) BBEEHHA AOAATKOBOro BUPO6HUKa /13,
BiAMOBIA&/ILHOrO 3a BTOPMHHE NakyBaHHs - Cothapimekc -
IHoacTpia Keimika e ®apmauesTika, C.A., MNopTyranis.
3MiHu Il TUnY - 3MiHK 3 KOCTi. FTOTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUpOGHMLTBI. 3amiHa abo BBeAEeHHS 404ATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTHM abo BCbOro
BMPOBHMYOro NpoLEecy roToBOrO /likapCbKOro 3acoby
(BinbHULSA, Ha 5K NPOBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, NPOBEAEHHS KOHTPOJIIO
AKOCTi Ta BTOPMHHOIO NakyBaHHSA, 415 NikapCbKunx 3acobis
6i0/10r4YHOr0/iIMyHO/OFYHOTO MOXOKEHHS 260 JTiKapCbKnX
¢hopM KOMNNIEKCHOrO (CKNagHOro) BUPOGHNYOro npoLiecy)
BBE[EHHSA 104aTKOBOro BUPOBHKKA rOTOBOrO NiKapCbKoro
3acoby - Jlabopatopioc Ankana ®apma, C.J1., Icnanis, wo
BignoBigae 3a BUPOOHULTBO Hepo3hacoBaHO! NpoayKLii
"bulk", nepBMHHe nakyBaHHA, Ta po3mipy cepito 120 n gns
3anponoHoOBaHOro BMpobHuka flabopatopioc Ankana
Papma, C.J1.

98.

HOPAZPEHA/IH
Y TAPTPAT
ATETAH 2 Mr/MAN
(BE3

KOHL,eHTpaT ans
pOo3unHy Ans
iHcpysiiA, 2 mr/mn no
4 mn abo 8 mny

Na6opaTopis
AretaH

®paHuis

NabopaTtopia AretaH

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKEeHHS AisNbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,

3a
peyerimom

UA/4671/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
CYNb®ITIB) amnyrni; no 5 amnyn BK/IHOUAKOUM AiNbHULI BUNYCKY cepil abo micLe npoBeeHHs
y 6nicTepi; no 2 KOHTPOIO SKOCTI. (QisS/IbHICTb, 3a SKy Bignosigae
6nictepn y BMPOGHMK/IMNOPTEP, BK/IKOYAOUM BUMYCK cepili), a came
KapTOHHI/ Kopoo6Li 3miHa agpecu BupobHuka 13 labopatopis AreTaH,
®paHuia. 3MiHU BHECEHO B IHCTPYKLIiIO 4518 MeANYHOro
3aCTOCyBaHHSA NiKapCbKOro 3acoby y po3ain
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaXEHHSI MOr0 AisNIbHOCTI» 3 BiANOBIAHUMN 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBKW JliKapCbKOro 3acoby
99. OKPEBYC® KOHLeHTpaT Ans ®.XodpcpmanH- | Lseliyapi BVPOGHMLTBO HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/16278/01/01
pO34MHy oNns Na Pow N1a a Hepo3gacoBaHOl LseiiLapis - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peuenmom
iHchysiii no 300 npoayKuii, NnepBuHHe thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3arasibHeHuX
mr/10 mn; no 10 mn nakyBaHHs, AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y chnakoHi; no 1 BUNPOBYBaHHA y3arasibHeHNX faHnx Npo cucTemy dapmakoHarnsgy,
donakoHy y KOHTPO/O SIKOCTI: 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
KapTOHHIA Kopoo6Li Pow fliarHocTrke 3piicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
v6X , HimeuunHa; hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
BVMPOGHMLTBO hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
Hepo3dacoBaHol YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
npoayKLii, nepBrHHe thapmMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
nakyBaHHs, 3MiHW Y PO3MILLEHHI MacTep-gaiina cuctemmn
BTOPUHHE thapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0CO6U 3asiBHUKA,
nakyBaHHs, BUMYCK BiANOBIAa/ILHOT 3a hapmakoHarnsaz B Ykpaidi. Jitoua
cepii: ®.XodhdpmaHH- pepakuis: MowHina Onbra IBaHiBHa.
Na Pow NTA, MponoHoBaHa pepakuisi: JloitveHko OneHa
LLiBeiiuapis BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3as8BHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
YKpaiHi
100. | MAHS3IFA/ PO34nH ANa iHdys3ili OkTachapma ABCTpist BUPOGHUK, PpaHuis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu | 3a UA/17142/01/01
PANZYGA® no 100 mr/mn; no 10 PapmaLeBTuK BiAnoBiganbHM 3a AscTpis/ Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMLUTBO. 3MiHM B npoueci peyenmom
M/1, 25 M/T PO3YKHY Y a BMPOGHMLTBO in- HimeyunHa BMpOG6HMLTBA AD| (HE3HAYHA 3MiHA Y MpoLEeCi
dhnakoHi, no 1 MpoaykTioHcre bulk, nepsuHHe BUpO6HMLTBa ADI)
chakoHy B c M.6.X. nakyBaHHS, BUMYCK 3MeHLLEHHS KiNIbKOCTI MakCUMasTbHUX LMKNIB
KapTOHHI kopobui ; cepii: Okracapma, BMKOpPUCTaHHA cMonu Source 30Q. 3aTBepaxeHo: 200
no 50 mn, 100 mn dpaHLisa; BUPOGHNK, pasis. 3anponoHoBaHo: 137 pasiB.
PO3UMHY Y NASALLKAX, BiAnoBiganbHMI 3a 3minu | Trny - 3miHu 3 sKocTi. APl. BupobHuLTBO. 3MiHK B
no 1 naswuj B nepBuHHE Ta npoueci BupobHuutea APl (HesHayHa 3MiHa Y NpoLeci
KapTOHHIA KopooLi BTOPWHHE BUpo6HMLTBa ADI)
nakyBaHHs, Mopgudpikauis eTanis nigroToBky Ta pereHepawi
KOHTPO/b AIKOCTI, XpomatorpadivyHol KofIoHkM C-18. 3MiHu | Tuny - 3miHu 3
BUNYCK cepil: AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B NpOLLeCi BUPOGHULITBA
OkTacapma A®| (HesHauHa 3MiHa y npoueci BupobHuutea Adl)
$apmaueBTUKa 36i/bLIEeHHS TEPMiIHY NpuAaTHOCTI 6ydhepHOro po3ymnHy,
MpopykTioHcrec. AKNIA BUKOPUCTOBYETLCA A/15 NPOMMUBaHHA DEAE-
M.6.X., ABCTpisi; Sephadex A-50 Ha cTagji Step 2(a) — Adsorption of Factor
BUPOGHUK, IX (optional).
BiagnoBiganbHMii 3a
BTOPUHHE
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
nakyBaHHs:
OxkTathapma [leccay
'm6X, HimeyunHa
101. | NAPAMON pO34uH ANs iHQysil, [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/17842/01/01
1000 mr/100 mn, no nignpueMcTBO nigNpPUEMCTBO TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
100 mn B "®apmaTtpeiig’ "®apmatpeiig" thapmakoHarnsgy. 3MiHa y KOpoTkilii XxapakTepucTuui
KOHTEliHepi 3 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
noninponinexy; no 1 MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
KOHTeliHepy B OHOB/IOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
KapTOHHIA Kopoo6Li JocnigpKeHb 3 6e3nekn 3acToCcyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiiHuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OpraHom) 3MiH1 BHECEHO
00 [HCTpYKUii AN MEAUYHOrO 3aCTOCYBaHHS NiIKapPCbKOro
3acoby 40 po3ainis "B3aemMogis 3 iHLLUMMY NiKapCbKUMMN
3acobamu Ta iHLWi BUAKY B3aemogiii”, "Ocob1mMBocCTi
3acToCyBaHHSA" WOA0 6e3mneky 3acToCyBaHHSA Aitoyol
pPEYOBUHM BiANOBIAHO A0 pekomeHgauiii PRAC.
102. | NENOPCIH® cupon no 100 mny AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny 6e3 UA/16343/02/01
thnakoHi; no 1 - 3MiHu 3 AkocTi. A®I. CtabinbHicTb. 3miHa nepiogy peyenma
donakoHy 3 NOBTOPHMX BMNpOoGyBaHb/nepiogy 36epiraHHa abo yMoB
[03Yl04MM CTakaHOM 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY [0CLE
y nauyLi 3 KapTOHY cepTudikaTa BignoBigHOCTI €EBponeichkin dhapmakonei,
LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BMNpPobyBaHHA/Nepios 36epiraHHs) -
36inblUeHHs abo BBeAEHHS Nepiogy NOBTOPHOMO
BMNpobyBaHHsA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
[ocnigpkeHb y peasibHOMY Yaci. 36i/bLLEHHS TEPMiIHY
nepekoHTPoto A®| eKCTPaKT Cyxuil 3 KOPEHIB NenaproHii
OYUTKOBOI. 3aTBEPA)KEHO:
TepmiH NpuaaTHOCTI 2 pokun. 3anponoHoBaHo: MNepiog,
NEePEKOHTPOSIIO 4 POKKN
103. | NENOPCIH® TabneTku, BKPUTI AT "dapmak” YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/16343/03/01
NNiBKOBOIO - 3MiHu 3 AkocTi. API. CTabinbHicTb. 3MiHa nepiogy peyenma
060/10HKOH, Mo 20 NOBTOPHMX BUNPO6YyBaHb/nepiogy 36epiraHHA abo ymoB
mr, no 10 TabneTok 36epiraHHa A®I (3a BigCyTHOCTI Y 3aTBEPAKEHOMY [0CLE
y 6nicTepi, no 2 cepTudikaTa BignoBigHoOCTi €EBponelickkili hapmakoneri,
6nictepu y nauui LLIO BK/IHOYAE Mepiof MOBTOPHOro BMNpPOOyBaHHs) (nepiog
NOBTOPHOro BUNpobyBaHHsA/nepios 36epiraHHs) -
36inbLUeHHA abo BBeAEHHS nepiogy NOBTOPHOMO
BUNPOOYBaHHs/Nepioay 36epiraHHs Ha OCHOBI pe3y/bTaTiB
LOCTiDKEHb Y peasibHOMY Yaci - 36ibLUEHHS TePMiHY
nepekoHTposto APl ekcTpakT Cyxuii 3 KOpeHiB NenaproHii
0uYNTKOBOI. 3aTBeppkeHo: TepMiH NPUAATHOCTI 2 POKK
3anponoHoBaHo:
Mepiod NEPEKOHTPOSIO 4 POKK
104. | NEHTAKCM® NOPOLLUOK CaHodpi PpaHujs CaHodpi Nactep, PpaHuis/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasis: 3miHu | Tuny 3a UA/13010/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BAKUVHA ONA Haemophilus MacTtep ®paHLis (NoBHWIA YropuwHa - 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
MPO®INAKTUKN influenzae Tuny b Ta LK BUPOBHULTBA, thapmakoHarnagy. BeegeHHs abo 3miHV [0 y3arasibHeHUX
BUNDTEPII, cycneHsia ans 3aMnoBHEHHA Ta AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHs
MPABLS, iH’exuini (0,5 mn); no niodpinizauis y3araslbHeHNX faHux Npo cuctemy dpapmakoHarisay,
KALLUTHOKY 1 chnakoHy 3 (dbnakoHm), 3MiHa YyNOBHOBaXEHOT 0co6Mu, BiANOBiAaIbHOI 3a
(ALENONAPHU nopowkom Ta 1 BTOPUHHE 3[jiicCHEHHsT hapMakoHar/say; KOHTaKTHOI 0co6u 3
1 KOMMOHEHT), | nonepeaHso nakyBaHHs, thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
noniomMmienity 3arnoBHEHOMY KOHTPO/b SIKOCTI, thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif,
IHAKTUBOBAHA | wnpuuy (0,5 mn) 3 BUMNYCK cepil); YNOBHOBaXXeHOI 0c0o6M, BiANOBIfaIbHOT 3a 34iiCHEHHS
TA BAKUVHA MPUKPINIEHO CaHodi-ABeHTiC hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
Aana ronkoto (a6o 2 MpaiisiT Ko. NiTg,, 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
MPO®ITAKTUKN | okpemumu rosnikamm), Mnardopma thapmakoHarnsgy). 3miHa ynosHoBaxeHoi ocobu
IHOEKLLIA, L0 MiCTUTb NOricTUKM Ta 3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag,.
CANPUYNHEHUX cycneHsito ans ONCTpuoyuii y m. [litoua pepakuisn: Epik Teo / Eric Teo, MD. NponoHoBaHa
HAEMOPHILUS iH'EKULI, B KAPTOHHIl BypanewT, pepakuis: Xaiike Wonnep / Heike Schoepper. 3miHa
TAMY B Kopo6ui; no 1 YropuwmHa KOHTaKTHUX JaHuX YNOBHOB&XEHOI 0CO6M 3asiBHIIKA,
KOH’FOFOBAHA, dhnakoHy 3 (BTOpUHHE BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
AACOPBEOBAHA nopotukom Ta 1 nakyBaHHs, BUMYCK MicLLe3HaxopKeHHs1 macTep-aiina cuctemu
nonepegHbL0 cepii) hapmakoHarnsagy. 3miHa micus 34iCHEHHSI OCHOBHOT
3arnoBHEHOMY LisNbHOCTI 3 hapmakoHarnsgy.
wnpuyy (0,5 mn) 3
MPUKPINIEHO
ronkoto (a6o 2
OKpeMUMHM rosikamu),
L0 MiCTUTb
cycneHsito ans
iH'eKLil, y
CTaHfapTHO-
€KCMOPTHii
ynakoBLii, sika
MICTUTBCA Y
KapTOHHI Kopobui (3
IHCTpYKLUjieto Ans
MeAn4YHOro
3aCTOCYBaHHA).
105. | NMXXMA KBITKA KBITKM NO 75Ty MpAT Ykpaina MpAT "NikTpasn” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | 6e3 UA/7116/01/01
naykax 3 BHyTPILIHIM "MikTpasun” TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib. peyenma

naketom; no 1,5ry
inbTp-NakeTi: No
20 hinbTp-nakeTiB y
nayui; no1,5ry
inbTp-NakeTi: no
20 hinbTp-nakeTiB y
naJui 3 BHYTPILLHIM
nakeTom

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikalii Ta/abo 4oNyCTUMUX MEX
roTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHM) CynyTHS 3MiHa -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMMPOGYBaHHS rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEepAKEHNX MeToAax BUNPOOYyBaHHS)
BHeceHHs 3MiH o Cneumdikauii Ta MeTogjiB KOHTPOO
akocTi /13, a came: BHECEHHS 3MiH 3a M. «Maca BMicTy
ynakoBku» 3aTBepmkeHo Cneuudpukaums Macca
cogepxvmoro ynakoskn OT 71,25 no 78,75 r ans ogHoi
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
yNakoBKM, CPefiHSA Macca COLePXMMOro AecsTh ynakoBoK
oT 73,8 1 0 76,2 1 MeToAbl KOHTPONA KayecTBa Macca
coaepxumoro ynakosku OT 71,25 o 78,75 r gns ogHoi
yNakoBKM, CPeHSA Macca COLePXMMOro AecsTh ynakoBoK
oT 73,8 1 g0 76,2 r. 3anponoHoBaHo Cneuudikauis
Maca BmicTy ynakoBku He meHwe 71,25 r gns ogHiei
ynakoBKM, CepefHsa Maca BMICTY [eCATU YNakoBOK — He
MeHLe 73,8r.
MeToan KoHTposto AkocTi Maca BMICTY ynakoskun He
MeHLe 71,25 r Ana ofHiel ynakoBku, cepeHsa Maca BMicTy
[EecATU ynakoBOK — He MeHLue 73,8r.
106. | NOBIAOH-NOA PO3YMH HaLLKIPHWiA TOB "BAKOM- Ykpaina T30B "€ENAOAYM Pecny6nika | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTepiasis: 3MiHu | Tuny 6e3 UA/19240/01/01
BAIOM 100 mr/mn, no 30 DAPM" DAPMA" Mongosa - 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb peyenma
M, 50 ma, 100 mny roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTtofax
chnakoHi; no 50 mny BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
h1akoHi 3 MeToAax BMNpobyBaHb (BK/IOYaloum 3amiHy abo
posnunaBayem; no [OMOBHEHHS)) - 3MiHa Y MEeTOoZi BUNPOOyBaHHA 3a
1 donakoHy B nauu; nokasHukoM «MikpobiosnioriyHa uUncToTa», a cave:
500 mn 'y doriakoHi 3aMpornoHOBaHO NPOBOAUTW aHasli3 KOHTPOIO BiANOBIAHO
no EP 2.6.12, EP 2.6.13, EP 5.1.14 (3atBepgxeHo USP
61)
107. | NON-NANA Tpasa no 40 r, no 50 MpAT YkpaiHa MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/8884/01/01
Iy nadkax 3 "NikTpasun" TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenma

BHYTPILLHIM NakeToMm

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (iHwi 3miHM) CynyTHA 3MiHa -
3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOTO JliKAPCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpMKEHNX MeTogax B1UNpobyBaHHs)
BHeceHHs 3MiH fo Cneumdikayii Ta MeTogiB KOHTPO/IIO
AKOCTI J13, a came: BHECEHHS 3MiH 3a n. «Maca BMicTy
ynakoBku» 3aTBepmkeHo Cneundmkauna Macca
cofepxxmmoro ynakosku Mpu cpacoske no 50 r: ot 47,5 go
52,5 r Ans o4HOW ynakoBKW, CpefHsAs Macca CoOAepPX1MOro
LEecsT ynakoBok oT 49,2 1 go 50,8 r Mpwu chacoeke no 40 r:
oT1 38,0 8o 42,0 r AN 04HOW YNakoBKW, CpeaHsas macca
COAEPXMMOro fecAaTn ynakosok ot 39,4 1 0o 40,6 r
MeToabl KOHTPONS KauecTBa Macca coAepXMmoro
ynakosku Mpwu dpacoske no 40 r: ot 38,0 go 42,0 r ans
OZHOI YNakoBKW, CPeAHsA Macca CoAepXMMOro AecsTn
ynakoBok oT 39,4 r o 40,6 r; npu dacoske no 50 r: oT
47,5 0o 52,5 r Ana ogHON ynakoBKW, CpeaHAs Macca
COAEPXMMOro AecATn ynakoBok ot 49,2 r no 50,8 r
3anponoHoBaHo CneyudikaLis Maca BMICTY ynakoBKu
[ns posdhacosku no 40 r He meHwe 38,0 r Ana ofHiel
ynakoBKu, cepefiHa Maca BMICTYy eCATN YNakoBOK — He
MeHwe 39,4r [ins posdhacosku no 50 r He meHwe 47,51
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
[ANA OfHIEl yNakoBKu, CepefiHsi Maca BMICTY AecATv
yNakoBOK — He MeHLUe 49,2r. MeToAn KOHTPOJI0 AKOCTI
Maca BmicTy ynakoBku [ina po3dpacosku rno 40 r He
MeHLe 38,0 r 4151 OHIET yNakoBKM, CepefHs Mmaca BMIiCTy
LEeCATN YNakoBOK — He MeHwwe 39,41 nsa po3dhacoBku No
50 r He meHwwe 47,5 r N5 ofgHiel ynakoBku, cepeiHa mMaca
BMICTY [IECSATV YMAKOBOK — HEe MeHLe 49,2r
108. | NPUCUNKA NOpPOLLOK AT YkpaiHa AT "Jly6Huchapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/3599/01/01
ANTAYA HaLukipHuia, 0,1 r/r, "Ny6Hnchapm" TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenma
no40ra6o50ry KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
H6aHKax napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO NiKaPCbKOro 3acoby (iHLi 3MiHV) BBEAEHHS
nepiogUYHOCTI KOHTPOJIK0 3a NokasH1KoM “MikpobionoriyHa
yncToTa" B Cneuudpikadii 13 3 nocepiliHoro Ha
BMOIPKOBWIA: NEpLLY Ta KOXHY AeCATY HacTynHy cepito, ane
He pigwe Hix 1 cepii B pik Cneyudikauis
109. | NPOTE®DNA3IA® | kpannino 10 mn a6o TOB "HBK YkpaiHa BMPOBHULTBO 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4220/01/01
no 30 mn a6o no 50 "Ekochapm” NMOBHUM LK/IOM; TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
M1y CKNSAHOMY BUMYCK cepii: dhapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHNX
donakoHi 3 NPo6Koto TOB "HBK [aHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
KpanesibHuueto, no 1 "Ekochapm", YkpaiHa y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,
donakoHy B 3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
KapTOHHI nayi 3[iiCHEHHS1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa Ans 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-dhaiina cuctemm
hapmakoHarnagy) 3miHa ynoBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. [iroya pegakuis:
BpoyH TeTsaHa AHApiiBHa. [MponoHoBaHa pefakuis: Kotaw
CsitnaHa TumodpiiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
thapmakoHarnsg.
110. | NYCTUPHUKA HacTolika ans AT YkpaiHa AT "Ny6Hu1chapm"” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/7318/01/01
HACTOWKA BHYTPILLUHLOIO "ly6Hnchapm" TMny: 3MiHM 3 SIKOCTi. [OTOBWIA fikapcbkuii 3aci6. KoHTpob peuyenma
3aCTOCYyBaHHs, no rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS 3MiH Y
25 mn y chnakoHax, Cneuudpikanito/ MeToavky BunpobysaHHs 13, 30kpema:
no 25 Mn 'y g1akoHi; BW/TyYEHHST KOHTPOJTIO 3@ MOKA3HMKOM "Bavkki MeTasin".
no 1 cpnakoHy B CNEUN®IKALIA. 3miHun | Tuny: 3miHu 3 sKocTi. FoToBuiA
naui 3 KapToHy nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO NiKapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO NiKapCbKOro
3acoby (a5 NpYBeAEHHS Y BiANOBIAHICTL 3 AdY abo
€Bponeiicbkolo hapmMakoneeto Ta BUIYYEHHS NOCUNaHHSA
Ha 3acTapisinii BHYTpIWHIA MeTog BUNPOGYBaHHS i 1oro
Homep). MprBeAEHHA HOPMATUBHUX NocKNaHb N. «Onme»
y BignosigHicTb 3 AdY. CMELNPIKALIA
111. | PEONONIMKOKI PO34MH ANs iHysili MpuBaTHe YkpaiHa [MpuBaTHe YKpaiHa BHECEHHS1 3MiH 10 peecTpauiiHux martepianis: 3MiHu | 3a UA/1558/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
H no 200 mn abo no akujioHepHe akujioHepHe Tuny - 3miHK 3 skocTi. A®I. CTabinbHicTb. 3miHa nepiogy peyenmom
250 mn, a6o no 400 TOBapuCTBO TOBapuCTBO NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHa abo yMoB
M1, abo no 500 mny "IHgpy3ia” "IHdy3ia" 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
nAsiWKax cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakoner,
LLIO BK/OYAE nepios NOBTOPHOro BUNPo6yBaHHs) (nepios
NoBTOPHOro BMUNpobyBaHHA/Nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHSA Mepiody NOBTOPHOrO
BUNpo6yBaHHs/Nepioay 36epiraHHA Ha OCHOBI pe3ynbTarTis
[ocnigpkeHb y peasibHOMY Yaci - 3MiHa TepMiHY
npugatHocTi A®| fekcTtpaH 40 Ans iH KLl BUPOGHMKOM
«Pharmacosmos», [laHis Ha TepMiH NepeKoHTPOsI0
3aTtBepakKeHo TepMiH npuaartHocTi 5 pokis
«Pharmacosmos», [laHia 3anponoHoBaHo TepMmiH
nepekoHTponto 5 poki «Pharmacosmos», [aHis. 3miHu |
Tuny - 3MiHu 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 (iHWi 3MiHN) BHeceHHs
3MiH [0 p. «YnakoBka» («Pharmacosmos», [aHis), a
came- 3MiHa BTOPUHHOT ynakoBkn A®| 3aTeepaKeHo
BToprHHa ynakoBka- KapTOHHW KOpo6 3anponoHOBaHO
BTOpWHHa ynakoBKka — a/1tOMiHiEBUIA MiLLIOK MOMiLLEHNI B
KapTOHHWI1 6apabaH; abo — HDPE 6apabaH
112. | PIHA3AN® cnpeii HasasTbHUiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHK | Tuny 6e3 UA/17751/01/01
EKCTPA [o3oBaHuit, 0,5 "bapmaueBTu "®apmMaueBTUYHa - 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenma
mr/mn, no 10 mny YyHa hipma dipma "apHuua” 3MiHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
h1akoHi 3 "NapHuus" rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
[03yBa/IbHUM NPVAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - [ns Toprosoi
Hacocowm; no 1 ynakoBku (NiATBEPMAKYETbCA AHUMMN PEasIbHOIO Yacy) -
chnakoHy y nauui 36ibLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco0by. 3aTBepoKEHO: 2 POKKN. 3anponoHOBaHO: 3 POKMK.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
113. | POSYBACTATVH | nopoLuok BIOKOH IHAisa BIOKOH NIMITEL, IHAiA BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | - UA/12935/01/01
KANbLIO (cybcTaHuis) y NIMITEL IHAis; BIOKOH Tmny - 3MiHK 3 aKocTi. CepTudikar BignosigHocTI/TE-
noABINHNX NIMITEL, IHAis; cepTudikaT BignoBigHOCTI EBponeichbkiii
nosieTuIeHoBMX BIOKOH NIMITEL, thapmakonei/moHorpadii. NMogaHHa HoBoro abo
naketax gns IHAain OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
hapmMaueBTUYHOIO cepTudpikaTa BignosigHOCTI EBponeiickkiil hapmakonei:
3acTOCyBaHHSA ons A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOrO

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (cepTudikaT BignNoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXXe 3aTBEPAKEHOr0 BUPOOHYKA -
nofaHHsa oHoBsieHoro Ceptudikarty BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2015-114 - Rev 01
(nonepegHs Bepcis R1-CEP 2015-114-Rev 00) ans
cy6cTaHuii Rosuvastatin calcium Big Bxe 3aTBepAXeHOro
BUpo6HMKa A®I BIOCON LIMITED, IHgis
Zhejiang Hongyuan Pharmaceutical Co., Ltd., 6yna
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OHOBJ1EHa

114.

PO/NIHO3

Kpanni opasbHi,
po34uH, 10 mr/mn;
20 M1 pO34UHY Y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

TOB «YOP/J,
MEAULINH>

YKpaiHa

YOPAJ, MEAVNLMH
INIAY CAH. BE
TIOK. A.LLL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHa
3asBHVIKa (BnacHWKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460) TepmiH BBeEHHS
3MiH NPOTArom 6 MicALiB NicNs 3aTBEPIKEHHS; 3MiHN |
TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn [0 y3arasibHeHNX
AaHuX Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX faHux Npo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-daiina cuctemm
thapmakoHarnsagy) - 3miHa ynoBHOBaXeHOoI ocobu
3asBHUKA, BiANOBIAabHOI 3a thapmakoHarnsag,. [itova
pepakuis: PycygaH Ecakist / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT 0CO6MN 3asiBHMKA,
BiANOBiAaNbHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxoMmkeHHss MacTep-halina cucremu
dhapmakoHarnsgy

6e3
peuyenma

UA/17107/01/01

115.

CAJTODPANBK

rpaHynu
racTpope3nCTEHTHI,
NPOJIOHroBaHoI Aji
no 1000 wmr; no 1860
MT rpaHyn y
naketukax «IpaHy-
CTuke»; no 50
nakeTUKIB y Kopobu,i
3 KapTOHY

Op. ®anbk
dapma M'v6X

HimeyunH
a

Bupo6HMK
BiAnoBiganbHW 3a
BWMYCK Cepiii
KIHLLeBOro NpoayKTy
Ta a/lbTEpHATUBHE
BTOPVIHHE
nakyBaHHs:

Ap. ®anck Papma
M6X, HimeuunHa;
Bunpo6HuK,
BiAnoBiganbHMI 3a
BVPOGHMLTBO
[,030BaHoi hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPONb SIKOCTI:
NosaH ®apma M'vbX,
HimeuuunHa,
dapbin dPapma
'm6X, HimeuunHa;
Brpo6HWK,
BiagnoBiganbHMii 3a
nepBUHHE, BTOPUHHE

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha SKil
3[iICHI0OETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - BBeAeHHA
BMPOGHMKA, L0 BiANOBIAA/IbHNIA 32 KOHTPOSb sIKOCTI /13,
HaykoBo-gocnigHuii iHcTuTyT Xennenep Mv6X, Mapi-Kiopi-
Ltpacce 7, 79539 Jleppax, HimeuunHa/lnvestigation
Institute Heppeler GmbH, Marie-Curie-Strasse 7, 79539
Loerrach, Germany; 3MiHu | Tuny - 3MiHK 3 SKocTi. FoTOBUI
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NliKapCbKoro 3acoby (3amiHa
ab0 foAaBaHHSA AiNbHULI, Ha SIKIA 3AiACHIOETbCSA
KOHTPONL/BUNPOGYBaHHSA cepii) - BBeAeHHA BUPOGHMKa
BiANOBIAa/IbHOrO 3a KOHTPO/b AkocTi N3, anndaves,
®APBIN ApuHaimittens M'v6X, Xinbgebpangwrpacce 10-
12, 37081 I'boTTiHreH, HimeuyunHa/allpharmed PHARBIL
Arzneimittel GmbH, Hildebrandstrasse 10-12, 37081
Gottingen, Germany; 3MiHu | TUMy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOOHULTBI. 3MiHa
po3Mipy cepii (BKIYaoUM dianas3oH po3mipy cepii)

3a
peyenmom

UA/3745/01/02
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nakyBaHHs Ta
KOHTPO/b SKOCTI:
JlozaH ®apma MvbeX
(Ewbax caiT),
HimeyunHa,;
Bupo6HuK,
BiANOBiAa/IbHMI 3a
KOHTPO/b SKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'M6X, HimeuuunHa;
Bunpo6HuK,
BiANOBiAa/IbHMIA 3a
KOHTPO/b SKOCTI:
anndamveg ®apbin
ApuHelimiTTenb
'mM6X, HimeyunHa

roTOBOrO /likapcbKoro 3acoby (36inbeHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAXXEHUM PO3MipOM) - 36i/IbLLIEHHS
pO3Mipy cepii roTOBOro Nikapcbkoro 3acoby y 10 pasis, go
558 kr Ans Bupo6Huka JlodaH ®apma MM6X, HimeuunHa
3arBepoxeHo: The Batch Size of pellet bulk for Plant A is:
372 000 kg 3anpornoHoBaHo At production site A there are
two process lines with 2 possible batch sizes: Production
Line 1: 372 000 kg Production Line 2: 558 000 kg; 3miHu |
T™MNy - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
NiKapCcbKoro 3acoby, BK/IHOHaOUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOOHULTBI TOTOBOrO NiKapCbKoro
3ac06y (He3Ha4yHa 3MiHa y npoueci BUpobHULTBA) -
Hes3HauHa 3miHa y npoueci BUpOOHMLTBA HA BUPOGHWUIl
AinaHui A, (BNpoBakeHHs eTany NoBTOPHOI 06pobkw), fe
nicns nepLuoro etany rpaHynALii BBOAMTLCA eTan
NOBTOPHOT 0O6POBKN A1 LOCATHEHHS BiNlbLL EKOHOMIYHOMO
BMKOPUCTaHHSA Pecypcis; 3MiHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMIEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
NikapcbKoro 3acoby (BMly4eHHs1 HECYTTEBOIO
BUNPOGYBaHHSA B NpoLeci BUpo6bHMLTBA) - BunyyeHHs
HecyTTEBOro BUNpobyBaHHA "06'€éMHa LLiBbHICTL" B
npoLeci KOHTPO/O BUPOBGHNLTBA, KW HIKOMU He
npoBoAMBCA B npoueci BupobHuyTea N3, AaHwii
NMoKasHWK BYB BK/TKOYEHWI 4151 KOHTPOSIKO AKOCTI
6arafio4030BaHNX KOHTEWHePIB, AKi HIKONIM He Byn
3aTBepKeHi Ta He BBeEHI Ha PUHOK; 3MiHU | TUny - 3MiHK
3 aKocTi. CepTudikar ignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEpPAKEHOro BUPOGHYMKa - MNMogaHHs oHoBneHoro CEP
Ne R1-CEP 2004-049-Rev 04 ana A®| mecanasuHy Big
3aTBEpAXEHOro BMpobHuka Erregierre SPA, ltaly
(3atBepaxeHo: R1-CEP 2004-049-Rev 03) BHeceHHs
pepakuiiHoi npaskn B MKA /13, a came 3a3HavyeHHs ABOX
BUPOGHMKIB, LLLO BiANOBIAa/IbHI 3a MiKpOHi3aL,iio AdI
Microchem S.r.l, Italy Ta IMS S.r.l, Italy, siki 6ynin He
3a3HaveHi B MKA npw nonepepgHili npoueaypi BBeAeHi
HOBOro BMpo6HuKa Erregierre S.P.A., Italy. (Haka3 Ne 2032
Bia 04.09.2020); 3miHK | TMny - 3miHK 3 AKocTi. API.
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Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NMPOMKHOMO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(BkNtOYaKOUN, fe HeObXiAHO, MiCLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE)
(BBEAEHHSA HOBOT AiNIbHUL, e 3A4JACHI0ETLCA MIKpPOHi3aLis)
- BBegeHHs1 HOBOro BUpPOGHUKA, LLO BiANOBIJaE 3a
MiKpOHi3aLjto fjtoyoi pevoBuHY "MecanasvHy" (HoBwiA
BMPOGHMK Divi's Laboratories Limited, India) - Divi's
Laboratories Limited — Unit I, India); 3miHu | Tuny - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikart BiANOBIAHOCTI EBpONenchbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo AONOBHEHHS) - HOBMIA cepTudikar Big HOBOro
BMpo6HMKa Divi's Laboratories Limited, India - CEP-RO-
CEP 2016-050-Rev 01.; 3miHu | TUny - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTudikar BiANoBIiAHOCTI
€Bponelicbkinn dhapmakonei/moHorpadii. 3miHW, NoB'a3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLOI HaujoHanbHOT chapmakonei aepxasu E€C (3miHa y
crneuundikalisx, nos'asaHa 3i 3amiHamu B IdY, abo
€Bponeiicbkili hapmakonei, abo iHLUiA HauioHabHii
thapmakonei gepxasu €C) - MNprBeaeHHs crneumdikawi
A®I| mecanasuHy (5-amiHocaniLmnoBOl KNCNOTKW) Y
BiANOBIAHICTL 40 BUMOr MOHorpadii EP. B 3B’A3ky 3
NpoBaXeHHAM kepiBHUX npuHumnis ICH Q3D 6yno
BW/Iy4EHO BUNPOBOYBaHHA Ha Baxki MeTanu (2.4.8)
[onaTkoBo BHeCEHI pefakLiiHi npaBku: Y po3gini
3.2.5.4.1 cneundbikauis posgineHa Ha 3arasibHy YacTuHy
Ta YacTuHy, L0 CTOCYETLCA NocTavasbHuUKIB. BignosigHo
o EP 3aranbHa yacTuHa MIiCTUTb yCi BUNPOGYBaHHS Ta
PO3Mip YacToK. YacTuHa, Lo CTOCYETbCA NoCTavasbHUKA,
MICTUTb BUNPOBYBaHHS, AKi CTOCYHOTbCS BUK/THOYHO
OKpPeMOoro noctavyasibH1Ka; 3miHu | Tuny - 3MiHu 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX y cneundikauisx Ha
A®l, abo BUXiAHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTBa Ad|
(4ONOBHEHHS cnevmdikayii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM MeTOA0M BUNPOBYyBaHHS) - IONOBHEHHS
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cneuudikauii APl HOBUM NOKa3HUKOM SIKOCTI «lManagin» Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHSA. MoKa3HUK
BUNPo6yBaHHA «Managiii», Wwo € cneundiyHnm ans
HoBoro BMpo6Huka A®I - Divi's Laboratories Limited, India,
6yno gofaHo Ao cneuumdikadiii BupobHuka Ap. ®anbk
dapma Mvb6X, HimeuunHa; 3miHm | Tuny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y meTogax BUnpobyBaHHs AdI
abo BuXigHoro marepiany/npoMikKHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpobHuutea API
(He3HauHi 3MiHM y 3aTBEPXEHUX METOAax BUNPOOYyBaHHS)
- HesHauHi 3MiHM y 3aTBEpAKEHNX METOAAX BUNPOGYBaHHS
oo "Bu3HayeHHs po3mipy YacTok", y 3B'A3Ky 3
BMKOPWCTaHHSAM HOBOro obnagHaHHs (Malvern 3000)
HOBUM BUpPO6HUKOM A®I - Divi's Laboratories Limited,
India; 3miHu | TMNY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNIEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUPo6HUKa - NogaHHs OHOBIEHOIO
CEP Ne RO-CEP 2016-050 - Rev 02 gna A®l MecanasuH,
BMPOGHMLTBA KoMMaHii Divi's Laboratories Limited, India.
(3atBeppkeHo: RO-CEP 2016-050 - Rev 01); 3minu | Tuny
- 3MiHu 3 siKocTi. CepTudpikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUTYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHNl cepTudikaT Bif
yXXe 3aTBeppKeHoro BMpo6Huka - OHOBNEHNI cepTudikat
Bif, BXXe 3aTBepAkeHoro BupobHuka Pharmazell GmbH,
Germany 3 R1-CEP 2003-203-Rev 01 go R1-CEP 2003-
203-Rev 02. OHOB/IEHHA 3aCHOBAHE Ha 3MiHi Ha3BW
0[HOr0 3 BUPOGHMUYMX MaiigaHumkis Pharmazell GmbH,
Germany - Pharmazell (Vizag) Private Ltd go Pharmazell
(India) Private Limited. Ockinbku maiigaHunk Pharmazell
(India) Private Limited € NPOMDXHUM BUPOGHMKOM AaHa
3MiHa Ha3BM He BiA0bpakaeTbcs y MeToAax KOHTPOsIH.
HasBa 0CHOBHOI AinbHuLi Ta BnacHuka CEP Pharmazell
GmbH, Germany 3anuwaeTbCa HE3MIHHOK; 3MiHW | TUnYy -
AaMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo
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afpecy MicLsl NMPOBaKEHHS AiS/IbHOCTI

BMpOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOPTEP, HE BK/THOYAKUM BUMYCK Cepili) - 3MiHa
azpecy Micusi NPOBaf)KEHHS Aisi/IbHOCTI BUPOGHMKA
BiANOBIAa/IbHOrO 3a BUPOGHMLTBO 4,030BaHOi hopmMu,
nepBUHHE Ta BTOPVHHE NakyBaHHSA Ta KOHTPO/b SIKOCTi —
Jlo3aH ®apma MM6X, HoeHbypr, HimeuunHa 3 OTTo-XaH
LWTtpacce 13, 15 79395 HoeHbypr, HimeyunHa Ha OTTO-
XaH WTpacce 13, 79395 HoeHbypr, HimeuyuunHa, Lo
06yMOB/IEHO PO3ipBaHHAM [0roBOPY OpeHAN Ta
nepeHeceHHs odoicis JlozaH ®apma Mv6X, HoeHbypr,
HimeuuunHa 3a agpecoto OTTo-XaH LUTpacce 15. Lle
nepeHeceHHs He BK/IoYaE B cebe Hi nepeHeceHHs
nabopartopii, Hi NepeHeceHHs1 BUPOGHWYOI AiNbHUL,
OCKiNbKM BOHM po3TalloBaHi 3a agpecoto OTTo-XaH
LTpacce 13; 3miHu | Tuny - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMIEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHK) - He3HauHi 3MiHK
npoedypy BUNpo60BYBaHHA B NPOLLECI KOHTPOSIO LLOAO
BTPaTV B Maci Npu BUCyLLYyBaHHi. [0 TenepilHbLOoro yacy,
KiIHLIeBOIO TOUKOIO METOAY BUNPOOYBaHHS € 'BU3HAYEHWI
yac'y 10 xBUNuH. 3aBAAKN TEXHIYHOMY BAOCKOHASIEHHIO
npouecy, KiHLeBWii NOKa3HUK Yacy, Tenep, MoXxHa
BU3HAUUTUN a/IbTEPHATUBHO, MiC/1A AOCATHEHHA piBHOBAarn B
npoueci cyLiHHA. MeTog, BUNpobyBaHHA 3a/IMLLAETHLCA
TepMorpasiMeTpUYHUM BiANOBIAHO A0 €Bp. Papm. 2.2.32.;
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NTikapCbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IUarum
JianasoH po3mipy cepii) roToBOro /likapcbkoro 3acoby
(36inbLueHHs fo 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
po3Mipom) - 36iNbLUEHHS PO3Mipy cepil roTOBOro
nikapcbKoro 3acoby o 495,438 kr Ha BUPOGHUYOMY
maligaHuuky b Bupo6Huka ®ap6in ®apma Mvo6X,
HimeuumnHa; 3miHu | Tuny - 3MiHK 3 skocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa po3Mipy
cepii (Bk1OYAKOUN giana3oH po3mipy cepil) roToBOro
nikapcbkoro 3acoby (36inbweHHs 10 10 pasiB NopiBHSAHO i3
3aTBepMKEHUM po3MipoM) - KopuryBaHHs cepefiHboro
po3mipy naprii Big 325,50 kr o 330,29 kr Ha BUPOGHNYOMY
maligaHuuky b BUpo6Huka ®ap6in ®apma MM6X,
HimeyumHa; 3miHu | Tny - 3MiHK 3 SIKOCTI. TOTOBWIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BktoYatoun dianaszoH po3mipy cepii) roToBoro

nikapcbKoro 3acoby (iHLwi 3MiHN) - BuganeHHs
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HaliMeHLIOro po3mipy napTii 165 kr Ha BUPOGHUYOMY
MalifaHunKy BUpo6HUKa ®ap6in ®apma M6X, HimeuuunHa;
3MiHU | TUny - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (4oNOMKHUX peYOBMHAX)
roToBOro Nikapcbkoro 3acoby (iHLWi LONOMiXHI peHOBUHM) -
Byab-sika He3HauHa 3MiHa KiNbKICHOro cknagy AOMNOMiIKHUX
PEeYOBUH Y FOTOBOMY flikapCbKOMy 3acobi- He3HauHa 3miHa
KiNbKiCHOro ck/iagy AOMOMDKHUX PEYOBUH — KOpeKLis
BOZIHOTO 6anaHcy, y BUpobHWYiii choopmyni Ha eTani
rpaHynsuii

116.

CAJTODANbK

rpaHysnu
racTpope3nCTeHTHI
NPOJIOHroBaHoI fji
nol5r,no279r
rpaHyn y nakeri
«["paHy-CTuKC»; No
35 nakeTiB y KopooLi
3 KapTOHY

Op. danbk
dapma M'm6X

HimeyunH
a

BignoBifansHuii 3a
BWMYCK Cepiii
KiHL,EBOro NPOAYKTY
Ta a/ibTEpHATUBHE
BTOPVHHE
nakyBaHHs:

Op. ®anbk apma
'm6X, HimeuunHa;
BMPOGHVK [,030BaHOT
dopMu, nNepBuHHe,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/b SKOCTI:
NosaH ®apma M'vbX,
HimeuunHa;
dapbin Papma
'm6X, HimeuunHa;
Brpo6HWK,
BiAnoBiganbHMiA 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SKOCTI:
JlozaH ®apma M'mbeX
(Ewbax caiT),
HimeuunHa,;
BUPOBHUK,
BiANOBiAa/IbHMI 32
KOHTPO/1b SKOCTI:
HaykoBo-gocnigHuii
iHCTUTYT Xennenep
'M6X, HimeuuunHa;
BUPOBHUK,
BiANOBiAa/IbHMIA 32
KOHTPO/1b SKOCTI:
anndaves PAPBIN
ApuHaiimiTTens
'm6X, HimeyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha SKil
3[iACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - BBeaeHHA
BMPOGHMKA, LU0 BiANOBIAA/IbHNIA 32 KOHTPOSb SIKOCTI /13,
HaykoBo-gocnigHuii iHcTuTyT Xennenep Mv6X, Mapi-Kiopi-
LTpacce 7, 79539 Jleppax, HimeuunHa/Investigation
Institute Heppeler GmbH, Marie-Curie-Strasse 7, 79539
Loerrach, Germany; 3MiHn | Tuny - 3miHn 3 SKocCTi. FoTOBMI
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO JliKapCbKoro 3acoby (3amiHa
ab0 foaaBaHHSA AiNbHULI, Ha SIKiA 34iACHIOETLCS
KOHTPONb/BUNPOBYBaHHSA cepii) - BBeeHHA BUPOGHMKa
BiANOBIAA/IbHOIO 3a KOHTPO/b AkocTi N3, anndavepq,
®APBIN ApuHaimittens M'm6X, Xinbgebpangwrpacce 10-
12, 37081 I'boTTiHreH, HimeuyunHa/allpharmed PHARBIL
Arzneimittel GmbH, Hildebrandstrasse 10-12, 37081
Gottingen, Germany; 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHA
po3Mipy cepii (BkItOYatoun gianasoH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (36inbeHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - 36i/bLUEHHS
PO3Mipy cepii roTOBOro likapcbkoro 3acoby y 10 pasis, go
558 kr, y 3B'A3KY 3 NiABULLEHNM NOMUTOM Ha PUHKY. 3 Lji€t0
MEeTO NPUBN3HO BABIYI 36iNbLUIYETLCA PO3MIP NapTil
({010 3apPEECTPOBAHOIO Ha AaHNi MOMEHT
MakCcHMaibHOro po3Mmipy napTii) 4519 BUpo6HMKa JSlo3aH
dapma 'M6X, HimeuyunHa 3aBaskn 06nagHaHHIO 3
6iNbLLIOK MICTKICTHO.
3arBepKeHo: 3anponoHoBaHo:

The Batch Size of pellet bulk for Plant A is:

372 000 kg At production site A there are two process
lines with 2 possible batch sizes:

Production Line 1: 372 000 kg
Production Line 2: 558 000 kg

3a
peyenmom

UA/3745/01/04
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3MiHM | TURY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHM Y NpoLeci BUpoOHULTBA
rOTOBOrO NiKAPCbKOro 3aco6y, BKIOUAKUM NPOMIXKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNULTBI FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpO6HMUTBA) - He3HauyHa 3miHa y npoueci BUpobHmuTBa
Ha BMPOGHMUIA AiNsaHui A, (BNpOBamXeHHs eTany
NOBTOPHOT 06POGKM), Ae Nicna NepLIoro eTany rpaHynsayii
BBOAUTbLCA eTan NoOBTOPHOI 06pOOKV AN [OCATHEHHSA
6iflbLLI EKOHOMIYHOTO BUKOPUCTaHHS PeCcypciB; 3MiHW | Tuny
- 3MiHM 3 AKOCTIi. [OTOBWIA SliKapcbkunii 3aci6. 3MiHN Y
BMPOOHULITBI. 3MiHN BUNPOOYyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisix, nig yac BUpobHuULTBa
roTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHW) - He3HauHi
3MiHV NpoLeaypu BUNPO60BYBaHHA B NMPOLLECi KOHTPOSIO
LLLOZ0 BTPATK B Maci Npu BUCYLIYBaHHi. [0 TenepilwHbLoro
yacy, KiHLIeBOI0 TOUKOH MeTOAY BUNPOGYBaHHSA €
'‘BU3HAYeHU yac' y 10 XBUNWH. 3aBASAKN TEXHIYHOMY
BAOCKOHaUIEHHIO NPOLLeCy, KiHLeBUI NOKa3HWK yacy, Tenep,
MOXHa BU3HAYUTN a/lbTEPHATUBHO, NiC/IA JOCATHEHHS
piBHOBarv B NpoLieci CyLwiHHA. MeTog, BUNpo6yBaHHs
3a/IMWAETLCA TEPMOrpaBiMETPMYHUM BIifNOBIAHO [0 €BP.
Papm. 2.2.32.; 3miHn | TUny - 3MiHK 3 aKocTi. CepTudiikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€BpoNeicbkiii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakoner:
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBep)KeHoro BUpobHuka - NMogaHHA OHOBIEHOrO
CEP Ne R1-CEP 2004-049-Rev 04 ans A®l mecanasuHy
Bif 3aTBepxeHoro BupobHuka Erregierre SPA, Italy
(3atBepaxeHo: R1-CEP 2004-049-Rev 03) BHeceHHs
pepakuiiHoi npaekn B MKSA /13, a came 3a3Ha4eHHs1 ABOX
BMPOGHWKIB, LLO BiANOBIAa&/bHI 3a MikpoHizauiio AdI
Microchem S.r.l, Italy Ta IMS S.r.l, Italy, ski 6y He
3a3HadeHi B MK npv nonepegHii npoueaypi BBeAeHi
HoBoOro Bupo6Huka Erregierre S.P.A., Italy. (Haka3 Ne 2032
Big, 04.09.2020); 3MmiHu | TUNy - 3MiHK 3 SKOCTi. AdPI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiAHOrO/MPOMIKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci APl, abo 3miHa BUPOGHMKA
(BKnOYaloum, e HeobXiAHO, MicLe NPOBEAEHHSI KOHTPOSIO
akocTi) AP (3a BigcyTHOCTI cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHOMY [0CbE)
(BBEAEHHS HOBOI AiNbHML, fie 3AICHIOETLCS MIKPOHi3aList)
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- BBegeHHa HOBOro BUpOOHNKa, LLO BignoBigae 3a
MiKpOHi3aLito gjtoyoi pevyoBuHU "MecanasuHy" (HOBWiA
BMPOG6HUK Divi's Laboratories Limited, India) - Divi's
Laboratories Limited — Unit Il, India; 3miHn | Tuny - 3mMiHn 3
AKocTi. CepTudpikaT BignosigHocTi/lIE-cepTudiikar
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANoBIAHOCTI ab0 BUTYYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A8 LONOMIKHOT
peyoBUHM (cepTUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHUKaA
(3amiHa abo [OMOBHEHHS) - HoBwWiA cepTudikaT Big HOBOro
BMpo6HuKa Divi's Laboratories Limited, India - CEP-RO-
CEP 2016-050-Rev 02; 3miHu | TUny - 3MiHM 3 SIKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'si3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y BiAMOBIAHICTL A0
MoHorpadii JdY abo €Bponeiicbkoi chapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa y
cneuudikayisix, noB'a3aHa 3i 3miHamu B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei aepxasu €C) - MNMpuBeaeHHn cneumdikavii
A®| mecanasuHy (5-amiHocaniuMIoBOi KNCNOTH) Y
BiANoBIAHICTb A0 BUMOr MoHorpadii EP. B 3B’A3ky 3
nNpoBaKeHHAM KepiBHUX npuHumnis ICH Q3D 6yno
BWTy4EHO BUNPOBYBaHHA Ha Baxkki MeTanu (2.4.8)
[opatkoBo BHeCEHI pefakLiiiHi npaBku: Y po3gini
3.2.S.4.1 cneumndikaLis po3gineHa Ha 3arasibHy YacTUHy
Ta YacTuHy, L0 CTOCYETLCA NocTavasibHuUKiB. BignosigHo
o EP 3aranbHa YacTuHa MIiCTUTb YCi BUNpoGyBaHHA Ta
pO3Mip YacToK. HYacTuHa, Lo CTOCYETbCA NoCTavaslbHUKA,
MICTUTb BUMPOBYBaHHS, SiKi CTOCYIOTbCS BUK/THOYHO
OKPeMOro noctavyasibHuKa; 3mMiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaLiiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y creuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea A®I
(monoBHeHHs cnewmdikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - [lONOBHEHHS
cneumdikauii APl HOBUM NoOKasHMKOM SIKOCTI «MManagiii» Ta
BiANOBIAHUM MeTOA0M BUNPOOyBaHHS. [Noka3HUK
BMNpo6yBaHHSA «Managjii», Wwo e cneyndiyHmM gns
HoBoro Bupo6Huka A®I - Divi's Laboratories Limited, India,
6yno gofaHo Ao cneumdikadii BupobHuka Ap. ®asnbk
Papma N'vbX, HimeuunHa; 3miHu | Tuny - 3MiHU 3 AKOCTI.
A®I. KoHTponb API. 3miHa y meTofax BUnpobysaHHs AdI
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ab0o BMXigHOro MaTtepiany/npomMKHOr0 NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MEeTOoAax BUNPOOYBaHHS)
- HesHauHi 3mMiHM y 3aTBEpAKEHNX METOAAax BUNPOBYBaHHS
040 "BM3HaYeHHA po3mipy 4acTok", y 3B'A3Ky 3
BMKOPUCTaHHSIM HOBOro o6nagHaHHs (Malvern 3000)
HOBUM BUpo6HUKOM A®I - Divi's Laboratories Limited,
India; 3miHu | TMNY - 3MiHK 3 AKkocTi. CepTudikaT
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€Bponecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHNULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXXe 3aTBepAXeHoro BUpo6Huka - OHoBNeHuii cepTuddikaT
Bifl BXe 3aTBepapkeHoro BupobHuka Pharmazell GmbH,
Germany 3 R1-CEP 2003-203-Rev 01 go R1-CEP 2003-
203-Rev 02. OHOB/IEHHSA 3aCHOBAHe Ha 3MiHi Ha3BM
0ZIHOTO 3 BUPOGHMUUX MaigaHuukie Pharmazell GmbH,
Germany - Pharmazell (Vizag) Private Ltd go Pharmazell
(India) Private Limited. Ockinbku maligaHunk Pharmazell
(India) Private Limited € npomMiXH1UM BUPOGHMKOM AaHa
3MiHa Ha3BW He Bifo6paxaeTbcs y MeTogax KOHTPOsIH0.
Ha3Ba 0CcHOBHOI AinbHuLi Ta BnacHvka CEP Pharmazell
GmbH, Germany 3a1MWaeTbCAa HE3MIHHO; 3MiHK | TNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/1OUAKOUM AiNbHUL BUNYCKY cepil abo micue npoBeaeHHs
KOHTPOIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
BUPOGHMK/iIMNOPTEP, HE BK/THOYAKOUM BUMNYCK cepiit) - 3MiHa
agpecy Micua NpoBaKeHHS AisNIbHOCTI BUPOGHMKa
Bi4NoBiAa/IbHOro 3a BUPOBGHULITBO ,030BaHOI hopMu,
nepBUHHE Ta BTOPVMHHE NakKyBaHHA Ta KOHTPO/Ib SIKOCTi —
NozaH ®apma M'v6X, Hoenbypr, HimeuunHa 3 OTT0-XaH
Ltpacce 13, 15 79395 HoeHbypr, HimeyunHa Ha OTTO-
XaH LWWTtpacce 13, 79395 HoeHbypr, HimeuunHa, wo
00yMOB/IEHO PO3ipBaHHAM 4OrOBOPY OPeHAM Ta
nepeHeceHHs ogoicis JlozaH ®apma Mv6X, HoeHbypr,
HimeuuunHa 3a agpecoto OTTo-XaH LUtpacce 15. Lie
nepeHeceHHs He BK/IIoYaE B cebe Hi nepeHeceHHs
nab6opartopii, Hi NepeHeceHHs1 BUPOGHWYOI AiNbHUL,
OCKi/IbKM BOHM po3TalloBaHi 3a agpecoto OTTo-XaH
LWTpacce 13; 3miHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa po3mipy
cepii (BkKOYaKUM AianaszoH po3Mmipy cepii) roToBoro
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nikapcbkoro 3acoby (36inbweHHs [0 10 pasiB NOpPiBHSAHO i3
3aTBEpXEeHVM PO3MipoM) - 36iNbLUEHHA po3mipy cepil
roTOBOrO Jlikapcbkoro 3acoby 3 325,50 kr fo 495,438 kr Ha
BMPOGHMYOMY MaiigaHumky b Bupo6Hrka ®apbin ®apma
M6X, HimeuunHa; 3MiHu | Tuny - 3MiHK 3 SikocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa po3Mipy
cepii (BK1OYAKOUN giana3oH po3mipy cepil) roToBOro
nikapcbkoro 3acoby (36inbweHHs 10 10 pasiB NopiBHSAHO i3
3aTBEpMKEHUM po3MipoM) - KopuryBaHHs cepefiHboro
po3mipy naprii Big 325,50 kr o 330,29 kr Ha BUPOGHNYOMY
maligaHuuky b BUpo6Huka ®ap6in ®apma MM6X,
HimeyumHa; 3miHu | Tny - 3MiHK 3 SIKOCTI. TOTOBWIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa po3mipy
cepil (BktoYatouM dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) - BuganeHHs
HaliMeHLLOro po3mipy napTii 165 kr Ha BUPOBHUYOMY
MalifaHumKy BUpo6HUKa dap6in ®apma M6X, HimeuuunHa;
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (LoNOMKHUX peYOBMHAX)
roToBOro Nikapcbkoro 3acoby (iHLi LONOMiXHI peHOBUHM) -
Byab-sika He3HauHa 3MiHa KiNbKICHOroO cknagy AOMNOMIKHUX
PEYOBUH Y FOTOBOMY flikapCbkoMy 3acobi - HesHauHa
3MiHa Ki/IbKICHOrO cknagy AOMNOMDKHUX PEYOBUH — KOPEeKLst
BOZIHOTO 6anaHcy, y BUpobHWYiii choopmyni Ha eTani
rpaHynsuii

117.

CAJTODANbK

rpaHysnu
racTpope3nCTeHTHI
NPOJIOHroBaHoI fji
no3r;no558r
rpaHyn y nakeri
«["paHy-CTuKC»; No
50 nakeTiB y KopooLi
3 KapTOHY

Op. danbk
dapma M'm6X

HimeuunH
a

BignoBifansHuii 3a
BWMYCK Cepiii
KiHLIeBOro NpoAykTy,
anbTepHaTnBHe
BTOPVHHE
nakyBaHHS:

Op. ®anbk apma
'm6X, HimeuunHa;
Bupo6HuK
[030BaHol hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPONb SIKOCTI:
JlozaH ®apma M'mbeX
(HoeH6ypr caiiT),
HimeuunHa,
dapbin dapma
'mM6X, HimeuunHa;
Bunpo6HuK,
BiAnoBigaNbHWI 3a
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SKOCTi:

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCcbKOro
3acoby (3amiHa abo foAaBaHHS AiNbHULI, Ha SKil
3[iICHIOETLCA KOHTPOJ1b/BUNPOBYBaHHSA Ccepii) - BBEAEHHS
BMPOGHMKA, LU0 BiANOBIAA/IbHNIA 32 KOHTPOSb SIKOCTI /13,
HaykoBo-gocnigHuii iHcTuTyT Xennenep Mv6X, Mapi-Kiopi-
LTpacce 7, 79539 Jleppax, HimeuunHa/Investigation
Institute Heppeler GmbH, Marie-Curie-Strasse 7, 79539
Loerrach, Germany; 33MmiHu | TUnYy - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO JlikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKiA 34iACHIOETLCS
KOHTPONb/BUNPOGYBaAHHSA cepii) - BBe4EHHS BUPOOHMKA
BiANOBIAA/IbHOIO 3a KOHTPO/b AkocTi N3, anndaveps,
®APBIN ApuHaimittens M'm6X, Xinbgebpangwrpacce 10-
12, 37081 I'boTTiHreH, HimeuyunHa/allpharmed PHARBIL
Arzneimittel GmbH, Hildebrandstrasse 10-12, 37081
Gottingen, Germany; 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHU
BUNpo6yBaHb ab0 AONYCTUMUX MEX, BCTAHOB/IEHUX Y

3a
peyenmom

UA/3745/01/03
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

NoszaH ®apma M'm6X
(Ewbax caiiT),
HimeuunHa,;
BMPOGHUK,
BiAnoBiaanbHMiA 3a
KOHTPO/b AKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'm6X, HimeuunHa;
BVPOGHUK,
BiAnoBiaanbHMi 3a
KOHTPO/b AKOCTI:
anndamves PAPBI
ApuHaiimiTTens
'm6X, HimeuunHa

cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHW) - He3HauHi 3MiHW
npoLieaypy BUNpo60BYBaHHA B NPOLLECI KOHTPOSIIO LLOAO
BTpaTW B Maci Npy BUCYLLYBaHHI. [l0 TenepiHbOro vacy,
KiHLIeBOIO TOUKOIO METOAY BUNPOOYBaHHSA € 'BU3HAYEHWI
yac'y 10 xBUIuH. 3aBAsaKN TEXHIYHOMY BAOCKOHaIEHHIO
npoLecy, KiHLeBWii NOKa3HUK Yacy, Tenep, MoXxHa
BW3HAYUTU albTEPHATUBHO, MiCNA AOCATHEHHS piBHOBAaru B
npoueci cyLwwiHHA. MeTog, BUNpo6yBaHHA 3a/MWIAETbCA
TepMorpasiMeTpUYHUM BiANOBIAHO A0 €Bp. Papm. 2.2.32,;
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikart
BiANOBIAHOCTI/ME-cepTudhikaT BignoBiAHOCTI E€BpoONecbkiii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoB/IeHWA cepTudikaT Big,
yXe 3aTBepKeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
CEP Ne R1-CEP 2004-049-Rev 04 ana A®| mecanasmHy
BiJ 3aTBepAKeHoro BupobHuka Erregierre SPA, Italy
(3atBepaxeHo: R1-CEP 2004-049-Rev 03) BHeceHHs
pepakuiiHoi npaekn B MKSA /13, a came 3a3HaYeHHs1 ABOX
BMPOGHWKIB, LLO BiANOBIAa&/IbHI 3a MikpoHizauiio AdI
Microchem S.r.l, Italy Ta IMS S.r.l, Italy, ski 6y He
3a3HadeHi B MK npw nonepegHii npoueaypi BBeAeHi
HoBOro BMpo6Huka Erregierre S.P.A,, Italy. (Haka3 Ne 777
Big, 06.04.2020); 3miHu | TUNy - 3MiHK 3 SKoCTi. AdPI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NMPOMIKHOrO
NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci APl, abo 3miHa BUPOGHMKA
(BKnOYaloum, e HeobXiAHO, MicLe NPOBEAEHHSI KOHTPOSIO
akocTi) AP (3a BigcyTHOCTI cepTudcpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAXeHOMY [0CbE)
(BBEAEHHS HOBOI AiNbHUL, fe 3A4ICHIOETLCS MIKPOHi3aList)
- BBEJEHHS1 HOBOTO BMPOGHMKa, LLIO BignoBigae 3a
MiKpOHi3aLito gjtoyoi pevyoBuHU "MecanasuHy" (HOBWiA
BMPOG6HUK Divi's Laboratories Limited, India) - Divi's
Laboratories Limited — Unit Il, India; 3miHu | Tuny - 3mMiHn 3
AKocTi. CepTudpikaT BignosigHocTi/lIE-cepTudiikar
BiZNOBIAHOCTI €Bponelicbkiit hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A58 LONOMKHOT
PeYOBUHM (cepTUdikaT BiANoBIAHOCTI EBponenchbkili
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHMKaA

(3amiHa abo [OMOBHEHHS) - HoBwWiA cepTudikaT Big HOBOro

BMpo6HuKa Divi's Laboratories Limited, India - CEP-RO-
CEP 2016-050-Rev 02; 3miHu | TRy - 3MiHM 3 SIKOCTI.
CepTuddikat signosigHocTi/lE-cepTucpikat BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'si3aHi
3 HeOOXiZHICTIO NPYBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo €Bponeiicbkoi chapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa y
cneuudikayisix, noB'a3aHa 3i 3miHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C) - npuBefeHHs cneuudikauii
A®| mecanasuHy (5-amiHocaniuWIoBOi KNCNOTH) Y
BiANOBIAHICTb A0 BUMOr MoHorpadii EP. B 3B’A3ky 3
nNpoBaKeHHAM KepiBHUX npuHumnis ICH Q3D 6yno
BWTy4EHO BUNPOBYBaHHA Ha Baxkki MeTanu (2.4.8)
[opatkoBo BHeCEHI pefakLiiiHi npaBku: Y po3gini
3.2.S.4.1 cneumndikaLis po3gineHa Ha 3arasibHy YacTUHy
Ta YacTuHy, L0 CTOCYETLCA NocTadvasibHuUKiB. BignosigHo
o EP 3aranbHa YacTuHa MiCTUTb Y yCi BUNPO6yBaHHSA Ta
pO3Mip YacToK. HacTuHa, Lo CTOCYETbLCA NOCTavasIbHUKa,
MICTUTb BUMPOBYBaHHS, SiKi CTOCYIOTbCS BUK/THOYHO
OKPeMOro noctavyasibHuKa; 3mMiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y creuudikauisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad®|
(monoBHeHHs cnevudikaLii HOBUM NOKa3HMKOM SIKOCTI Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - [lONOBHEHHS
cneumdikauii APl HOBUM NoOKasHMKOM SIKOCTI «Managiii» Ta
BiANOBIAHUM MeTOA0M BUNPOOyBaHHS. [Noka3HUK
BMNpo6yBaHHSA «Managjii», Wwo e cneyndiyHmM gns
HoBoro Bupo6Huka A®I - Divi's Laboratories Limited, India,
6yno gofaHo Ao cneuundikauiii BupobHuka Ap. ®anbk
Papma N'vbX, HimeuyunHa; 3miHu | TUny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro mMaTtepiany/npomMiKHOr0 NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MeTOoAax BUNPOBYyBaHHS)
- HesHauHi 3mMiHM y 3aTBEpAKEHNX METOAAax BUNPOBYBaHHS
040 "BM3HaYeHHA po3mipy 4acTok", y 3B'A3Ky 3
BMKOPUCTaHHSIM HOBOro o6nagHaHHs (Malvern 3000)
HOBUM BUpo6HUKOM A®I - Divi's Laboratories Limited,
India; 3miHu | TMNY - 3MiHK 3 AKkocTi. CepTudikaT
BiANOBIAHOCTI/ME-cepTudhikaT BignoBiAHOCTI E€BpoONecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS

cepTudikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1

ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXXe 3aTBepAXeHoro BUpo6Huka - OHoBNeHuid cepTuddikat
Bifl BXe 3aTBepapkeHoro BupobHuka Pharmazell GmbH,
Germany 3 R1-CEP 2003-203-Rev 01 go R1-CEP 2003-
203-Rev 02. OHOB/IeHHSA 3aCHOBAHe Ha 3MiHi Ha3BM
0ZIHOTO 3 BUPOGHMUYNX MaiigaHuukie Pharmazell GmbH,
Germany - Pharmazell (Vizag) Private Ltd go Pharmazell
(India) Private Limited. Ockinbku maligaHunk Pharmazell
(India) Private Limited € npoMiXH1UM BUPOGHMKOM AaHa
3MiHa Ha3BM He Bifo6paxaeTbcsA y MeTogax KOHTPOSIH0.
Ha3Ba 0cHOBHOI AinbHuLi Ta BnacHvka CEP Pharmazell
GmbH, Germany 3a1MWaeTbCA HE3MIHHO; 3MiHM | TNy -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMpPOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IHOUAKOUM AiNbHULI BUNYCKY cepil abo micLe npoBeeHHs
KOHTPOIO SIKOCTI. (Qis/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/iIMMOPTEP, HE BK/IKOYAKOUM BUNYCK Cepiit) - 3MiHa
agpecy Micua NPoBaKeHHS AisNIbHOCTI BUPOGHMKa
Bi4NoBiAa/IbHOro 3a BUPOBGHULITBO ,030BaHOI hopMu,
NnepBUHHE Ta BTOPVMHHE NakKyBaHHA Ta KOHTPO/Ib SIKOCTi —
NozaH ®apma M'v6X, Hoenbypr, HimeuunHa 3 OTT0-XaH
Ltpacce 13, 15 79395 HoeHbypr, HimeuunHa Ha OTTO-
XaH WTtpacce 13, 79395 HoeHbypr, HimeuyunHa; 3minm |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BK/IYaoum giana3oH
po3Mmipy cepii) roToBoro MikapcbKoro 3acoby (36i/bLIeHHS
[0 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHM PO3MIPOM) -
36inbLUEHHSI PO3Mipy cepii rOTOBOrO JlikapCbKoro 3acoby y
10 pasis, A0 558 kr, y 3B'A3Ky 3 NiABULLEHVM NOMUTOM Ha
PVIHKY. 3 Lli€l0 METO NPMGAN3HO BABIUI 36iNbLUYETHCA
po3Mip NapTii (LWoA0 3apeecTpoBaHOro Ha AaHuii MOMEHT
MakcyMaibHOro po3mipy napTii) 4519 BUpo6HuKa Jlo3aH
dapma 'M6X, HimeuunHa 3aBaskn 061agHaHHo 3
GiNbLUOK MICTKICTHO; 3MiHU | TUNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKIovatoun
NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BMPO6HMLTBA) - He3HauHa 3miHa y npoeci BUpobHuuTBa
Ha BMPOGHMUIl AinsHLi A, (BNpOBamXEHHS eTany
NOBTOPHOT 06PO6KK), Ae NiCNa NepLIoro etany rpaHynaii
BBOAMTLCA eTan NOBTOPHOI 06POOKM A/18 AOCATHEHHS
6iflbLLI EKOHOMIYHOTO BUKOPUCTaHHS pecypcis; 3miHu | Tuny
- 3MiHM 3 5iKOCTi. FOTOBWIA Nikapcbkuid 3aci6. 3MiHN y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn gianasoH
po3mipy cepii) roToBoro fikapcbkoro 3acoby (36isbLIeHHS
[0 10 pasiB NOPiBHAHO i3 3aTBEPAYKEHM PO3MIPOM) -
36iNbLUEHHS PO3MIpY Cepii FOTOBOrO NiKapCbKOro 3acoby 3
325,50 kr o 495,438 kr Ha BUPOGHMYOMY MaifaHunKky b
BMpo6HUKa ®apbin Papma M6X, HimeuunHa; 3mitm | Tuny
- 3MiHu 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BK/IYaum giana3oH
po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHVM PO3MIPOM) -
KopuryBaHHsi cepefiHboro po3mipy naprii Big 325,50 kr go
330,29 kr Ha BUpOGHUYOMY MalifaHumky b BUpOGHUKa
dapbin dapma MM6X, HimewunHa; 3miHum | Trny - 3miHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3MiHa po3Mipy cepii (BkHoYatoun fianasoH po3mipy cepii)
rOTOBOrO J1ikapCbKoro 3acoby (iHLi 3MiHW) - BUAAEHHS
HaliMeHLUoro po3mipy napTii 165 Kr Ha BUPOGHUYOMY
MaiifaHumky BUpo6Huka ®ap6in ®apma MM6X, HimeuumnHa;
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NTikapCbkuii 3aci6.
Onuc Ta cknag,. 3miHa y cknagi (4ONOMiIXHUX peyoBUHaX)
roTOBOrO NliKapCbKOro 3acoby (iHLWi AOMOMKHI PeYOBUHM) -
Byab-sika He3HauHa 3MiHa KiflbKICHOro cknagy AOMOMIXKHMX
PeyYoBWH Y rOTOBOMY JliKapCbKOMy 3ac06i - He3HauHa 3MiHa
KifIbKICHOTO CKagy AOMOMDKHUX PEYOBUH — KOPEeKL,is
BOAHOr0 6anaHcy, y BUpobHWYi dhopmyi Ha eTani
rpaHynsuii

118.

CENNCENT®

Kancynu no 250 mr,
no 10 kancyny
6nictepi; no 10
6nictepiB y
KapTOHHIM navi

®.XodhpmaHH-
Na Pow N1g,

Lsenuapi
a

Bupo6HuLTBO
Hepo3dacoBaHol
NpOAYKLUIT;
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI:
[enbthapm MinaHo,
C.P.N., Itanis;
MakyBaHHs, BUNYyCcK
cepii: ®.XodhdpmaHH-
Na Pow NtA,
Lseiiuapis; Bunyck
cepii: ®.XodhdpmaHH-
Na Pow NTA,
LLiBeiiuapis

ITanis/
LlBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKEeHHS AisNbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/1OUAIOUY AiNbHULI BUNYCKY cepil abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOYAOYM BUMYCK Cepili) - 3MiHa
iHOeKcy B agpeci BUPO6HWYOT AinbHuui Jenbdapm MinaHo,
C.P.J1., ITanisi. BBefieHHA 3MiH NPOTArom 6-Tu MicauiB
nicns 3aTBepmAkeHHs

3a
peyerimom

UA/6612/01/01

119.

CEHN INCTA TA

nnoau

NIACTA Ta nnoam no
50 r y naykax 3
BHYTPILLHIM
naketom; no 2,0ry
PinbTp-nakeTi; no
20 hinbTp-nakeTiB y

MpAT
"NikTpasun"

YKpaiHa

MpAT "NikTpasun"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roToOBOro Nikapcbkoro 3acoby (iHwi 3miHK) CynyTHA 3MiHa -
3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb

6e3
peyenma

UA/2472/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
nauyi abo y nauui 3 roTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BHYTPILLHIM BMNPOGYBaHHS TOTOBOTO JliKapcbKoro 3acoby (He3HauHa
naketom; no 2,0ry 3MiHa y 3aTBEpMKEHNX MeToAax BUNPOOYBaHHS)
hinbTp-nakeTi B BHeceHHs 3MiH o Cneuudikauii Ta MeTogjiB KOHTPO/0
iHAuBiOyabHOMY AKOCTI J13, a caMe: BHECEHHS 3MiH 3a N. «Maca BMicTy
nakeTuky; no 20 ynakoBku» 3aTBepmkeHo Cneuudukauns Macca
hinbTp-nakeTiB y cogepxummoro ynakosku OT 47,5 0o 52,5 r ans ogHoi
nauui ynakoBKM, CPeHsIA Macca CoLepPXMMOro AecsT ynakoBoK
oT 49,2 r fo 50,8 r MeToAbl KOHTPONA kKayecTBa Macca
cogepxummoro ynakosku OT 47,5 0o 52,5 r ans ogHon
ynakoBKM, CPeHsIA Macca CoLepXMMOro AecsTW ynakoBoK
0T 49,2 1 fo 50,8. 3anponoHoBaHo Creuundikalis Maca
BMICTy ynakoBkn He meHwe 47,5 r Ans ogHiei ynakosky,
cepefHsa Maca BMICTy AeCATU YNakoBOK — He MeHLue 49,2r.
MeToan KOHTpOosto AkocTi Maca BMICTY ynakosku He
MeHLe 47,5 r ans OfgHiEl yNakoBKu, cepefHs maca BMIiCTy
[OEeCATU YNaKoBOK — He MeHLue 49,2r
120. | CUMBACTEPO/ TabneTku, BKpUTI PapmaneBTuy MonbLia dapmauleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/17894/01/01
NNiBKOBOIO HWIA 3aBOA, 3aBog"TIOIb®APM - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTiI/IE- peyenmom
060/10HKO10, M0 20 "MONb®APM A" C.A. cepTudikaT BignoBigHOCTI EBponeichkiii
mr; no 14 TabneTok A" C.A. thapmakonei/moHorpadii. NMogaHHs HoBoro abo
y 6nicTepi; no 2 OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
6nictepu B cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
KapTOHHIW nauuj onsa A®l; ona BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNULTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big,
yXXe 3aTBepKeHoro BUpobHuka. MofaHHs OHOBEHOTO
cepTtudikaTa BignosiaHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2012-337 - Rev 02 (3atBepgxeHo: R1-CEP 2012-
337 - Rev 01) gns A®| cumBacTaTviHy Bif, BXe
3aTBepKeHoro BMpo6Huka Biocon Limited, [HAis
121. | CUMBACTEPO/ TabneTku, BKpUTI PapmaLeBTny MonbLa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/17894/01/02
NnNiBKOBOK HWIA 3aBOA, 3asopg " TONIb®APM - 3MiHu 3 aKocTi. CepTudikar signosigHocTI/lE- peyenmom
060/10HKO10, MO0 40 "MONb®APM A" C.A. cepTudikaT BignoBigHOCTI EBponeichkiii
MTr; M0 7 TabneToK y A" C.A. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nictepi; no 4 OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60 BUMYyUYEHHS
6nictepu B cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
KapTOHHI/ nayvj, no ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
14 TabneTok y NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOGHMLTBI ADI; Ans
6nictepi; no 2 [0NOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
6nictepu B €Bponeiicbkiin hapmakonei) - OHoBeHWA cepTudikaT Big,
KapTOHHI navui yXe 3aTBepyKeHoro BUpobHuKa. MofaHHs OHOBIEHOTO
cepTudikaTa BignosiaHOCTI EBponeiickbkiii hapmakonei Ne
R1-CEP 2012-337 - Rev 02 (3atBepgxeHo: R1-CEP 2012-
337 - Rev 01) ana A®| cumacTaTuHy Bif BXe
3aTBEepKeHOro BMpo6HuKa Biocon Limited, IHajs.
122. | CTAMAPUN NOpPOLUOK A5t CaHodpi PpaHujs NMOBHWI LMK PpaHuis/ BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepiasiB: 3miHu | Tuny 3a UA/16354/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BAKUVHA ANA cycneHsii gns Mactep BMPOGHMLITBA, YropuwmHa - 3miHu 3 AkocTi. A®I. KoHTponb A®I. 3miHa y meToaax peyenmom
MPO®INAKTUKN iH'EKUiN, HEe MeHLe 3aMnoBHEHHS, BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
YXXOBTOI Hi>XX 1000 MO/g03a; - niocpinisauis, nNpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpOLECi
NMNXOMAHKN no 1 gosi y cpnakoHi nepBuHHE Ta BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHS
(PKUBA Ta PO3YUHHUK BTOPWHHE (BKOYatoumM 3aMiHy abo fonoBHeHHs) APl abo
ATEHYNOBAHA) | (HaTpito xnopug, nakyBaHHs, BWXiAHOro/MPOMiXHOro NpoAykTy) - flofaBaHHs
BOAA AN iH'EKLN) KOHTPO/b SKOCTI, anbTepHaTUBHOIO BUNPOOYBaHHS /18 BUSHAYEHHS
no0,5mny BUNYCK Cepil; MikonnasMy MeTofoM amniduikaii HykneiHOBUX KUCNOT
nonepeaHL0 NOBHUIA LKA (NAT meTog) BignosigHo go sumor Ph. Eur. 2.6.7. TepMiH
3anoBHEHOMY BMPOGHMLITBA, BBEJEHHS 3MiH - CiyeHb 2023
Lwnpumuy 3 nepBuHHE Ta
MPUKPINIEHO0 BTOPWHHE
rofikoto; no 1 nakyBaHHs,
dhnakoHy 3 KOHTPO/Ib AKOCTI Ta
nopotukom Ta 1 BUNYCK cepii
nonepeaHL0 PO3YMHHYIKA:
3arnoBHEHOMY CaHodpi MNacTep,
Lwnpumuy 3 ®paHLia; nepsuHHe

MPUKPINIEHO
rO/IKOI0 B KAPTOHHIi
Kopob6ui; no 1
hnakoHy 3
nopoLukom Ta 1
nonepeaHLo
3anoBHeHOMY
Lwnpumuy 3
MPUKPINIEHO0
rOMIKOIO B
cTaHfapTHO-
€KCMOPTHilA
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHiii Kopo6Lii 3
iHCTpYKUi€to Ans
MeAnYHOro
3acToCyBaHHS; - N0
1 posi y dpnakoHi Ta
PO3YMHHUK (HaTpIt0
xnopua, Boga ans
iH'ekuiii) no 0,5 mny
nonepegHLo
3anoBHeHOMY
LNpULy 3 OAHiE0
abo aBoma
OKPEMUMM rofikamu;
no 1 dpakoHy 3
nopoLukom Ta 1
nonepeaHLo

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUWMYCK Cepii;
NOBHUIA LMK
BMPOGHMLITBA,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Tb AKOCTi Ta
BUMYyCK cepii
PO3YMHHYKA:
CaHodi MNacTep,
®paHLis; NOBHUIA
LKA BUPOBGHULTBA,
nepBuHHe
nakyBaHHs,
KOHTPO/Ib AKOCTI
PO3UMHHYIKA:
CAHO®I BIHTPOI
IHOACTPIA,
®dpaHuis; BTOPVHHE
nakyBaHHS, BUNYCK
cepii: CaHodi-

AseHTic MpaiisiT Ko.

nta., Nnatcopma
NoricTvkM Ta
AncTpunbyuii y m.
Bypanewr,
YropuimHa
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Ne Hassa dopma BUnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3arnoBHeHOMY

wnpudy 3 1 abo 2
OKpPeM1MU rosikamu
y 6nicTepi B
KapTOHHIA Kopoo6Li; -
no 1 gosiy chnakoHi
Ta PO3UYNHHUK
(HaTpito xnopua,
BOJA AN iH'eKLlA)
no0,5mny
nonepegHLo
3anoBHeHOMY
LNpULy 3 OAHIE0
abo aBoma
OKPEMUMM rofikamu;
no 1 dpakoHy 3
nopowukomM Ta 1
nonepeaHL0
3arnoBHeHOMY
wnpudy 3 1 abo 2
OKpPeM1MU rosikamu
y 6nicTepi B
cTaHfapTHO-
€KCMOPTHilA
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHiiA Kopo6Lii 3
iHCTpYKUi€to Ans
MeAnYHOro
3acTocyBaHHS. - N0
1 posiy donakoHi Ta
PO3YMHHUK (HaTpIt0
xsiopug, Boga ans
iH’ekuiii) no 0,5 mny
nonepegHLo
3anoBHeHOMY
Lwnpumuy 3
NPUKpPINIeHo
ro/ikoto; no 1
chnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3anoBHeHOMY
Lwnpumuy 3
MPUKPINIEHO0
rO/IKOI0 B KAPTOHHIN
Kopoo6LUi; - no 1 fo3i
y thnakoHi Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PO3UYMHHVMK (HaTpito
xnopug, Boga ans
iH'ekwiid) no 0,5 mny
nonepeaHL0
3anoBHeHOMY
LNpuLy 3 oOAHiE0
abo aBoma
OKPeMUMM rofikamu;
no 1 donakoHy 3
nopowukom Ta 1
nonepegHLo
3anoBHeHOMY
wnpudy 3 1 abo 2
OKpPeMMUMU roikamu
y 6nicTepi B
KapPTOHHI KOpooLyi

123.

CTOMNTYCUH-
TEBA

Tabnetkn, no 10
TabneTtok y 6nictepi;
no 2 6nictepu B
Kopobui

TOB «TeBa
Ykpaina»

YKpaiHa

BMPOBHULTBO 3a
MOBHUM LIK/IOM:
TeBa Uex IHgacTpi3
C.p.o., Yecbka
Pecny6nika
BMPOGHMLITBO 3a
MOBHUM LYIK/IOM:
TOB TeBa
OnepeiwH3
MonaHg, Monbuwa

Yecbka
Pecny6nika/
MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
™My - 3MiHK 3 AkocTi. ADI. (iHWi 3MiH1) OHOBNEHHS BepCil
macTep-gaiiny Ha A®I BytamipaTy uutpar 3 ASMF /AP
v.6 6epeseHb 2018 p. 3 nonpaskamu kBiTeHb 2020 p Ha
ASMF /AP version 2021-02-04 Bif 3aTBEPAXEHOTO
BMpo6Huka APl Farmak, a. s. (Czech Republic). 3minHu |
TUny - 3MiHKU 3 AKoCTi. APl KoHTposnb APL. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BY)XKEHHSI AONYCTUMUX MEX, BU3HAYEHNX Y cneumndikadii)
3MiHa NofaeTbCs 3 METOI0 3BY3UTU MeXi AN15 MOKa3HMKa
«YucTota metogom TLLUX —goMiLKK, OKpemo» B
cneuudikauii Ha A®| BytamipaTy uuTpaT BignoBigHO 40
MoHorpadii hapmakonei Yecbkoi pecny6iku 3 He BinbLue
0,20% po He 6inbwe 0,10%. 3miHn | TMNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX y cneundikallisx Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea AdI
(3BYXKEHHS [ONYCTUMUX MEX, BU3HAYEHUX Yy cneuudikadir)
3MiHa NoJaeTbCs 3 METOH 3BY3UTK MEXI A4/151 NOKa3HMKa
«Yuctota metogom BEPX — gomiwkn B1, C Ta D» B
cneundikauii Ha A®| bytamipaty uuTpar BignoBigHo L0
MoHorpadii hapmakonei Yecbkoi pecny6ikn. 3miHn |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHs cneumdikaii HOBUM NOKa3HMKOM SIKOCTI Ta

6e3
peuyenma

UA/2447/03/01




102

n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiAMNOBIAHUM MeTOA0M BUNPoOyBaHHA) 3MiHa NoAaETbCA 3
MEeTOK BHECEHHSI HOBOTro napameTpa crneyndikauii Ha API
Bytamipaty uutpat — AoMiLKu B2 3 Mexeto BMICTY He
6inbLlue 0,15% 3 BiANOBIAHUM METOAOM BMNPOGYBaHHS
BiANoBIAHO 40 MOHorpadii hapmakonei Yecbkol
pecny6iku.
3MiHn | TUny - 3MmiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
mMeTogax BunpobysaHHA APl ab6o BUXIQHOIO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HMuTBa AD| (HE3HaYHI
3MiHM y 3aTBEepMKEHNX MeToAax BUNpobyBaHHS)
3MiHa NoAAaeTbCA 3 METOK BHECEHHS HE3HAYHMX 3MiH Y
3aTBEPKEHY METOAUKY BU3HAYEHHS YACTOTN METOLOM
TWX. MeTof BUKOHYETbLCS BIAMNOBIAHO 40 BUMOT
thapmakonei Yecbkoi pecnybniku. 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BUNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BWXiHOro/MPOMiXXHOro NpoAykTy) 3miHa NnoAaeTbes 3
METOI0 3aMiHUTK 3aTBEPLKEHNI METOA, BUNPOOYBaHHA 3a
nokasHukoM «4YuctoTa metogom BEPX» Ha HOBWIT MeTof,
BEPX. 3MiHn | Tuny - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM y 3aTBEPMKEHUX MeTogax BUnpobyBaHHs) 3miHa
noJaeTbCs 3 METOK0 BHECEHHSA HE3HAYHUX 3MiH Y
3aTBEPMAKEHY METOAMKY BUNPOOYBAHHSA 3a NOKa3HUKOM
«J1erko kapboHi3ytoUi peyoBrHN». MeTof BUKOHYETHCSA
BiANOBIAHO [0 BUMOT dpapmakonei Yeckkoi pecny6iku.
3MiHn | TURY - 3MiHK 3 akocTi. A®L. KoHTponb A®L. 3miHa y
mMeTofax BUNpobyBaHHs AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM y 3aTBEPMKEHUX MeTogax BUnpobyBaHHs) 3miHa
noJaeTbCs 3 METOK0 BHECEHHSA HE3HAYHUX 3MiH Y
3aTBEpAKEHY METOAMKY BUNPOOYBAHHA 3a NOKa3HUKOM
«3a/INLLKOBI PO3YNHHUKMN.

124.

CTPENCIIC® 3
MEHTO/IOM TA
EBKANINTOM

NbOAAHUKM; No 12
NbOASAHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHI/ KopoobLi

PekkiTT
BeHkizep
Xenckep

IHTepHeLwHN

Nimiteq

Benvka
BputaHis

PekkiTT BeHkizep
Xernckep
IHTepHeLwHn JlimiTes,

Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - AGMIHICTpPaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHu
BHECEHO B iHCTPYKL,t0 419 MEAMYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3giny "®apmakoTepaneBTuyHa
rpyna. Kog ATX" BignoBigHO A0 MiXXHapOAHOro
knacudpikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepxeHo —
Mpenapary, Lo 3aCTOCOBYOTb NP 3aXBOPHOBAHHAX

6e3
peyenma

UA/6401/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ropna. AHtucentuku. Kog ATC RO2AA20, 3anponoHoBaHo
— Jlikapcbki 3ac06M, LLLO 3aCTOCOBYHOTLCS NpU
3axXBOPIOBAHHAX ropna. AHTUCENTUKU. [nxnop6eH3nnoBuii
cnupT. Kog ATX RO2A AO3. BBeAeHHS 3MiH NpOTArom 6-Tn
MicAILiB nicns 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTyL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBi perynsapHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acToCyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiHnii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuuHmx
pocnigpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom) 3MiHY BHECEHO B iIHCTPYKLIiHO
N8 MeANYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii™ BigNOBIAHO 4O OHOB/EHOT
iHhopmaLieto 3 6e3nekn 3acToCyBaHHS Ajl04H0T PEYOBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpKEHHSA. 3MiHW Il TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B'A3KY i3 HOBUMW JaHUMW 3 AKOCTI, JOKNIHIYHUMU,
KAIHIYHUMY faHnMK Ta JaHMK 3 hapMakoHarnsagy - 3MiHu
BHECEHO B iHCTPYKL;it0 A1 MEAMYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainis "®apMakonorivHi
BractmsocTi", "Oco6nBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta 4031". BBeeHHS 3MiH NpOoTArom 6-1u
MicsLiB MiCNSA 3aTBEPAKEHHS.

125.

TAMICTEP

Kancynu Teepai; no
30 abo no 90 kancyn
y donakoHi; no 1
chnakoHy B
KapTOHHIA KOpooLi

Mictpan
Kenitan
MeHeKMeHT
NimiTen

AHrnis

Na6opaTtopioc JleoH
®apma, C.A.,
Icnanis
(BMpOGHMLTBO
NPOMDXHOro
NpoAYyKTY, rOTOBOr0
nikapcbkoro 3acoby,
nakyBaHHs1,
KOHTPO/b SIKOCTI,
Bunyck cepii); C.C.
3enTiBa C.A.,
PymyHis
(BMpOGHMLTBO
NPOMDXHOro
npoaykTy); ATaic
®apwma, C.N1.,
Icnanis

(AnbTepHaTuBHe

Icnanis/
PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny
- 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHsA AiNbHUL, Ha Kl
3[iCHIOETLCA KOHTPOSIb/BUNPOBYBaHHSA Ccepii) BHECEHHSA
3MiH B po3ain 3.2.P.3.1. Bupo6Huku, a came 3aMiHa
LOiNbHULI BIANOBIA&/ILHOI 38 KOHTPO/1b AKOCTI
(mikpobionoriuHwmi).

3a
peyenmom

UA/18497/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BTOPVIHHE
nakyBaHHs);
MaHaHTian IHTerpa,
C.1.10., IcnaHia
(anbTepHaTVBHE
BTOPUHHE
nakyBaHHs);
Na6opaTopioc
NikoHca, C.A.,
IcnaHis
(anbTepHaTVBHE
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs)
126. | TAPUEBA® TabneTku, BKpUTI ®.XodhcpmanH- | Lselivapi Bupo6HMLTBO ITanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | 3a UA/5372/01/03
NNiBKOBOO Na Pow N1a a Hepo3dacoBaHol LBeiiuapis Tuny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKO10, M0 150 npoayKuii, thapmakoHarnsagy (iHwi 3MiHn) 3MiHW BHECEHI A0 IHCTPYKLT
mr no 10 TabneTtok y nakyBaHHs, [ONA MeAnYHOro 3acToCyBaHHS NikapCbkoro 3acoby y
6nictepi; no 3 BMNPOBYBaHHSA po3ain "OcobnnBOCTi 3aCTOCYBaHHA" CTOCOBHO iH(hopmaLii
6nictepu B KOHTPOJO SIKOCTI: 3 6e3neku Woa0 AONOMIXHUX PeYOBUH. BBeAEHHS 3MiH
KapTOHHI/ KopoobLi [Jenbdapm MinaHo, NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHu | Tuny
C.P.N., Itanis; - 3miHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy
BunpobyBaHHs (iHWi 3MiHW) Y 3B’A3KY 3 PO34INEHHAM CiSIbHOT IHCTPYKLIT
KOHTPO/IO SKOCTI, Ans posysaHb 100 mr i 150 Mr Ha OKpeMi iHCTpYKLi Ans
nakyBaHHs1, BUMYCK KOXHOr0 A,03yBaHHS BHECEHO 3MiHU y po3ginu "Ckiaa”,
cepit: "Nikapcbka hopma. OCHOBHI (i3NKO-XiMiYHi BnacTnsocTi",
®. XodpchpmaHH-/151 "MokasaHHsA", "Cnocib 3acTocyBaHHA Ta Ao3u", "Ynakoska".
Pow /1tg, BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
Lseliuapis; 3aTBEPAKEHHS.
Bupo6HMLTBO
Hepo3dacoBaHol
npoayKuUii,
BMNPOBYBaHHA
KOHTPO/O AKOCTI:
®.XodhpmaHH-/15
Pow J1tg,
LlBeiiuapis;
Bunyck cepii:
®.XothbdpmaHH-/15
Pow JITa,
LLiBeiiuapis
127. | TAPUEBA® TabneTku, BKPUTI ®.XopcpmanH- | Lseliyapi Brpo6HMLTBO ITania/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/5372/01/02
NNiBKOBOIO Na Pow N1pg, a Hepo3gracoBaHO! Leiiapis TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
060/10HKOt0, N0 100 NPOAYKLi, thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI A0 iHCTPYKL,i
mr, no 10 TabneTtok nakyBaHHs, AN MeAMnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
y 6nicTepi; no 3 BUNPOGYBaHHSA po3ain "OcobnnMBOCTi 3aCTOCYBaHHA" CTOCOBHO iHGhopmaLii

6nictepu B

KOHTPO/HO SKOCTi:

3 6e3nekn Woa0 A0NOMiXXHUX peyoBVH. BBeAEHHS 3MiH
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapTOHHI/ Kopoo6Li [Jenbdapm MinaHo, NpOTArom 6-T1 MicALIB MiC/A 3aTBEPMXEHHS. 3MiHu | Tuny
C.P.N., ITanis; - 3MiHM Woao0 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsgy
BunpobyBsaHHs (iHLWi 3MiHW) Y 3B’A3KY 3 PO34iNeHHAM CNifIbHOT IHCTPYKLT
KOHTPOJO SIKOCTI, Ans posyeaHb 100 mr i 150 Mr Ha OKpeMi iHCTpYKLi Ans
nakyBaHHs1, BUMYCK KOXHOr0 [,03yBaHHs BHECEHO 3MiHM Y po3ainu "Cknag”,
cepii: "Nikapcbka dhopma. OCHOBHI hi3MKO-XiMiYHI BnacTMBocCTi",
®.XothbdpmaHH-/15 "MokaszaHHs", "Cnoci6 3acTocyBaHHS Ta fo3un", "YnakoBka'".
Pow /1T, BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
LBeliuapis; 3aTBEPKEHHS.
Brpo6HMLTBO
Hepo3dacoBaHOT
NPOAYKLT,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI:
®.XothbdpmaHH-/15
Pow NlTa,
LBeiiLapis;
Bunyck cepii:
®.XothbdpmaHH-/15
Pow Jlta,
LBeliuapis
128. | TEBATPACTUM PO34UH A5t iH'EKLLIA TOB "TeBa YkpaiHa 3AT TeBa banTikc, Nutea/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/15237/01/01
abo iHdysiin no 30 YkpaiHa" NutBa (KOHTpO/b I3painb - 3MiHu 3 sKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
mnH MOJ/0,5 mn; no AKocTi); TeBa BMPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLITBA FOTOBOTO
0,5 mn (30 MsiH MO) dapmaueBTikas nikapcbKoro 3acoby, BKIYaUy NPOMiIXHUIA NMPOAYKT, Lo
B CK/IIHOMY LUMPUL IHpacTpis N14., 3aCTOCOBYETLCSA MNPV BUPOOHULITBI FOTOBOrO NiKapCbKOro
0HOPAa30BOro I3painb 3aco0y (He3HayHa 3MiHa y npoveci BUpobHULTBa)
BUKOPVCTaHHS 3 (BMPOGHMLTBO 3a He3HayHa 3MiHa y npoueci BUPOOHWLTBA, A0AaBaHHS, AK
nepmMaHeHTHO NOBHUM LK/IOM) anbTepHaTUBHOIO BapiaHTy npoueaypw dinbTpawii
NPVEAHAHOLO FOJIKOI0 6ychepHOro po3unHy B pesepsyap /19 MPUroTyBaHHA
Ta 3aXUCHUM roTOBOro Hepo3g)acoBaHOro PO3yMHY Nikapcbkoro 3acoby
KOBMaykom, 3 abo
6e3 npucTpoto ans
6e3neyHoro
BBEJEHHS Ta
3anobiraHHs
nopaHeHb rosiKoo un
NOBTOPHOrO
BUKOPWCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui
129. | TEBATPACTUM PO34UH A8 iH'EKLA TOB "TeBa YkpaiHa 3AT TeBa banTikc, Nutea/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/15237/01/02
a6o iHdysiii no 48 YkpaiHa" JlntBa (KOHTpPO/Ib I3painb - 3MiHK 3 siKOCTi. FOoTOBUIA NiKapcbkuii 3aci6. 3MiHW y peuenmom

mnH MO/0,8 mn; no
0,8 mn (48 mniH MO)
B CKNSIHOMY LLUMPUL
0/1HOPa30BOro

SKOCTi); TeBa
$apmaueBTikaU
lHpacTpi3 NT4,.,
13painb

BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
NiKapCbKoro 3acoby, BK/IHOHa0UM NPOMiIXKHUA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci BUpobHULITBa)
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BUKOPVCTaHHS 3 (BMpPOGHMLTBO 3a He3HauyHa 3MiHa y npoueci BUPOOHMLTBA, A0AABaHHS, AK
nepmMaHeHTHO NOBHUM LMK/IOM) anbTepHaTMBHOIO BapiaHTy npoueaypy dinbTpavii
npueaHaHOK rosKok 6yhepHOro po3unHy B pesepByap 415 NPUroTyBaHHS
Ta 3aX1CHUM roTOBOro Hepo3ghacoBaHOro PO3UMHY NiKapCbKOro 3acoby
KoBMaykom, 3 abo
6e3 npucTpoto ans
6e3neyHoro
BBEJEHHA Ta
3anobiraHHs
nopaHeHb roJIKo0 un
NOBTOPHOrO
BUKOPUCTaHHSA; No 1
LUNPULY Y KApTOHHIA
Kopoo6Ui
130. | TENNPEC Tabnetkn, no 20 wr, "KCAHTIC Kinp MoBHWIA UMK Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/15893/01/01
no 14 tabnetok y ®APMA BMPOGHMLITBA, - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTiI/IE- peyenmom
6nictepi; no 2 abo NIMITEL" BUNYCK cepil: cepTudikaT BignoBigHOCTI EBponeichkiii
no 7 6nictepis y NABOPATOPIOC thapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHI navi NIKOHCA, C.A., OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
IcnaHis; KoHTposb cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
SIKOCTI: onsa A®l; ona BuxigHoro martepiany/peareHTy/npoMiKHOro
NABOPATOPIO AP. NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHMLTBI ADI; ans
®. EYEBAPHE, [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
AHANICIC, C.A., €Bponeiickkii hapmakonei) - OHOBNEHNI cepTudikaT Big
IcnaHis y)Xe 3aTBepKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2009-028-Rev 03 (3atBepgxeHo: R1-CEP 2009-
028-Rev 02) ans gitoyoi pevoBuHu Telmisartan Big, Bxe
3aTBepxeHoro Bupo6Hnka GLENMARK LIFE SCIENCES
LIMITED; 3miHu | Tvny - 3miHun 3 skocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickbkiil hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNEHWIA cepTudikaT Big,
yXe 3aTBepAKEHOro BUPO6HMKA - MOAaHHSA OHOB/IEHOrO
cepTtudikaTa BignoBigHOCTI EBponelickbkii dhapmakonei Ne
R1-CEP 2009-077-Rev 01 (3atBepmxeHo: R1-CEP 2009-
077-Rev 00) ansa gitoyoi peyosuHn Telmisartan Big, Bxe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
131. | TENNPEC Tabnetku, no 40 wr, "KCAHTIC Kinp MoBHWA UMK Icnanis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/15893/01/02
no 14 tabnetok y PAPMA BMPOGHMLITBA, - 3MiHu 3 akocTi. CepTudikar BignosigHocTI/lE- peyenmom
6nictepi; no 2 abo NIMITEL" BUNYCK cepil: cepTudikaT BignoBigHOCTI EBponeichkiii

no 7 6nicTtepiB y

JIABOPATOPIOC

chapmakonei/moHorpadii. NogaHHs HoBoro abo
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KapTOHHI navi NIKOHCA, C.A., OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
IcnaHis; KoHTposb cepTudpikaTa BignosiaHOCTI E€Bponeiickkilt hapmakonei:
AKOCTI: ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NNABOPATOPIO AP. NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHMLTBI ADI; ans
®. EYEBAPHE, [0NOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
AHANICIC, C.A,, €Bponeiicbkiii hapmakonei) - OHoBNeHNI cepTudikaT Bif
IcnaHis y)Xe 3aTBeppKeHOro BUpo6HUKa - NoAaHHA OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponelickkiii hapmakonei Ne
R1-CEP 2009-028-Rev 03 (3atBepmxeHo: R1-CEP 2009-
028-Rev 02) ans gitoyoi peyouHu Telmisartan Big, Bxe
3aTBepxeHoro BupobHnka GLENMARK LIFE SCIENCES
LIMITED; 3miHu | Tvny - 3miHun 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJIEHOrO cepTudhikaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOB/IEHWIA cepTudikaT Big,
yXe 3aTBepAXeHOro BUPO6HMKa - NoJaHHA OHOB/IEHOrO
cepTtudikaTa BigNoBigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2009-077-Rev 01 (3atBepgxeHo: R1-CEP 2009-
077-Rev 00) gns gjtoyoi peyosuHn Telmisartan Big, Bxe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.
132. | TENNPEC Tabnetkn, no 80 wr, "KCAHTIC Kinp MoBHWIA UMK Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/15893/01/03
no 14 tabnetok y ®APMA BMPOGHMLITBA, - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTiI/lE- peyenmom
6nictepi; no 2 abo NIMITEL" BUNYCK cepil: cepTudikaT BignoBigHOCTI EBponeichkiii
no 7 6nictepis y NABOPATOPIOC thapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHIM navi NIKOHCA, C.A., OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
IcnaHis; KoHTposb cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
SIKOCTI: onsa Ad®l; ona BuxigHoro martepiany/peareHTy/npoMiKHOro
NABOPATOPIO AP. NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHMLTBI ADI; ans
®. EYMEBAPHE, [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
AHANICIC, C.A., €Bponeiickkii hapmakonei) - OHOBNEHNI cepTudikaT Big
IcnaHis yXe 3aTBepLKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO

cepTtudikaTa BignosigHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2009-028-Rev 03 (3atBepgxeHo: R1-CEP 2009-
028-Rev 02) ans gitoyoi pevoBuHu Telmisartan Big, Bxe
3aTBepxeHoro Bupo6Hnka GLENMARK LIFE SCIENCES
LIMITED; 3miHu | Tvny - 3miHun 3 skocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiicbkii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponeiickkiil hapmakoner:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHKTLCS Y BUPOOHMLTBI ADI; ans
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOB/IEHWIA cepTudikaT Big,
y)Xe 3aTBepKeHOro BUpoGHUKA - NoaHHA OHOBIEHOTO
cepTtudikaTa BigNoBiAHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2009-077-Rev 01 (3atBepgxeHo: R1-CEP 2009-
077-Rev 00) gns gjtoyoi peyosuHn Telmisartan Big, Bxe
3aTBepmxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.

133.

TEPBIHA®IH

Tabnetkun no 250 wmr,
no 10 TabneTok y
6nictepi; no 1
6nicTepy y nauuyi 3
KapTOHy

AT
"Ny6Hnchapm"

Ykpaina

AT "Nly6Hnchapm"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKeHHs AisNbHOCTI BUPOGHMKA
(Brntovaroun, 3a HeobXiAHOCTI, MicLie NPOBeAEHHS
KOHTPO/II0 AIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
a6o noctavasibHuKa AdIl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI A®I (AKLO 3a3HAYEHO Y
[0CbE Ha flikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPKEHOMY [10CbE, 260 BMPOGHMKA HOBOI JOMOMDKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y 0Cbe) 3MiHa Ha3BU hipMu
BMpOo6HMKa AP| TepbiHadiHy rigpoxnopuay (3 Qilu
Antibiotics (Linyi) Pharmaceutical Co., Ltd, Kutaii Ha
WAHBAYH AHXOHI ®APMACBLIOTIKAN KO., N1TA,,
Kutali) Ta yTouHeHHs B agpeci thipMn BUpobHuka AdI.
Brpo6Hnya AinbHuusa Ta yci BUpobHUyi onepaw;i
3aMLWIATbLCA HE3MIHHUMK.

3a
peyerimom

UA/6688/01/01

134.

TIOMEHTAN

niogpinisat gns
PO34UHY ON15 iH'EKLLIA
no 1,0 r, pnakoHu 3
niocpinisatom

MAT
"KviBmegnpen
apar”

Ykpaina

NAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHUUTBI. 3MiHa po3mipy cepii (BkUaoum gianasoH
pO3Mipy cepii) roTOBOro /ikapcbKoro 3acoby (36iNbLUeHHs

00 10 pasiB NOPIBHAHO i3 3aTBEPYKEHUM PO3MIPOM) —
BBE[EHHS JOAATKOBOro po3mipy cepii [/13. 3aTBepaKeHo:
126,7 n (19000 cpn) 3anponoHoBaHo: 126,7 n (19000 chr)

253,3 11 (37990 don) 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULTBI (iHLLi
3MiHW) - BHECEHHS HE3HAYHWX 3MiH B OMUC BUPOBHNYOro
npouecy Ma3.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
O0ONyCTUMUX MeX, BCTAHOB/IEHNX Yy crieunddikalisx, nig vyac
BMPOBGHULITBA FOTOBOTrO NiKapCbKoro 3acoby (iHLi 3MiHK) -
BHECEHHS 3MiH 0 KOHTPOJIIO Nif, Yac BUPOGHNYOTO
npouecy M3, 30kpema: - 3a NOKa3HUKOM «MexaHiyHi
BK/IIOUEHHSI» - 3MiHa KpUTEpIiB NPUIAHATHOCTI; - 3a
nokasHukom «LlinicHicTb dpnakoHiB» - npuBefeHHs 3rigHo
LitoYOoT IHCTPYKLT NiANPUEMCTBA,; - 3a NOKa3HUKaMu
«CynyTHi fOMiLKn» Ta «KifbKiCHE BU3HAYEHHS» -
npuBEEHHS KpUTEPIiB NPUIHATHOCTI A0 BUMOT Ail040ro

3a
peyerimom

UA/3916/01/02
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n/n

Hassa
JliKapcbKO20

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

MKSA N3. 3Minn | Tuny - 3MiHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOHNULTBA rOTOBOrO
niKkapcbKoro 3acoby (BU/1yYeHHsI HECYTTEBOIO
BMNPOGYBaHHA B NPOLIECI BUPOBHULTBA) - BHECEHHS 3MiH
[0 KOHTPOIIO Nig Yac BUpo6HuYoro npouecy M3,
30KpeMa: Ha cTagii «3akaTyBaHHs (N1akoHiB 3
nioghinizoBaHMM NOPOLLKOM» BUTYUUTU KOHTPO/Ib 3a
nokasHUKoM «Ipo30piCcTb», OCKINbKM AaHWI KOHTPO/b
NpOBOANTLCA Ha nonepeaHiin ctagii npovecy
«[lMpuroTyBaHHsA po3unHy TiONeHTasly HaTpito» Ta Ha
HaCTYMHIN cTagii «laeHTndikauis g1akoHiB CKOPOUEHOH
Ha3BOI0 i HOMEpPOM napTii».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0oNyCTUMUX MeX, BCTAHOB/IEHNX Y crneundikalisx, nig vyac
BMPOOHULITBA FOTOBOTO NiKAPCLKOro 3acoby (iHLUi 3MiHN) -
BHECEHHS 3MiH [JO KOHTPO/IIO Nif Yac BUPOOGHNYOTO
npouecy 13, 30kpema: fofaBaHHS anbTepHaTUBHOIO
MeToay (A6copbuiiHa cnekTpod)oTOMETPIS B
iHbpauepBoHiIt 06nacTi) Ans igeHTudikauil cybcTaHuii B
OAMHULI NaKkyBaHHA. (JaHuilt MeTog, 3a3HaueHnin y
cneumdikaulii Ha Bunyck J13).

3a

UA/3916/01/01

135.

TIONEHTAN

niodgpinizat gns
PO34UHY O151 iH'EKLLIA
no 0,5 r, hnakoHn 3
niocpinizatom

MAT
"KviBmegnpen
apat”

YkpaiHa

NAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn gianasoH
po3Mmipy cepii) roToBOro ikapcbkoro 3acoby (36i/bLIeHHS

00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) —
BBEEHHS fO4ATKOBOro po3mipy cepii [/13. 3aTBepaKeHo:
126,7 n (19000 don) 3anponoHoBaHo: 126,7 n (19000 don)

253,3 1 (37990 don) 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI (iHLUI
3MiHW) - BHECEHHS HE3HAYHUX 3MiH B ONMUC BUPOGHNYOTO
npouecy INa3.
3MiHn | TURY - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOB/IEHNX Y creundikalisx, nig vyac
BMPOOHULITBA rOTOBOTO NiKAPCLKOro 3acoby (iHLUi 3MiHN) -
BHECEHHS 3MiH [JO KOHTPO/IIO Nif Yac BUPOGHNYOrO
npouecy N3, 30kpema: - 3a NOKa3HUKOM «MeXaHiuHi
BK/TIOYEHHS» - 3MiHa KpUTEPIiB NPUIAHATHOCTI; - 3a
nokasHukoMm «LlinicHicTb pnakoHiB» - NpuBeaeHHs 3rigHO
LitoYoi IHCTPYKLIT NiANPUEMCTBA; - 3a NOKa3HUKaMu
«CynyTHi gOMiLWKn» Ta «KiflbKiCHE BU3HAYEHHS» -
npuBeAeHHS KpUTEpIiB NPUIHATHOCTI 40 BUMOT Ajl040ro
MK$A N3. 3MiHu | TURY - 3MiHK 3 sikocTi. FoToBMIA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLUTBI. 3MiHK

peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPo6HULTBA rOTOBOrO
niKapcbKoro 3acoby (BU1yYeHHSI HECYTTEBOIO
BMNPOGYBaHHSA B NPOLIECi BUPOBGHMLTBA) - BHECEHHS 3MiH
[,0 KOHTPO/IIO Mif Yac BUpo6HMYoro npouecy M3,
30Kkpema: Ha cTagji «3akaTtyBaHHA dNakoHiB 3
niodhinizoBaHMM MOPOLLKOM» BUTYYUTU KOHTPO/Tb 3a
MoKa3HMKOM «[pO30pIiCTb», OCKINbKY AaHWA KOHTPO/b
NpoOBOAMTLCS Ha nonepeaHiit ctagii npouecy
«[lMpuroTyBaHHA PO34MHY TiONeHTauly HaTpilo» Ta Ha
HaCTYMHIN cTagii «laeHTudikauist d1akoHIB CKOPOUEHOH
Ha3BO | HOMEpPOM NapTii».
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MEX, BCTAHOBMEHNX Y cneundikalisx, nig vac
BMPOOGHULITBA FOTOBOTO NiKAPCLKOro 3acoby (iHLUi 3MiHN) -
BHECEHHS 3MiH [0 KOHTPO/IIO Mif Yac BUPO6HUYOro
npouecy N3, 30kpema: AofaBaHHA a/ibTEPHATUBHOIO
MeToay (A6copbuiiHa cnekTpod)oTOMETPIS B
iHtppayepBoHiit o6nacTi) Ans ineHTUdikauil cybecTaHuii B
OAMHULI NaKkyBaHHA. (JaHuit MeTof, 3a3HaveHnin y
cneumgikauii Ha Bunyck J13).

136.

YPOIMPEC®

cnpeii HasaslbHUiA,
0,1 mr/mn; no 2,5 mn
abono5wmny
donakoHi; no 1
chnakoHy B navui 3
KapTOHy

AT "dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHM 3 AKoCTi. FOTOBWMI Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onoMiXXHNX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (iHLi 4ONOMDKHI pevyoBuHY) - 3amiHa
OfHI€l fOMOMDKHOI PEYOBUHM HA iHLLY 3 TUMWU CaMUMW
PYHKLIOHA/TBHMW XapakTepucTkamm Ta Ha TOMy caMoMy
piBHi. 3amiHa [ONOMDKHOT PEHOBUHUN «BOAA A1 iH EKLiN»
Ha [OMOMiXHY PEYOBUHY «BOAY OYMLLEHY» Y CKnagi
rOTOBOrO JliKapCbKOro 3acoby. 3MiHW BHECEHi 0 IHCTPYKLUT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3gin "Cknaa" WwoAo A0NOMKHUX PEHOBUH3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHsS BTOPUHHOT
ynakoBku. BBefeHHA 3MiH NpoTAroM 6-T1 MicsLiB 3 AaTn
3aTBepMKEHHS. 3MiHu | Tuny - 3MiHK Wwogo
6e3nekn/edhekTBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECEHI [0 IHCTPYKLT 418 MegUYHOro 3aCTOCyBaHHsA
nikapcbkoro 3acoby y "Cnocib 3acTocyBaHHs Ta 4o3n"
OO0 [OfaHHA CXEMU BUKOPUCTAHHSA NiKapcbKoro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-Tu MicsALUiB 3 Aatu
3aTBEPKEHHS.

3a
peyenmom

UA/6944/02/01

137.

YPOIMPEC®

Kpanni HazasibHi, 0,1
Mr/M; Mo 2,5 mn
abono5wmny
donakoHi; no 1
donakoHy B nauui 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- 3MiHK 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onoMixXHNX peyoBMHax) roToBoro
nikapcbKoro 3acoby (iHLWi AONOMiXHI pe4oBMHYM) - 3amiHa
OfHIET AOMOMDKHOI PEYOBUHM HA iHLLY 3 TUMWU cCamMUMKn
PYHKLiOHANIbHUMW XapaKTepUCTUKaMM Ta Ha TOMy caMoMy

3a
peyenmom

UA/6944/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

piBHi. 3amiHa [OMNOMIXHOI PEYOBUNHU «BOAA AN iH'EKLiA»
Ha [OMOMiXHY PEYOBVHY «BOAY OUMLLEHY» Y CKNagj
rOTOBOrO /iKapCbKOro 3acoby. 3MiHW BHECEHI 0 IHCTPYKLT
AN MeAnYHOro 3acTOCyBaHHA NiKapCbKoro 3acoby y
po3ain "Cknaa" Wwoao AONOMDKHUX PEYOBUH 3
BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHA BTOPUHHOI
ynakoBku. BBefjeHHA 3MiH NpoTArom 6-T1 MicsLiB 3 Aatn
3aTBEpMAXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKkIovatoun
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MmiHa y npoueci
BUPOBHWNLITBA) BUK/TIOYEHHSI KOHTPOJIIO CTEPUTI3YIOUOro
inbTpy A0 Ta nicna dinbTpayii. 3miHn | TMny - 3MiHK
oo 6esnekn/edeKTMBHOCTI Ta dpapmakoHarnsagy (iHLwi
3MiHN).
3MiHV BHECeHi [0 IHCTPYKLT 418 MegUYHOro 3aCToCyBaHHsA
nikapcbKoro 3acoby y "Cnocib 3acTocyBaHHs Ta 4o3n"
OO0 AOfaHHA CXEMMN BUKOPUCTAHHSA NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAUiB 3 Aatu
3aTBEPKEHHS.

138.

DAPTIHEKC

cnpeii OpoOMYyKO3HWIA,
po3uunH no 30 mny
chnakoHi; no 1
chnakoHy 3 Hacocom-
posnunoBayem Ta
ansikaTopom B
KapTOHHIA KOpooLi

BocHanek g.4.

BocHis i
lepuerosun
Ha

BocHanek a.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: yTOHUHEHHA
peecTpauiliiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
813 Big 16.05.2022 B npoueci BHECEHHS 3MiH - 3MiHU |
TUny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL

BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby (iHLi 3MiHK) -
CynyTHSA 3MiHa - 3MiHU 3 SKOCTi. [OTOBWIA NiKapCbKuiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci
BUPOGHMLITBA FOTOBOIO /iKapCbKoro 3acoby, Bkoyatoun

MPOMiXHWI MPOAYKT, WO 3aCTOCOBYETLCS NPU BUPOOHULTBI
rOTOBOrO JliKapCcbKoro 3acoby (He3HauHa 3miHa y npoueci

BMPOGHMLITBA) - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHa po3mipy cepii (Bk/ItoUaoun

JianasoH po3Mipy cepii) roTOBOro fikapCcbKoro 3acoty
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3Mipom) - 3apeecTpoBaHa cepis cknagana 105 n (3500
o) Ta 400 n (13333 don1), Ha aHaNoriyHoMy, 6inbLu

NPOAYKTUBHOMY 06/1afiHaHHi B HOBOMY LieXY MPOMOHYETLCA

po3mip cepii 200 n (6666 ¢n). 3MiHM 3 AKOCTI. [OTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisx, nig yac BUPOOHNULTBA FOTOBOrO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO MeTOAyY
BMNPOBYBaHHSA Ta J0NYCTUMUX MEX) - BBOAATHCS
[0[aTKOBI NapamMeTpu TEXHOJIONYHOIO npouecy Ta

6e3
peuyenma

UA/17111/01/01
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
NPOMDKHOrO NPOAYKTY SK hiHa/IbHOrO 3MilyBaHHs (10-
15xB), BigHOCcTa ryctuHa (0.97-0.99), WwBnakictb
HanoBHeHHs thnakoHis (80-140 dn/xB). 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLi 3MiHW) -
He3HauHi 3MiHM B pO3Mipi BTOPUHHOIO NakyBaHHS,
36inbLeHHs 3 114.5 x 54.5 x 37.5 mm Ha 117 x 56 x 38
139. | PAPMAKCOH PO3YUNH A5 iH'EKLIN, TOB Ykpaina KoHTposib, BUNYCK Ykpaina/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/13932/01/01
250 mr/mn; no 2 mn "®APMACEN" cepii: HimeuunHa | - AOMiHiCTpaTVBHI 3MiHU. BuyyeHHS BUPOGHWYOT AibHNL peyenmom
abono4 mns TOB (Bovatoum ainbHui ans A®l, npoMixHOro NpoaykTy abo
amnyni; no 5 amnyn «®PAPMACE/1», roTOBOrO NiKapCbKOro 3acoby, AinbHUL 415 NPOBEAEHHS
B Nauuj 3 KapToHy YkpaiHa; nakyBaHHs1, BUPOOHWKa, BifNOBiAaNbLHOIO 3a BUMYCK Cepiid,
BTopuHHa MicLLe NpOBeAEHHS KOHTPOO cepii) abo noctavyanbHUKa
ynaKoBKa, KOHTPO/Ib: BUXiAHOrO Marepiany, peareHTy abo A0NOMKHOT
XONOMAK PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE) BUTYUYEHHS
depnakyHrcTexHik aNbTepHaTMBHOIO BUPOOHMKA akTUBHOI CybCcTaHLl
vm6X, HimeuuunHa; umTUKoniny HaTtpito Euticals S.p.A, ITanis. 3miHwn Il Tuny -
Bupo6HMLTBO 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
Hepo3dacoBaHOl BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
npoayKuii, nepBnHHa BMKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoteci AdDl, abo
Ta BTOpVHHA 3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXigHo, micue
ynaKkoBKa, KOHTPO/Ib: npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
XONOMAK cepTucbikaTa BiANOBIAHOCTI E€BpoNeiichbkili hapmakonei y
depnakyHrcTexHik 3aTBEPMKEHOMY [O0ChE)(BBEAEHHS HOBOTO BUPO6GHMKa ADI
'm6X, HimeyunHa 3 HaflaHHAM MacTep-haiina Ha A®l) BBeAeHHS
anbTepHaTUBHOIO BUPOGHMKA cybcTaHuii Zenji
Pharmaceuticals (Suzhou) Ltd., Kutaii.
140. | ®PI-ANl Tabnetkn no 5 mr; "KcaHTic Kinp CaHeka CnoBaubka | BHECEHHSI 3MiH 40 peeCTpaLiiiHNX MaTepianis: 3MiHun | Tuny 6e3 UA/16683/01/01
no 10 TabneTok y dapma dapmacbioTikans AT | Pecnybnika - 3MiHu 3 akocTi. CepTudikar BignosigHocTI/lE- peyenma
6nictepi, no 1 a6o NimiTegn" cepTudikaT BignoBigHOCTI EBponeichkiii

no 2, a6o no 3, abo
no 9 6nicTepiB y
KapTOHHI nayi

thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickbkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBuHK (cepTudikaT BigNoOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTudikaT Big
y)Xe 3aTBepLKeHOro BUpo6HUKa - NoAaHHA OHOBIEHOTO
cepTudikaTa BignosiaHOCTI EBponeiickbkiii hapmakonei Ne
R1-CEP 2014-173-Rev 00 (3aTBepaxeHo: RO-CEP 2014—
173-Rev 00) ana A®| gesnopaTtafvHy Bif 3aTBEpAKEHOro
BUpo6Huka Cadila Pharmaceuticals Limited, India; 3miHn |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
CtabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO Nikapcbkoro 3acoby (36iNbLUeHHs
TepMiHy NpuAATHOCTI FOTOBOrO NiKapCbKoro 3acoby) - Ans
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
TOProBOi yNakoBKW (MiATBEPMKYETLCA AAaHUMU PeaslbHOro
yacy) - 36iNbLUeHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby 3 2 pokiB A0 4 pokiB. BBeAeHHS 3MiH
NPOTAroM 6-TM MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHK 3 sIKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3Mipy
yNaKoBKM rOTOBOTO /iKAPCbLKOro 3acoby (BU/TyYEHHS
yNakoBKN NEBHOTO PO3MIpY) - BUNYHYEHHSA NakKyBaHHS in
bulk: no 10 TabneTtok y 6nictepi, no 10 6nictepis y
KOHTeliHepi; in bulk: no 100 Ta6neTok y KoHTelHepax
141. | XE/IMEKC® NMOpPOLLOK ANA TOB "Mosi Ykpaina BMPOGHULITBO 3a LLiBefiuapis/ | BHECEHHS 3MiH 40 peecTpaujiiiHuX maTepiastis: 3MiHu | Tuny 6e3 UA/15354/01/01
AHTUKONA HEO | opa/ibHOro po3yvHy Xenc" NOBHUM LMK/IOM: ITanisa - 3MiHK 3 AKoCTi. F0TOBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
3 JIMMOHHVM CMakoM Annekc ®apma CA, KOHTeliHep/3aKynoproBasibHWiA 3aci6 (iHLLi 3MiHW) -
no 4 r NopoLLKy B Llseiuapis; rapmoHisauii pefakLiii HanMcaHHA ynakoBku B MeTogax
cawe; no 10 cawe B nepBuHHe Ta KOHTPOJII0 AIKOCTI (B pO3Z4iNi «YnakoBka» Ta Ha TUTY/IbHIiA
KapTOHHIA KOpooLi BTOPWHHE CTOpIHL).
nakysaHHs: Slamn [itova pegakuis METOAWM KOHTPOJO AKOCTI
CaH Mpocnepo NIKAPCBKOI'O 3ACOBY YTAKOBKA
CMA, Itanis Mo 10 calle B KAPTOHHI KOPOO6L pa3oM 3 IHCTPYKUieo ans
Me[MYHOro 3aCToCyBaHHs. [ponoHoBaHa pefakuis
YIMAKOBKA Mo 4 r nopoLuky B calue; no 10 cawe B
KapTOHHI KOpo6Lji pa3oM 3 IHCTPYKLiE 4151 MeauyHOro
3aCTOCyBaHHSA
142. | XE/INMEKC® NOpOoLUOK ANs TOB "MoBi YkpaiHa BMPOBHULTBO 3a LLIBefiuapisi/ | BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasis: 3MiHu | Tuny 6e3 UA/15355/01/01
AHTUKONA HEO | opasibHOro po3ynHy Xenc" MOBHUM LK/TOM: ITanis - 3MiHK 3 AKoCTi. F0TOBUIA Nikapcbkuii 3acié. Cuctema peyenma
3 MaJINHOBUM Annekc ®apma CA, KOHTeliHep/3akynoptoBasibHWiA 3aci6 (iHLWi 3MiHW) -
CMakom no 4 r LBeliuapis; rapMoHi3adii pefakLiin HanucaHHs ynakoBkn B MeTogax
NMOPOLLIKY B catue; no nepBuHHE Ta KOHTPOJII0 SIKOCTI (B pO3A4iNi «YnakoBka» Ta Ha TUTY/IbHIi
10 cawe B BTOPWHHE CTOpIHL).
KapTOHHIA KOopooLi nakysaHHs: Jlamn Litouva pepakuia METOAU KOHTPOJTHO AKOCTI
Can Mpocnepo NIKAPCbKOIO 3ACOBY YMAKOBKA
CIA, Itanisa Mo 10 cale B KapTOHHI kOpoObLi pa3oM 3 IHCTPYKUiEo ANns
MeAMYHOro 3acTocyBaHHs. MponoHoBaHa pefakLis
YIMAKOBKA IMo 4 r nopoLuky B caLue; no 10 cale B
KapTOHHI KOpo6Lji pa3oM 3 IHCTPYKLIE 415 MeANYHOro
3aCTOCyBaHHSA
143. | XONIHY B'si3ka pignHa AT "dapmak” YkpaiHa BAB /INIAC NBT IHais BHECEHHS 3MiH 4,0 PEeECTPaLiiHNX MaTepiasliB: YTOUHEHHSA - UA/19547/01/01
ANNb®OCLEPAT (cybcTaHuis) y nTa HanucaHHA Ha3BU BUPOGHMKA B Hakasi MO3 YkpaiHu
KOHTelHepax Ne 1246 Big 18.07.2022 B npoueci peectpauii. Pefakuis
noslieTUNEHOBMX B Hakasi - BAB NIINIAC NPANBET MIMITE/, IHais. BipHa
ans peaakuisa - BAB NiNIAC NBT NTA, Iugis.
hapmaueBTUYHOro
3aCcTOCyBaHHSA
144. | LUETPOTIA® 0,25 | nopoLLoK Ta Apec TpeligiHr | LUBeiiuapi BMPOGHMK HimeuunHa/ | BHECEHHs 3MiH [0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/4898/01/01
Mmr PO3YMHHUK AN C.A. a Hepo3chacoBaHol PpaHuin/ - 3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTponb peyenmom
PO34MHY ANs1 iH'EKLIN npoaykuii, nepenHHe | HigepnaHan roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
no 0,25 wmr; 1 nakyBaHHs Ta cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
hNakoH 3 NMOPOLLUKOM KOHTPO/b SIKOCTi: nikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHa MOKa3HMKa AKOCTI
y KoMnaekTi 3 1 Bakctep OHKonomxi «PeyoBuHwM, Lo okucnoTbea» (E€sp.Papm./®apm.CLLA)
nonepegHL0 v6X, HimeuunHa; Ha MoKasHWK «3arasibHuil OpraHivyHuii ByrieLb»
3arnoBHEHUM PAPEBA TMAY 1, (Papm.CLUA) B cneuudpikauiil po3unHHUKa, Boga Ans
LINPULLOM 3 ®paHLia; BUPOBHMK iH'eKLLi, Y 3B'A3KY i3 OHOBMIEHHSIM MOHOrpadii <643>
PO34YMHHMKOM (BOAA Hepo3dacoBaHol ®apm.CLUA. Pa3om 3 TUM, NOKa3HWK «PeyoBUHH, L0
ANs iH ekujin) no 1 npoaykuii Ta OKMCNIOKTLCA», AKNIA Bignosigae Bumoram €sp.®apm
MA, 1 ronkow ans nepBuHHe 3anunwaeTbes 6e3 3MiH
pO34nHeHHs, 1 nakyBaHHS:
TO/IKOK [/15 iH EKULA ®APEBA MAY 2,
Ta 2 TamrnoHamu, ®paHLis; BTOPUHHE
NpPOCOYEHNMHN nakyBaHHs: A660TT
cnupTomMm, y Bionogxikans b.B.,
KOHTYpHilA HigepnaHgu;
YapyHKOBI BiANoOBiAabHNI 3a
ynakosLi; no 7 BUNyCK cepii: Mepk
KOHTYPHUX Xenckea KlraA,
YapyHKOBUX Himeyunna
ynakoBOK B
KapTOHHilA KOpo6Li
145. | LE®MA TabneTkn, BKpUTI CaHpo3 CnoseHis CaHpo3 'mM6X- ABCTpIst BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14864/01/02
NNiBKOBOIO dapmacbioTika Bupo6bHmnua TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuii 3aci6. Cuctema peyenmom
060/10HKO0, Mo 200 n3 a.a. LinbHUUA KOHTeliHep/3akynopoBa/ibHWii 3aci6. 3MiHa 6yab-sKoi
Mr no 10 TabneTok y AHTUWIHEKUIHI TN3 YaCTUHW MaTepiasny NepBUHHOT YyNakoBKK, L0 HEe KOHTaKTye
6nictepi; no 1 a6o 2 Ta XimiuHi Onepadii 3 rOTOBMM JliKapCbKnM 3ac060M (Hanpuknag, Konip
6nictepu y KyHanb (AIXO N3 KPULLEYOK 3 KOHTPO/IEM MEPLLOro BiAKPUTTS, KOMIp
KapTOHHIA KOpooLi KyHA/1b) KOA0BWX Kiflelp Ha aMnynax, KoHTeiHepa 4715 ronok (pisHi
BMAM NnactmacK) (3miHa, sika He BM/IMBae Ha KOpoTKy
XapaKTepUCTUKY NiKapCbKOro 3acoby) BHECEHHS 3MiHV A0
po3giny 3.2.P.7. «Cructema KoHTeiiHep /
3aKynoprBa/IbHWI 3acib», a caMe 3MiHa y YacTuHI
maTepiasny NepBUHHOT yNakoBKK, LLIO HE KOHTaKTye 3
roTOBUM NiKapCbKMM 3aCO60M: NOKPUTTA A1 HAHECEHHS
LPYKY Ha asTlOMIHIEBIN (honb3i gns 6nictepy, Wo MICTUTb
HITPOLLe/110103y 3MIHIOETHCA Ha MOKPUTTS, LLO HE MICTUTb
HITPOLIeN0N103M. A TaKOX He3HaYHa pefaKkTopcbka npaska
LLIOAO Ki/TbKOCTI TVNIB H6/ICTEPHOI yNnakoBKu, Lo
BUKOPWUCTOBYETLCS.
146. | LMNPAMIN TabneTku, BKpUTI Nynabek [JaHis EypocpiHc Biodhapma [aHis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/2210/01/02
NNiBKOBOIO Ekcnopt A/C MpopgakT TecTiHr - 3MiHU Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom

060/10HKO10, No 20
Mr; no 14 TabneTok

[enmapk A/C, OaHis
(BunpobyBaHHs 3a

hapmakoHarnagy. BHeceHHs abo 3miHa(1) [0 3060B'A3aHb
Ta YMOB BuAayi peecTpaLiiniHoro NocBig4yeHHs, BKIYaym

y 6nicTepi; no 2 NOKa3HNKOM MnaH ynpasniHHA py3nkamu (iHLWi 3MiHK) HagaHo
6nictepu B "Mikpo6ionoriuHa OHOBJ/IEHWIA MNaH ynpaBniHHA pu3ukamm Bepcis 5.0, 3MiHK
KapTOHHI/ KopoobLi yucrora"); X. BHeceHo Ao yactuH: Il moayni Cl «Enigemionoris nokasaHb
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
Nynpbek A/C, faHis [0 3acTocyBaHHSA Ta uinbosa(i) nonynauis(i)», CV
(BMPOGHULTBO «MicnapeecTtpaviiihnin goceig» CVII «lgeHTudikoBaHi Ta
Hepo3hacosaHOro NOTEHLiVHI pu3ankn», (CVII.2.1) VII «JdoaaTtku» y 38’'A3KY 3
NPOAYKTY , BHECEHHAM iH(hopMmaLii WoAo nepernagy Baxanemx
nepBuHHE Ta npo6nem 3 6e3neku
BTOPVHHE
nakyBaHHS, BUNYCK
cepiif)
147. | YEBPELUIO Tpasa no 40 r abo MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/2343/01/01
TPABA no 50 r y naykax 3 "NikTpasun" TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenma

BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauyi; no1,5ry
QinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauyuj 3 BHYTPILHIM
nakeTom

KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (iHWwi 3miHK) CynyTHA 3MiHa -
3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbKoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpMKEHNX MeToAax BUNPOOyBaHHS)
BHeceHHs 3MiH o Cneuudikauii Ta MeTogjiB KOHTPO/H0
AKOCTI J13, a caMe: BHECEHHS 3MiH 3a N. «Maca BMicTy
ynakoBku» 3aTBepmkeHo Cneundmkauma Macca
coaepxmmoro ynakosku MNpu paccacoske no 50 1 - ot 47,5
[0 52,51 Ana ogHO ynakoBKu, CpeaHsast Macca
COEPXMMOro AecaTn ynakoBok ot 49,2 r o 50,8 r, npun
pacdpacoske no 40 r- ot 38,0 go 42,0 r N5 ofHoOM
yMakoBKW, CPefHAS Macca COAEePXMMOro ecATu ynakoBoK
o1 39,36 1 0o 40,64 r MeToAbl KOHTPONSA KavyecTBa Macca
cogepxmmoro ynakosku MNpu paccacoske no 50 1 - ot 47,5
[0 52,51 Ans ogHO ynakoBKu, cpeaHsast Macca
COEPXMMOro AecAaTn ynakoBok ot 49,2 r o 50,8 r; npu
pacdpacoBke no 40 r - ot 38,0 go 42,0 r N5 ofgHoi
yMakoBKW, CPefHAS Macca COAEePXMMOro ecATu ynakoBoK
oT1 39,36 r fo 40,64 r. 3anponoHoBaHo Creumdikavis
Maca BwmicTy ynakoBku Mpu po3dacosui no 50 r - He
MeHLWe 47,5 r ans ogHIiel ynakoBKku, cepeHs maca BMICTy
LECSTU YNakOBOK — He MeHLwe 49,2r, npu po3cacosui no
40 1 - He meHLwe 38,0 T 415 OfHIET yNnakoBKu, cepeHs
Maca BMICTY AeCsATU yNakoBOK — He MeHLue 39,36r.
MeToan KOHTpOono skocTi Maca BmicTy ynakosku Mpu
po3cpacosui no 50 r - He MeHLwWwe 47,5 1 AN ofHiel
ynakoBKu, cepefiHa Maca BMIiCTYy [eCATN YNakoBOK — He
MmeHLue 49,2r, npu po3dacosui no 40 r - He MeHwe 38,0 1
NS OfHIET yNakoBKu, CepefiHsi Maca BMICTY AecATn
ynakoBOK — He MeHwe 39,36r.




116

B.o. l'eHepanbHOro gupekropa Ainpekropary
chapmaueBTUUHOrO 3abe3nevyeHHA IBaH SAABOPHINX
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