MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

30 kBiTHA 2025 poKy Ne 755

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peectpaliii (repepeecTpaiiii) JiKapcbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pepakuii nmocraHoBu Kabinety MinicTpiB Ykpainu Bifg 26 kBiTHs 2024
poky Ne 529), a63aily ABaflATh I’STOr0 MiANyHKTY 12 TyHKTY 4 ITono)KeHHs TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poky Ne 267 (B pejakiiii 1OCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 10 TIOfaHi Ha [Iep)KaBHY  peecTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TNPOBeJAeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 eheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jlep>KaBHOI peectpaljii (mepepeectpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPY JiKapChKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JmiKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rigHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOTI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif, 30 KBiTHA 2025 poky Ne 755

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | AAEMTA niogpinizat gns TOB Ykpaina yorPna MEMLINH TypeuunHa peecTpauis Ha 5 pokis 3a He UA/20829/01/01
pO34nHYy A5 iH'EKUINA "YOPN[, INAY CAH. BE peyenmom nionsieae
no 400 mr y cpnakoHi 8 | MEANLINH" TIOK. A.LL. Pestome MYP Bepcisa 2.0 gofaeTbes.
KOMNAekTi 35 mn MepioanyHICTb NOAAHHS PErynsipHO
pO34MHHMKA B amnyii; OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
5 dhnakoHis 3 o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
nioghinizatom ans 3aTBEPIKEHOro Haka3om MiHicTepcTea
PO34nHYy A5 iH'EKUINA OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
Ta 5 amnyn 3 2006 poky Ne 898, 3apeecTpoBaHoOro B
PO3YMHHUKOM Y MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
KOHTYPHIli YapyHKOBIi poky 3a Ne 73/13340 (y pefakuii Hakasy
ynakoBLi; 1 KOHTypHa MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
yapyHKoBa ynakoska y 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
KapTOHHIA KopoobLi 3riHO 3i CTpOKaMK, 3a3HaYeHNMU Y
nepioaNYHOCTI NOJaHHA peryssipHUX 3BiTiB 3
6e3neku.
2. | KUCEHb ras y 6asoHax ToBapucTBO Ykpaina KOHTPOJ1b SAKOCTI: Ykpaina peecTpauis Ha 5 pokis 3a He UA/20830/01/01
MEAWNYHUIN o6'emom 1,5n,2n, 3 3 ToBapucTBO 3 peuyenmom nionsieae
FA30MNOAIBH | n,5n,10 1,40 1,50 1 | obmexeHoto obmexeHoro MepiognyHicTb NOAaHHA perynspHo
nin abo 3 rasucpikaTopis Bignosiganb Bi4NOBIfANbLHICTIO OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
KpioreHHnx HiCTIO dipma o Mopsaaky 34iicHeHHs dhapMakoHarisay,
"MEAIKA- "KpioreHcepsic", 3aTBEpAXEHOro Hakasom MiHicTepcTea
FA3" YKkpaiHa,; OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
BUPOBHULTBO 2006 poky Ne 898, 3apeecTpoBaHoOro B
roToBOro MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007

nikapcbKkoro 3acoby,
cepTudikauis cepiii:
ToBapucTBO 3
06MeXeHOI0
BiANoBiAa/IbHICTIO
"MEAOIKAN-TA3",

poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioaNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
YKpaiHa
3. | NAUCKIT Tabnetku NTO®APMA ITanis NODPAPMA C.N.A ITania peecTpaList Ha 5 pokis 3a He UA/20831/01/01
cybniHrsasibHi 300 AO C.NA peyenmom nidnsieae
abo 1000 AO; Pe3stome nnaHy ynpasiHHA pu3vkamn
Tabnetku Bepcia 0.2 gopaeTtbes. MepioAnyHICTb
cy6niHreanbHi Ne40: NOAAHHA PEryssipHO OHOBJIIOBAHOTO 3BITY 3
10 Tabnetok no 300 6e3neku, BignoBigHo ao Mopaaky
AO (1 6nictepHa 3[iiCHeHHs1 hapMakoHariaay,
ynakoBka) Ta 30 3aTBEpAKEHOro Hakasom MiHicTepcTBa
Tabnetok no 1000 AO OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
(3 6nicTepHi ynakoBku) 2006 poky Ne 898, 3apeecTpoBaHOro B
Y KapTOHHIli KopobLi; MiHicTepcTBi tocTuuii Ykpainm 29 ciuns 2007
Tabnetku poky 3a Ne 73/13340 (y pefakuii Hakasy
cybniHrBasibHi Ne70: MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
10 Tabnetok no 300 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
AO (1 6nicTepHa 3riAHO 3i CTpOKaMK, 3a3HaYeHNMU y
ynakoBka) Ta 60 nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
Tabnetok no 1000 AO 6e3neku.
(6 6nicTepHux
yNakKoBOK) Y KapTOHHiIl
Kopobui
4. | nokcumaon pO34MH A4 iH'ekuUi 15 TOB Ykpaina yopng MEANUNH TypeyuunHa peecTpauis Ha 5 pokis 3a He UA/20832/01/01
mr/1,5 mn, no 1,5 mn B «YOPN[ INAY CAH. BE peyenmom nionsizae
amnyni, no 3 amnynny | MEANLIH» TIOK. A.LL. Pe3tome nnaHy ynpasniHHA pu3mkamu
KOHTYPHIli YapyHKOBIi Bepcia 3.0 gogaetbes MepioAnyHiCTb
ynakoBLij; no 1 nofaHHA perynsapHoO OHOBJ/IHOBAHOTO 3BITY 3
KOHTYPHIli YapyHKOBIi 6e3neku, BignoBsigHo Ao Mopagky
yMaKoBLji B KAPTOHHIl 3[iicHeHHs1 hapMakoHariaay,
Kopobui 3aTBepXeHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
5. | MEKCITEK PO34MH ONs iH'EKUIN, MpuBatHe YkpaiHa MpuBatHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/20833/01/01
50 mr/mn; no 2 mn B akuioHepHe akuioHepHe peyenmom niosnsieae
amnyni, no 5 amnyn y TOBapuUCTBO TOBapuUCTBO Pestome MYP Bepcisa 0.2 gofaeTbes.
6nictepi, no 2 "Jlekxim- "Jlekxim-XapkiB" MepioAnyHICTb NOAAHHS PErYNSiPHO
6nicTepy B navui abo Xapkis" OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO

no 5 mn B amnyni, no 5
amnyn y 6nictepi, no 1
6nicTepy B naui

[0 Mopagky 3ailicHeHHa chapmakoHarnsay,
3aTBEPIXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuHs 2007




n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

MYNbTUBIK
2 MMOnbIn
KANIO

PO34MH AN
remogianisy /
remodinbTpaLii, no
5000 mn y cuctemi
[1BOKaMepHOro MiLlka;
no 2 MiLKn Y
KapTOHHIA Kopoo6Li

dpeseHiyc
Mepgukan
Kep
Loliunang,
M6X

HimeuuunH
a

®peszeHiyc Meavkan
Kep doitunaHg,
6X

HimeuunHa

PeecTpauist Ha 5 pokis

Pestome MYP Bepcia 1.1 gogaetbes.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3iiHO 3i CTpOKaMu, 3a3HaYeHNMmN y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/20834/01/01

NANABEPUH
y
rAPOX/IOPU
A

PO34UH AJ151 iH'EKLLNA,
20 mr/mn no 2 mn B
amnyni; no 10 amnyn y
naJi 3 KapToHy

TOB
"®APMACE
"

YKpaiHa

TOB "®APMACEN"

YKpaiHa

peecTpaList Ha 5 pokis

Pe3stomMe nnaHy ynpas/iHHA pu3nkamu
Bepcia 0.3 gopaeTtbes. MepioAnyHICTb
NoAaHHA PerynsipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku, BignoBigHo o Mopaaky
3[jicCHeHHs1 hapMakoHarsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/20835/01/01

NMPOMTYC®

cuporn, 30 Mr/5 mn, no
100 mn a6o no 200 mn
y CKIsiHOMY ch/1aKoHi 3
KPULLKOKO 3 KOHTPOMEM
nepLLOoro BigKpUTTS.
KoxeH thriakoH y
KapTOHHIA ynakoBL,i
pa3om 3 Wwnpuuem-
[03aTopoM 06’emoM 5

TOB
"I'nepdapm
nTat

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

peecTpauis Ha 5 pokis

Pe3tome nnaHy ynpasniHHA pu3mkamm
Bepcia 0.4 popaetbes. MepioAnyHICTb
NoAaHHA PeryssipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoeigHo fo Mopsaky
3[iiCHeHHs1 hapMakoHarisay,
3aTBEpXeHoro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Big 27 rpyaHs

3a
peuyenmom

He
nionsieae

UA/20836/01/01




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
M/1 Ta aganTepom ans 2006 poky Ne 898, 3apeecTpoBaHOro B
wnpuya, no 100 mn MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
a6o no 200 mny poky 3a Ne 73/13340 (y pefakuii Hakasy
CKNsiHOMY hN1aKoHi 3 MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
KpWLLKOIO 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
HeJoCTYMHO AN 3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
BIAKPUTTA AiTbMU. nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
KoxeH thnakoH y 6e3neku.
KapTOHHIiA ynakoBL,i
pasom 3 Wwnpuuem-
[osatopom 06’emoM 5
M/ Ta agantepom Ans
wnpuua
9. | PUNPOHAT PO34UH O151 iH'EKLLNA, TOB YkpaiHa yopng MEANLUNH TypeyuunHa peecTpaList Ha 5 pokis 3a He UA/20838/01/01
100 mr/mn, no 5 mny «YOPNA INAY CAH. BE peyenmom nionsizae
CKNsHi amnyni, no 5 MEONLIH> TIOXK. A.LLL. Pestome MYP Bepcis 1.1 gogaerbes.
amnyn B KOHTYpHIl MepioguyHICTb NOAAHHS PerynsipHo
YapyHKOBIl ynakoBLyi; OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
M0 2 KOHTYpHI o Mopsaaky 34iicHeHHs dhapMakoHarasay,
YapyHKOBi YNakoBK/ B 3aTBEPAXEHOro Hakas3oM MiHicTepcTea
KapTOHHI Kopobui OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
10. | TANNDPATPEK | Tabnetku,BKpUTI Makneopc IHais Makneopc IHais peecTpauist Ha 5 pokis 3a He UA/20839/01/01
C-E NiBKOBOK 060/10HKOK | PapmacbioT PapmacbloThKanc peyenmom niosnsieae
no 200 mr/25 wmr, no 30 nKasnc NimiTen Pestome nnaHy ynpasniHHA py3nkamu
TabneTok y prakoHi, Niviten Bepcisa 02 gopaetbes. MNepiognuHicTb
no 1 donakoHy B nofaHHA perynsapHoO OHOBJ/IIOBAHOTO 3BITY 3
KapTOHHIA ynakoBL,i 6e3neku, BignoBigHO Ao Mopsaky
3AiiCHEHHS (hapMakoHarnsay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMN Y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
11. | TEHO®OBIP TabneTkn, BKPUTI MaiinaH IHais MaiinaH IHais peecTpaList Ha 5 pokis 3a He UA/20841/01/01
y NAiBKOBOIO JlabopaTtopis JlabopaTtopis peyenmom nidnsieae




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
ANA®EHAMI | o6onoHkoto, 25 mr; no Nimiten Niviten Pe3stome nnaHy ynpasiHHA pu3nkamn
A 30 TabneTtok y Bepcia 1.0 gopaeTtbes. MepioAnyHiCTb
donakoHiM pasom 3 nofaHHsA perynsipHo OHOB/IOBAHOTO 3BITY 3
0AHVMM abo ABOMa 6e3neku, BignoBigHo Ao Mopaaky
KOHTelHepamu, Lo 3AiicHeHHs hapMakoHarnagy,
MiCTATb OCyLUyBaY; No 3aTBEpAXEHOro Haka3om MiHicTepcTBa
1 donakoHy B OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
KapTOHHIlA KopooLi 2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku
12. | ®EPBIBEH po34MH Ans TOB YkpaiHa yorPna MESMLUNH TypeuunHa peecTpauis Ha 5 pokis 3a He UA/20840/01/01
BHYTPILLUHbOBEHHMWX «YOPN[ INAY CAH. BE peyenmom nionsizae
iH'ekuiin, 100 mr/5 mn MEANLH> TIOK. A.LL. Pestome MYP Bepcisa 0.5 gogaetbes.

no 5 My CKNsHii
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLi B KAPTOHHIN
Kopobui

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3ifiHO 3i CTPOKaMu, 3a3HaYeHNMm y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3

6e3neku.

B.o. Haua/IbLHUKAa
dapmaleBTUYHOr0 YNPaB/IiHHSA

Onekcanap I'PINEHKO




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOTI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 30 kBiTHA 2025 poky Ne 755

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3assHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayiliHo2o
nocsi0YeHHs

ANbBEHAA3O0/-
DAPMEKC

Tabnetku no 400 mr
no 1 tabnetui B
6nictepi; no 1 a6o 3
6nictepu B navui

TOBAPUCTBO
3
OBMEXXEHOIO
BIAMOBIOANTBH
ICTIO
«KOPMOPALIA
«300POB'A»

Ykpaina

TOB
"®APMEKC
reymn"

YkpaiHa

MepepeecTpauis Ha HeEOObMeXeHNI
TEepMiH.

OHoB/1eHO iHhopMaLito B IHCTpYKLUiT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3gini "MNo6ivHi peakuii” woa0
3BiTyBaHHS NPO NOGiYHI peakLii.
Pe3tome nnaHy ynpasniHHA pusmkamu
Bepcis 2.0 goaaeTbes.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxkuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK y NepiognyHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsieae

UA/18312/01/01

AOAHABIP

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 400
Mr; no 60 TabneTok
Y KOHTelHepi; no 1
KOHTEliHepy y
Kopoo6Li

[eTepo /1a63
Nimiteq

IHAjA

[eTepo /1a63
Nimiteq

IHaisA

MepepeecTpavis Ha HeobMeXeHUiA
TEPMiH.

OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3sginax "®apmakonoriyHi
BnacTuBocTi", "MpoTmunokasaHHs",
"B3aemogis 3 iHWKMKN NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aeMoOgIii",
"Oc06/1MBOCTI 3aCTOCYBaHHS",

3a
peyenmom

He
nionsieae

UA/17519/01/01




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

"3acTocyBaHHsA y nepiog BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTb BnvBaTu
Ha LWBWAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCNOPTOM abo iHLWUMK
MexaHismamu”, "Cnoci6 3acTocyBaHHA Ta
fosn", "[OiTn" (yTouHeHHs iHdopmadii),
"MepepnosyBaHHs", "Mo6iyHI peakui™
BiANOBIAHO A0 iHGhopMaLi Woao
MeZMYHOro 3aCToCyBaHHA pediepeHTHOro
nikapcbkoro 3acoby (PREZISTA® film
coated tablets).

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 gopaeTbeA
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.

AAHABIP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 600
Mmr; no 60 TabneTok
Y KOHTelHepi; no 1
KOHTEliHepy y
Kopoo6ui

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

MepepeecTpauis Ha HeEOOMeXeHNI
TEPMiH.

OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginax "®apmakonorivHi
BnactusocTi", "Moka3aHHs" (YTOYHEHHS
iHcbopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMW NliKapCbKUMun
3aco6amMu Ta iHLWi BUAY B3aeMOgIIA",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTb BnMBaTu
Ha LWBWAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCNOPTOM abo iHLWUMK
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta
fo3n", "[OiTn" (yTouHeHHs iHdopmadii),
"MepepnosyBaHHs", "Mo6iyHI peakui™
BiANOBIAHO A0 iHGhopMaLi Woao
MeJMNYHOro 3aCTOCyBaHHA pediepeHTHOro
nikapcbkoro 3acoby (PREZISTA® film
coated tablets).

Pestome nnaHy ynpasiHHA pu3mkamu

3a
peyernmom

He
nionsieae

UA/17519/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Bepcis 2.0 gopaeTbesA
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 30pPOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.
4. | AANTOMILUWNH- niodgpinizosaHuii Mictpan Kenitan AHrnis KOHTPO/Ib SKOCTI Icnanis/ MepepeecTpauis Ha HeobMexeHui 3a He UA/18452/01/01
BICTA MOPOLLIOK ANs MeHepKMeHT cepii (kpim ITanis/ TEPMiH. peyenmom nionsizae
PO34UHY A5 iH'EKLLlA NimiTen Mikpo6ionoriuin | HigepnaHau OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
a60 iHdysin no 350 X MOKa3HWKIiB) Ta MEeAMYHOro 3aCTOCYBaHHS NikapCbKoro
mr, 1 donakoH y BiANOBIgaIbHNI 3acoby y po3aini "Cnocib 3acTocyBaHHS Ta
nauui 3a BUMYCK cepii: [031" BignoBigHo Ao iHhopmauii Wwoao
MEZLIYEM, C.A., MEeAUYHOro 3aCToCyBaHHsA ped)epeHTHOro
Icnanis; nikapcbkoro 3acoby (Cubicin 350 mg and
BUPOGHULTBO 500 mg powder for solution or infusion ), a
nikapcbkoro Takox y posgini "Mo6iuHi peakyji" wono
3acoby, B&X/IMBOCTI 3BiTyBaHHS NPO MOGIYHI
nepBuHHe Ta peaxuii.
BTOPUHHE Pestome nnaHy ynpasniHHA pu3mkamu
naxkyBaHHs, Bepcis 1.1 goaaetbes.
KOHTPO/b AKOCTI MepiogUyHICTb NOAAHHS PerynsipHo
cepil: OHOBJIHOBAHOrO 3BiTY 3 6e3MeKu,
XIKMA ITANIA BiANOBIAHO A0 MopsAaky 3A4iACHEHHS
C.N.A,, ITanis; hapMakoHarnsgy, 3aTBepxeHoro
BTOPWHHE Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
nakyBaHHs: Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
MIKIHE ®APMA, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
C.A., IcnaHisi; Ykpainun 29 ciuHs 2007 poky 3a Ne
BTOPUHHE 73/13340 (y pepakuii Hakaly MiHicTepcTBa
naxkyBaHHs: OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs
Yoanak 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
Higepnangw, CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
B.B., noJaHHA perynsipHuX 3BiTiB 3 6e3neku.
Higepnangu
5. | OANTOMIUNH- niodpinizoBaHuii MicTpan Kenitan AHINIA KOHTPO/b AKOCTI IcnaHis/ MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/18452/01/02
BICTA NopoLUOK ANs MeHemXMeHT cepii (kpim ITania/ TEPMiH. peuyenmom nionsieae
PO34nHy A5 iH'EKLI Niviteq Mikpob6ionoriynn | HigepnaHgm OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans

abo iHdysiii no 500
Mr, 1 dpnakoH y
nauuj

X MOKa3HuWKiB) Ta
BiANOBIgaIbHNIA

3a BMNyCK cepil:

MeAMYHOro 3acToCyBaHHA NikapCbKoro
3aco6by y po3gini "Cnocib 3acTocyBaHHA Ta
[03v" BignoBsigHo Ao iHdopmauii woao
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MEQAIYEM, C.A,, MeZMNYHOro 3aCTOCYBaHHs peddepeHTHOro
IcnaHis; nikapcbkoro 3acoby (Cubicin 350 mg and
BUPOBHMLTBO 500 mg powder for solution or infusion ), a
nikapcbkoro TakoxX y posgini "MobiuHi peakyji" wono
3acoby, BaX/IMBOCTI 3BITYBaHHS NPO NO6IYHI
nepBuHHE Ta peakuyjii.
BTOPVIHHE Pestome nnaHy ynpasniHHS pusnkamu
naxkyBaHHs, Bepcia 1.1 gofaeTbes.
KOHTPO/Ib AKOCTI MepiognyHiCTb NOAAHHA PerynsipHo
cepii: OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku,
XIKMA ITANIA BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
C.M.A., Itanis; thapmakoHarnagy, 3aTBepxeHoro
BTOPVIHHE Haka3oMm MiHicTepcTBa OXOPOHW 340POB’A
naxkyBaHHs: Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
MIKIHT ®APMA, 3apeecTpoBaHoro B MiHicTepcTsi ocTuLi
C.A., IcnaHis; Ykpainu 29 ciuHs 2007 poky 3a Ne
BTOPWUHHE 73/13340 (y pegakuii Hakasy MiHicTepcTBa
nakyBaHHs: OXOPOHU 340pOB's YKpaiHu Bif 26 BepecHs
Yoanak 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
Higepnanaw, CTpoKamu, 3a3Ha4eHMK Y NepiognIHOCTI
B.B.,, NoAaHHA PerynspHyX 3BiTiB 3 6e3neku.
Higepnanan
6. | ABALE 200 TabneTtky Wwmnydi, no MpAT Ykpaina E ®apma ITania MepepeecTpalis Ha HEOOMeXeHUIA 6e3 nionsieae UA/18138/01/01
200 wr; no 20 "®GapmMaLeBTUyH TpeHTo C.N.A. TEPMiH. peyenma
Tabnetok y Ty6i; no a chipma OHoBneHo iHhopMmaLito B IHCTpyKLii ans
1 1y6i B nayw,i "OapHnus” MeAMYHOro 3acTOCyBaHHSA NikapCbKoro

3acoby y posginax "®apmMakonorivHi
BNacTMBOCTI" (YTOYHEHHS iHchopmawii),
"B3aemogisa 3 iHWKMMKU NiKapCbKUmu
3acob6amu Ta iHLWi BUAY B3aEMOgIIA",
"3acTocyBaHHs y nepios BariTHOCTi abo
rofyBaHHs rpyaar” (YTOYHEHHs
inchopmawuii) BignosigHo Ao iHdhopmauii
pedhepeHTHOrOo flikapcbkoro 3acoby
FLUIMUCIL MUCOLITICO, 200mg, a
Takox po3gin "MobiuHi peakuii" 4ONOBHEHO
iHhopMaLieto LLoA0 3BITYBaHHS Npo
no6iyHi peakwji.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 1.1 gofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi locTuuji
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y peakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHMK Y NepiognIHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

EMTPILUTABIH
TEHO®OBIP

TabneTkn, BKpUTI
060/10HKO10; in bulk:
no 1000 Tabnetok y
KOHTeliHepi

FETEPO JIAB3
NIMITEL

IHais

FETEPO JIAB3
NIMITEL

IHais

MepepeecTpavis Ha HeobMeXeHui
TEePMiH.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 2.1 fofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi locTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxkuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK Y NepiognIHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.

He
nionsieae

UA/13858/01/01

EMTPILUTABIH
TEHO®OBIP

TabneTku, BKpUTI
060/10HKot0; No 30
Tabnetok y
KOHTeliHepi; mo 1
KOHTEliHepy B
KapTOHHI/ KopoobLi

FETEPO JIAB3
NIMITEL

IHAjA

FETEPO JIAB3
NIMITEL

IHAjA

MepepeecTpavis Ha HeobMeXeHUiA
TEPMiH.

OHOB/EHO iHGopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby B po3ginax "dapmakonoriyHi
BractmsocTi", "lMoka3aHHA" (YTOUHEHHS
iHbopmawuii), "MpoTunokasaHHs",
"B3aemogis 3 iHWKMMKN NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aEMOgi",
"Oco61MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rofyBaHHs rpyaat”, "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii”
Bi4NOBIAHO A0 iHGhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Truvada
(Emtricitabine and Tenofovir disoproxil
fumarate) tablets, 200 mg/300 mg), a
TakoX OHOBJ/IEHO iHhopMaLiito B po34ini
"Mo6iuHi peakyji" iIHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3aco06y 040 BaX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

Pestome nnaHy ynpaBniHHS pusnkamu
Bepcisa 2.1 gogaerbes.

3a
peyenmom

He
nionsieae

UA/13859/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku,
BifNOBIAHO A0 MOpPsAAKY 34jiCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKn y NepioanyHoCTI
nofaHHA perynsipHnX 3BiTiB 3 6e3neku.

9. | KUCEHb ras y 6asioHax [ouipHe Ykpaina BignosigansHuii YkpaiHa MepepeecTpalis Ha HEOOMeXeHUIA 3a He UA/18225/01/01
MEANYHWUIA o6'emom1n,2n,3 nignpveMCTBO 3a BUNycCK cepil: TEPMiH. peyenmom nionsizae
FA30MNOAIBHUA | n,5n,6n,8n,10 «Meccep [JouipHe OHoBnEeHo iHhopMaLito B IHCTpyKLii ans

n,20n,40n,50n,y YKpaiHa» nigNPUEMCTBO Me[MYHOro 3aCTOCYBaHHSA NiKapCbKOro

rpynax 6as1oHis "Meccep 3acoby y po3gini "OcobmBocCTi

o6'emom 480 n1 (40 n Ykpaina", 3acTocyBaHHS" BignoBigHO Ao iHdhopmauii

x 12), 600 n (50 n x YkpaiHa,; 3 6e3nekun 3acTocyBaHHA AitoH0i pevoBUHU

12), 640 n (40 n x MoBHWI UMK a Takox po3gin "MobiuHi peaxw,ii”

16), 720 n (40 n x BMPOGHMLITBA, [OMNOBHEHO iHhopMaLli€to LWoao

18), 800 n (50 n x 3a BUHATKOM 3BiTyBaHHS NPO NOGIYHI peakLii.

16), 800 n (40 n x BUMYCKY Cepii: MepiognyHiCTb NOAAHHA PerynsipHo

20), 840 n (40 n x [JouipHe OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3neku,

21), 1050 n (50 n x nigNpPUEMCTBO BiANOBIAHO A0 MopsAaKy 34iACHEHHS

21), y meranakax C4 "Meccep hapMakoHarnsay, 3aTBepLKeHoro

(4 x 150 n), C6 (6 x Ykpaina", Haka3om MiHicTepcTBa OXOPOHW 340P0B’s

150 n) Ta 3 YkpaiHa,; Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,

rasundikatopis MpusatHe 3apeecTpoBaHoro B MiHicTepcTsi locTuLji

KpiOreHHmX akujioHepHe Ykpainu 29 ciuHs 2007 poky 3a Ne
TOBapucTBo 73/13340 (y pegakuii Hakasy MiHicTepcTBa
"XapkiBCbKuii OXOPOHU 340POB'st YKpaiHu Bif 26 BepecHs
aBTOreHHWI 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

3aBofg”, CTpOKamu, 3a3Ha4eHMK Y NepiognIHOCTI
YKpaiHa NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
10. | NEPFECAH Tabnetku no 0,75 CaH IHais CaH IHais MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/17362/01/01

Mr, Mo 2 Tabnetkny | ®apmacbloTukan dapmMacbloTuKas TEPMIH. peyenmom nionsizae

6nictepi, no 1 IHAacTpi3 IHpacTpi3 N74. OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans

6nictepy y NimiTen MeAMYHOro 3acTOCyBaHHSA NikapCbKoro

KapTOHHIiA ynakoBL,i

3acoby B po3ginax "dapmakonoriyHi
BnacTmsocTi", "Cnocib 3acTocyBaHHsA Ta
nosn”, "Oitn" (peparyBaHHs), "Mo6iyHi
peaxuii” BignoBigHoO A0 iHhopmMauii Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHUX
nikapcbknx 3acobis (Postinor Uno, 1.5 mg
tablets; Plan B®, 0.75 mg tablets. B
YKpaiHi 3apeectpoBaHi sk ECKAME/,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Tabnetku, 1,5 mr; MOCTUHOP, Tabnetku,
0,75 wmr).

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 3.0 goaaeTbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34jiACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.

11.

NEPreCAH

Tabnetkv no 1,5 wr,
no 1 Tabnetuiy
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBL,i

CaH
dapmacboTuKa
IHoacTpi3
Nimiten

IHais

CaH
dapmMacbloTUKan
IHpacTpi3 14,

IHais

MepepeecTpauis Ha HeEObMeXeHNI
TEPMiH.

OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3sginax "®apmakonorivHi
BnacTmsocTi", "Cnoci6 3acTocyBaHHA Ta
nosn", "Oitn" (peparysaHHs), "MobiyHi
peakuii" BigNoBigHO A0 iHhopMmau,ii Wwoao
MeAMYHOro 3acTOCyBaHHA pethepeHTHNX
nikapcbkmx 3acobis (Postinor Uno, 1.5 mg
tablets; Plan B®, 0.75 mg tablets. B
YkpaiHi 3apeectpoBaHi sk ECKAIME/,
Tabnetkn, 1,5 mr; MOCTUHOP, Tabnetku,
0,75 wr).

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 3.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3Mneku.

3a
peyerimom

He
nionsieae

UA/17362/01/02

12.

NIrATO®

Kancynu Teepgi no
75 Mr, no 7 kancyny

Megokemi NTA

Kinp

nepBuHHe Ta
BTOPVHHE

Kinp

MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH
OHOB/EHO iHhopMaLilo y po3ginax

3a
peyenmom

He
nidnsieae

UA/18107/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
6nictepi; no 3 nakyBaHHs: "Oco611BOCTI 3acTOCyBaHHS",
6nictepn y Mepgokemi NTA "3acTocyBaHHs y nepios BariTHOCTi abo
KapTOHHili KOpo6Li (3aBog AZ), rogyBaHHs rpyaaro”, "MobivHi peakuii”
Kinp; IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHS
BMPOGHMLTBO nikapcbKoro 3acoby BignoBigHO A0
roToBOro pedyepeHTHOrO JliKapCbKOro 3acoby
nikapcbkoro Nipuka, kancynu no 75 mr, 150 mr a6o 300
3acoby, Mr, Ta y po3gini "®apmakoTepaneBTuyHa
KOHTPO/1b SIKOCTI, rpyna" (YTOYHEeHHs BifgnoBigHO f0
BUWMYCK Cepii: MiXHapoAHoi knacudikauii kogis ATC
Mepgokemi NTA BOO3).
(LleHTpasbHwit
3asog), Kinp Pe3stome nnaHy ynpasniHHA pu3nkamn
Bepcia 1.0 gofaeTtbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi tocTuLji
Ykpainu 29 ciuyHs 2007 poky 3a Ne
73/13340 (y pegaxkuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMK Y NepiognyHOCTI
noJaHHA perynsipHuX 3BiTiB 3 6e3neku.

13. | NNIFATO® Kancysm Teepai no Mepokemi 1T/, Kinp nepBuHHEe Ta Kinp MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/18107/01/02
150 mr no 7 kancyn BTOPWHHE OHOB/EeHO iHhopMaLito y po3ainax peyenmom niosnsieae
y 6nicTepi; no 3 nakyBaHHS: "Oco6/1MBOCTI 3aCTOCYBaHHSA",
6nictepu y Mepokemi NTA "3acTocyBaHHs y nepios BariTHOCTi abo
KapTOHHIA KOpooLi (3aBog AZ), rofyBaHHs rpyaaro”, "MobivHi peaxuii”

Kinp; IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
BVPOGHMLTBO nikapcbKoro 3acoby BifgnoBigHO A0
roToBOro pedyepeHTHOrO0 JiKapcbKoro 3acoby
nikapcbkoro Nipuka, kancynu no 75 mr, 150 mr a6o 300
3acoby, Mr, Ta y po3gini "®apmakoTepaneBTuyHa
KOHTPO/Ib SIKOCTI, rpyna" (YTO4HeHHs BiANOBIAHO A0
BUWMYCK Cepii: MiXHapoAHOI knacudikauii kogis ATC
Megokemi NTA BOO3).
(UeHTpanbHuii
3asog), Kinp Pe3tome nnaHy ynpasniHHA pu3mkamu

Bepcia 1.0 gogaeTtbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 3A4iiCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHM 340pPOB’s
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.
14. | NIFATO® Kancynu Teepgi no Mepokemi T/, Kinp nepBuHHE Ta Kinp MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH 3a He UA/18107/01/03
300 mr no 7 kancyn BTOPUHHE OHOB/EHo iHhopMaLito y po3ginax peyenmom nionsizae
y 6nicTepi; no 3 nakyBaHHs: "Oco611MBOCTI 3aCTOCYBaHHSA",
6nictepn y Megokemi NTA "3acTocyBaHHSA y nepiog BariTHOCTi abo
KapTOHHIA KOopoo6Li (3aBog AZ), rogyBaHHs rpyaar”, "rMobivHi peakuii”
Kinp; IHCTPYKLiT AN191 Me4NYHOr0o 3aCTOCYBaHHS
BUPOBHMLTBO niKapcbKoro 3acoby BiANOBIAHO A0
roToBOro pedhepeHTHOrO flikapcbkoro 3acoby
niKkapcbKoro Nipuka, kancynu no 75 mr, 150 mr a6o 300
3acoby, Mr, Ta'y po3gini "®apmakoTepanesTuyHa
KOHTPO/Ib SIKOCTI, rpyna" (YyTO4YHEeHHs BignoBigHO fo
BUNYCK cepil: MiXXHapoaHOI Knacudikauii koais ATC
Megokemi NTA BOO3).
(UeHTpasnbHuii
3aBog), Kinp Pestome nnaHy ynpasniHHA pyu3nkamu
Bepcis 1.0 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3Mneku.
15. | MEPAJIIC®ALABA | cnpeiil HazasbHWiA, Appax- Xopsaris AapaH- Xopsaris MepepeecTpauis Ha HEOOMeXeHUIA 6e3 nionsieae UA/17967/01/01
HC po3uuH 0,05 %, no [aneHcbkui [aneHcbkni TEPMiH. peyenma
10 mn y dprakoHi 3 Na6opaTopiii Na6opaTopiii OHOBAEHO iHhopMaLito y po3ginax
[03yo4nM a.n. a.a. "Oco6nnBocCTi 3acTocyBaHHA", "Cnocio
NpPUCTPOEM, no 1 3acTocyBaHHs Ta fosun", "MobiuHi peakwii"
chnakoHy y HCTPYKLUT 4719 MeAMYHOro 3aCTOCYBaHHSA

KapTOHHIA KOpooLi

nikapcbKoro 3acoby wwoao 6e3neku
3aCTOCyBaHHSA Aitoy0l PeYOBUHM.

Pestome nnaHy ynpaBniHHS pusnkamu
Bepcis 1.2 gogaerbes.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku,
BifNOBIAHO A0 MOpPsAAKY 34jiCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKn y NepioanyHoCTI
nofaHHA perynsipHnX 3BiTiB 3 6e3neku.

16.

MEPANIC®ALBA

HC

cnpeii HasaslbHUiA,
po3uunH 0,1 %, no 10
My h/1aKoHi 3
[03yH0UnM
NPUCTPOEM, no 1
chnakoHy y
KapTOHHIA KOpooLi

AppaH-
[aneHcbkmit
Na6opaTopiii
a.n.

Xopsaris

AppaH-
[aneHcbkmit
Na6opaTopiii
A.8.

Xopsaris

MepepeecTpalis Ha HEOOMeXeHUIA
TEPMiH.

OHOB/EHo iHhopMaLito y po3ginax
"Oco6mBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fosun", "MobiuHi peakwyii"
IHCTPYKLUT 4719 MeANYHOro 3acTOoCyBaHHSA
nikapcbKoro 3acoby wWwoao 6e3neku
3aCTOCYBaHHS Ait040Tl PEYOBUHM.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 1.2 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3Mneku.

6e3
peyenma

nionsieae

UA/17967/01/02

17.

Of-TAM

Kancynm
NPOIOHTOBaHOI Aji,
0,4 wr, no 10 kancyn
y 6nicTepi, no 3
6nictepn y
KapTOHHIA Kopoo6Li

Aypob6iHa0
Papma /114,

IHais

AypobiHao
dapma Jlimiteg, -
tOHIT VII

IHAis

MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH
OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y po3sginax "®apmakonoriyHi
BnactmsocTi”, "lMokazaHH:A"
(peparyBaHHs), "B3aemogis 3 iHWNMUK
nikapcbkumu 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta go3n", "TMobiuHi
peakuii” BignoBigHO A0 iHGopMaLii
pedyepPEHTHONO J1iKAPCbKOro 3acoby

3a
peyenmom

He
nionsieae

UA/17510/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

(OMHIK®, kancynu 3 moandikoBaHUM
BMBINIbHEHHAM, TBepAi, Mo 0,4 Mr), a Takox
y po3gini "Mo6iyHi peakuii” woao
B&X/IMBOCTI 3BiTYBaHHS NPO MOOGIYHI
peaxuii.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 AoaaeTbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iRCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.

18.

OHIXENN

nak gns Hirtie
nikyBanbHuit, 50
Mmr/Mn no 2,5 mn abo
no 5 mn y chnakoHi
pasom 3
CNMPTOBUMM
cepBeTkamu,
nuaoYkaMu gns
OUULLEHHS Ta
annikatopamu gns
HaHeCeHHs naky B
KapTOHHI navui

Benyno, niku Ta
KocmeTuka, A.4.

Xopsaris

BVPOGHMLTBO
roToBOro
niKkapcbKoro
3acoby,

KOHTPO/1b AKOCTI:

LaHenb
Megikan
AHniviTeq,
Komnai,
IpnaHgjs;

KOHTPO/b AKOCTI
Ta BUNycK cepii:
Benyno, niku Ta
KOCMeTuka, 4.4.,
Xopsartis

Ipnangis/
XopBartis

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
OHoBneHo iHhopMmaLito B IHCTpyKLii ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gaini «MokasaHHs»
(3aTBEpAXKEHO: «[PUOKOBI YpPaXKEHHS HIrTiB
6e3 ypaxeHHs1 MaTpuKcy (Big, nerkoro Ao
MOMIPHOrO CTYNeHs!), CPUYNHEHI
aepmatodyitamu, ApiKAKOBUMN Ta
NAiCHABUMM rprubKamm». 3anpornoHoBaHo:
«[lns nikyBaHHSA OHIXOMIKO3iB 6e3
YP@KEHHS HIrTbOBOr0 MaTpPUKCy
(oHixocTpoMa) sk nepLua NiHia Tepanii») Ta
po3ginax «®apMakoorivyHi BAacTUBOCTI»
(yTOo4YHeHHs iHchopmawii), «OcobnmnBocCTi
3aCToCyBaHHs», «3acToCcyBaHHs Yy nepiog,
BariTHOCTi abo rofyBaHHs rpyaato»
(yTouYHeHHs iHchopmawii), «Cnoci6
3aCTOCyBaHHSA Ta [031» (YTOUHEHHSN
iHchopmauii), «JiTn» (YTOUHEHHS
iHchopmawii), «Mo6iyHi peakuii» BiANOBIAHO
00 iHdopmaLii pedhepeHTHOro nikapcbkoro
3acoby Jlouepun, nak Ans HirtTie
NiKyBa/lbHWI, a TaKOXX BHECEHO pedakuiliHi
npasKL, A0 po34iny «YnakoBkKax.
Pestome nnaHy ynpasniHHA pusmkamu
Bepcis 1.1 goaaetbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOIO 3BiTYy 3 6e3neku,

6e3
peyenma

nionsieae

UA/17914/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHA

Homep
peecmpayitiHo2o

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

BiANOBIAHO A0 Mopsaky 34iRCHEHHS

Bionycky

nocsi0OYeHHs

3acoby

ynakoska)

MAT

YkpaiHa

dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHsa perynsapHuX 3BiTiB 3 6e3neku.
nepepeecTpawisi TepMiHOM Ha 5 pokiB

3a

He
nionsieae

UA/18256/01/01

19.

OCMOJ/TAN®D

pO3unH ANs iHQy3il,
no 200 mn, 400 mny
nAsLWKax
(dbnakoHax)

TOB
"APTEPIYM
nTar

Ykpaina

"ranuudapm”

OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby B po3gisiax "3acTtocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”,
"Mo6iyHI peakui” BigNOBIgHO A0
iHdhopmauii pechepeHTHOro nikapcbKoro
3acoby (CTEPO®YHAWH ISO, po3umnH
ANs iHgy3ill), a TaKoX OHOB/IEHO
iHdhopmaito B po3gini "Mob6ivnHi peaxuii”
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby LWoA0 BaX/IMBOCTI
3BiTYBaHHS NPo NoGiYHI peakwyii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis 1.0 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnMKN y NepioanyHOCTI
nofaHHsA perynsipHunX 3BiTiB 3 6e3MneKu.
MepepeecTpauis Ha HEOOMeXeHUIA

peyernmom

3a

He
nionsieae

UA/18295/01/01

20.

PUMPOHAT

Kancynu TBepai no
500 wmr, no 15
Kancyn y 6nictepi,
no 4 6nictepu y
KapTOHHI/ KopoobLi

TOB «YOP/IA
MEONLMH»

YkpaiHa

YOPN[,
MEAMLIH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

TEPMiH.

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHA NiKapCbKOro
3acoby B po3ginax
"®apmakoTepanesTuyHa rpyna. Kog ATX "
(wopno Ha3Bu 6e3 3MiHn kogy ATX),

peyenmom

"dapMakonoriyHi B1acTueocTi”,
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n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

"MokaszaHHs", "MpoTrnnokasaHHsa", "Cnocio

3acTocyBaHHA Ta fo3un”, "MobiyHi peakuir”

BiANOBIAHO A0 iHdopMmaL,ii pethepeHTHOro
nikapcbkoro 3acoby (MIJIAPOHAT®,
Kancynu Teepgi no 500 Mr), a Takox

OHOB/IEHO iH(hopMaLito B po3aini "Mo6GiyHi
peakuii" IHCTPyKUiT 418 MeanyHoro

3acTocyBaHHS Nikapcbkoro 3acoby Wwoao
Ba&X/IMBOCTI 3BITYBaHHSA NPO MOOGIYHI

peakuji.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 1.1 gopaetbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMN y NepiognyHOCTI
nofaHHa perynsapHuX 3BiTiB 3 6e3neku.

UA/18075/01/01

21.

XNOPrekCcnanH

po3unH Ans
30BHILUHBOrO
3acrtocyBaHHs 0,05
%, no 100 mny
chnakoHax
nosiMepHux 3
ypeTpasibHO
Hacagkowo, nolny
dhnakoHax
nonimMepHux, no 5 n
y KaHicTpax
noniMepHux

TOB "ME/JJ/IEB"

Ykpaina

TOB "MEAJIEB"

YkpaiHa

MepepeecTpauis Ha HeEOOMeXeHNI
TEepMiH.

OHoB/1eHO iHhopMaLito B IHCTPYKLT Ans
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3aini "Cnocib 3acTocyBaHHS Ta
003" (yTouHeHHs iHchopmavii) Ta B
po3gini "Kateropis Bignycky" 3MiHeHO
cTaTyC Ha peLenTypHUA 415 ynakoBku
o06'emom 571
Pe3tome nnaHy ynpasniHHA pu3mkamu
Bepcia 1.0 gogaeTtbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaky 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3[0pOB's YKpaiHu Bif 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i

Mo 100 mn
manmnola-
6e3
peyenma.
Mo 5n-3a
peyenmom

He
nionsieae
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1

CTPOKaMW, 3a3HAYEHUMU Y NEPIOAUYHOCTI
NoAaHHS perynsipHuX 3BiTiB 3 6e3Meku.

B.o. HauanLHUKA

dapmalreBTUYHOr0 yNpaB/IiHHSA

Onekcanpap I'PIHEHKO




ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 30 kBiTHA 2025 poky Ne 755

JIIKAPCBKHMX 3ACOBIB (MEJVNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10O JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky mMyBaH | peecmpayiliHo20
3acoby ynakosKa) Hs nocBiO4Y€eHHs
1. | D- NOPOLLIOK MPAT Ykpaina XKemxiaHr XXoyLuaH KuTai BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | - UA/14327/01/01
FNMIOKO3AMIHY | (cy6eTaHuis) y "®ITODA MyTyo KCiHKCIHr TMny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
riAPOXNMOPUA | nakeTax Pm* dapmac Ko., /114, Ta/abo agpecu 3as8BHMKa (B/1aCHUKA pPEECTpaLiiiHOro
nonieTuIeHoBmX noceig4yeHHs). 3MiHa MiCLLe3HaX0MKEHHS 3asiBHUKA
ans
chapmaLeBTUYHOro
3acToCcyBaHHsA
2. | ABPONI® Tabnetkn no 30 mr, TOB Ykpaina BMPOBHMLTBO, YkpaiHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 nionsie UA/9928/01/01
no 10 TabneTok y "TNEADA nepBuHHE NakyBaHHS, IHais TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma ae
6nictepi; no 2 PM NTA" BTOPVHHE NaKyBaHHS, 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii

6nictepn y
KapTOHHI ynakoBLi

KOHTPO/b SKOCTI,
BUNYyCK cepii
abo
BTOPUHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BUNYCK cepii npoayKuii
i3 in bulk:

TOB "KYCYM ®APM",
YkpaiHa,;
BMPOGHMLITBO,
nepBrHHE MakKyBaHHs,
BTOPUHHE NaKyBaHHSA,
KOHTPO/b SKOCTI,
BUNYyCK cepii
abo
BMPOGHMLITBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHAjs

(BKIIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (3mMeHLeHHs 1o 10 pasiB) - 3MiHa
PO3Mipy cepii roTOBOrO /liKkapcbkoro 3acoby. Jioua
pefakuisi: po3mip cepii ans Bupo6Huka TOB "KYCYM
$®APM": 1 000 000 Tabnetok, 1 500 000 TabneTok.
MponoHoBaHa pefakLis: po3mip cepii A4ns BUPOGHMKa
TOB "KYCYM ®APM": 1 000 000 Tabnetok, 1 5 00
000 Tabnetok. Po3mip cepii aAns Bupo6Huka KYCYM
XENTXKEP MBT NTA: 200 000 TabneTok. 3miHn |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
3MiHU Yy BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA /15 YaCTUHU abo
BCbOr0 BMPOGHWYOTrO MPOLECY roTOBOro MiKapCbKoro
3acoby ([inbHMLS, Ha AKili NpoBOAATLCA OyAb-AKi
BMPOGHMUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIIO0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTePUSIbHUX NiKapCbKnX 3acobiB) -
CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKMii
3aci6. 3miHM y BUpo6HMLTBI. 3aMiHa abo BBeAEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (4ibHMUSA 418 BTOPUHHOMO NakyBaHHS) - 3MiHU
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 718 YacThHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(4iNbHULA 0N NEPBUMHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOro Brpo6Huka KYCYM XENTXKEP
MBT NTA, IHgis, BigNoOBiAabHOTO 3a BUPOGHMLTBO
npogykuii in bulk. 3MiHK BHECEHO B iHCTPYKL,it0 ANns
MeAUYHOro 3aCToCyBaHHA y po34inn "BUpo6HUK" Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBaKEHHS Or0 AisNbHOCTI" y 3B'A3KY 3 BBEAEHHAM
[04aTKOBOro BUPOOHMKA Ta SK HACNifoK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOrO /liKApCbKOro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, LU0 BignoBigae 3a
BBE3€eHHs Ta/abo BuUMyck cepii) - Bkaouaroun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOro BUPo6HMKa TOB «KYCYM ®APM»,
BiAANOBIA&UILHOrO 3a BUNYCK Cepii, BKIH0Yaoun
KOHTPO/b SKOCTi 3 METOI ONMTUMI3aLii BUPOOGHMLTBA.
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3acToCyBaHHSA y po3ainn "BupobHuk” Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBaKEHHS Or0 AisNbHOCTI" y 3B'A3KY 3 BBEAEHHAM
[04aTKOBOro BUPOOHMKA Ta SK HACNifoK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOIO /liKapCbKOro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, LU0 BignoBigae 3a
BBE3€eHHs Ta/abo BuUnyck cepii) - Bkatovaroun
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS
anbTepHaTUBHOIO BUpo6HMKa KYCYM XENTTXKEP
MNBT ATA, IHgis/ KUSUM HEALTHCARE PVT LTD,
India BigNOBIAa/ILHOIO 3a BUMYCK Cepii, BKIH0YaKun
KOHTPO/b SIKOCTI 3 METOI ONTUMI3aLii BUpobHMLUTBA.
BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW) - BBEAEHHA TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby An1a [0AaTKOBOro BUPOGHMKa
nikapcbkoro 3acoby. BBefeHHS 3MiH NpoTArom 6-tu
MicALiB NicnsA 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(8iNbHMLA AN BTOPUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOIO BUPo6HMKa TOB «KYCYM ®APM»,
LLIO 3AiICHIOE BTOPVHHE MakKyBaHHS NPoAyKUii i3 in
bulk, BurotosneHoi BupobHukom KYCYM XENTXKEP
NBT T4/ KUSUM HEALTHCARE PVT LTD B IHgji.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
3. | ABPO/I® Tabnetkn no 30 mr, TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/20651/01/01
in bulk: Ne3600 "TNEQPA NBT NTA, peecTpaLlis 4oAaTKOBOI ynakoBku y doopmi in bulk.
(10x360): no 10 PM NTA" BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
TabneTok y 6nictepi; 3aTBEPKEHHS.
no 360 6nicTepiB y
KapTOHHI KOopoo6Lli
4. | AADPEHANIH- po3uunH ans iH'ekuin, | TOBAPUC Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/A761/01/01
3400POB'A 1,82 mr/mn no 1 mn TBO 3 06MexeHo TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
B amnyni; no 10 OBMEXE BiANOBIAAILHICTIO KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
amnyn y KapTOHHIl HOKO "papmMaueBTNYHa napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
Kopob6ui; no 1 mn B BIANOBIA KoMnaHis "3gopos'a” rOTOBOrO Jlikapcbkoro 3acoby (iHLwi 3miHW). CynyTHS
amnyni; no 5 amnyn AJbHICT 3MiHa - 3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
y 6nicTepi; no 2 10) KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
6nictepy B «KOPMNOP MeToAax BUNPOGYyBaHHSA rOTOBOrO JliKapcbKoro 3acoby
KapTOHHIi kopobLyj; ALIA (iHWi 3mMiHM Yy MeTogax BUNpo6byBaHb (BKIOUaUM
no 1 mn B amnysi; «310POB 3amiHy ab0 fOMOBHEHHS)) - 3MiHM Y cneymdikayii Ta
no 10 amnyn y "A» MeToAax KOHTPOJIt0 AKOCTi FOTOBOrO /iKapCbKoro
6nictepi; no 1 3acoby 3a nokasHvkamu «laeHTudikawis»,
6nictepy B «CynpoBigHi AOMiLLKM», «KiflbKiCHE BU3HAYEHHS»
KapPTOHHI KOpoOL
5. | ASUTEP® Kpanni o4Hi, po3unH, | JJABOPAT PpaHLin NNABOPATYAP ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/16891/01/01
15 mr/r; no 250 mry YAP TEA IOHITEP MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom

0[1HOA,030BOMY
KOHTeliHepi, no 6
0[HOA,030BMX
KOHTelHepiB y calwle,
Ne6 (1 cawwe) y
KapTOHHI KOpOOL;

3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/UYaUM NPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
rOTOBOrO J1ikapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BUpo6HULTBa). HesHauHa 3miHa y npoueci
BMPOGHULTBA: 3MiHA Ha3BW QINbTPIB, WO
BUKOPVCTOBYIOTLCS NPU BUTOTOB/IEHHI FOTOBOIO
NPOAYKTY — ApYry «cTepunisytody tinbTpauiio 0,22
MKM>» neperiMeHOBaHO Ha «Apyry pe3epBHy cuctemy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cTepunisauiiiHoi dpinbTpauii». 3miHn | Tuny - 3miHn 3
sKocTi. FoToBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B NPOLECi
BUPOBHMLTBA). BUyuyeHHS HecyTTEBOro
BMNPO6YBaHHS B npoveci BUpobHuuTea /13 —
BUAAIEHHS NEePEeBipKN LIAICHOCTI APYroro pe3epBHOro
cTepunisaduiiHoro goinbTpa Ha eTani IV. 3miim | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(mopasaHHA HOBOTrO MeTOAYy BUMPOOYBaHHA Ta
[ONyCTUMMX MeX). 3MiHa BUpaXKeHHs pe3y/bTaTiB
TecTyBaHHs 6ioHaBaHTaxeHHsA 3 KYO B Mn Ha KYO BT
Ha eTani Il B npoueci BupobHuuTea /13. To6To Mexa
6ioHaBaHTaXeHHs 3anponoHoBaHo «< 10 KYO/100 r»
3amicTb «< 10 KYO/100 mn».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0NyCTUMMX MeX, BCTAHOBMIEHUX Y crieuudikaLisx, nig
Yyac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(OofaBaHHA HOBOro MeToAy BUNPO6yBaHHA Ta
JonycTumux Mex). flogaBaHHsA TecTy Ha
6ioHaBaHTaxeHHs Ha eTani |ll Ha novatky 36epiraHHs
nepeg, CUCTEMOI0 pe3epBHOI CTepu/i3aLiiHoT
inbTpauii («< 10 KYO/100 r»). 3MiHu | Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNPObyBaHb abo AONYCTUMMX
MeX, BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA FOTOBOTO /1iKAPCbKOro 3acoby
(OofaBaHHA HOBOro MeToAy BUNPO6yBaHHA Ta
JonycTumux Mex). flogaBaHHsA TecTy Ha
6ioHaBaHTaxeHHs Ha eTani |l nepeg cucremoto
pe3epBHOI cTepunisauiiiHoi dinbTpauii 0,22 Mkm
HanpuKiHLUi 36epiraHHs (HanpuKiHLi eTany 3anoBHEHHS)
(«< 10 KYO/100 r»).

ASUTEP®

Kpani O4Hi, PO34uH,
15 mr/r; no 250 Mry
0[}HO[J030BOMY
KOHTeliHepi, no 6
0HOA,030BMX
KOHTEliHepiB y calue,
Ne6 (1 cawe) y
KapTOHHIA Kopoo6Li

NABOPAT
YAP TEA

dpaHLis

NABOPATYAP
IOHITEP

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO NiKapCbKoro 3acoby (4,0MNOBHEHHS
cneumdikalii HOBUM NOKA3HMKOM 3 BifNOBIgHNM
MeTOOM BUNPOOYBaHHS) - JOMNOBHEHHS cneuudikawii
HOBUM MOKa3HWKOM "HeBuaumi yacTtku ", 3rigHo EP.,
2.9.53, (meTogal) 3 BiANOBIAHMM METOA0M

3a
peyenmom

UA/16891/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
B/MNPOGYBaHHS
7. | AKBA CMPEN cnpeii HazasbHUiA, MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsie UA/17924/01/01
OKCI Ao3osaHuii 0,05% "XIMPAP "XIMGAPM3ABO/, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma ae
no 10 mn y dpnakoHi M3ABO[, "UEPBOHA 3IPKA" Ta/abo agpecu 3asBHMKA (B/1aCHUKA pEECTpaLiiiHOro
noniMepHomy 3 "YEPBOH noceifyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKA.
posnuasayem A 3IPKA" TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
HasasibHuMm; no 1 3aTBEpPMXEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHN.
dhnakoHy B navui 3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYaoun AiNbHULI
BMNYyCKy cepii abo MicL,e NpoBeAEeHHS KOHTPO/IO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK cepiii). 3MiHa
HaliMeHyBaHHs BUpPO6HUKa [/13.
3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"BUpPOBHUK" Ta "MicLe3Haxo4KeHHA BUPOOHUKaA Ta
agpeca Micus NpoBaKEHHS 0o AisNIbHOCTI" Ta 5K
HacnifokK - y BiANOBiAHI PO34in TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKOBKY JliKapCbKOro
3acoby. TepmiH BBeAEHHS 3MiH NPOTSArom 6 MicsiLis
nicns 3aTBepAKEHHS.
8. | AKTEMPA® PO34UH NSt iH'EKLA, TOB Ykpaina Brvpo6HMuTBO HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13909/02/01
162 mr/0,9 mn; 4 «Poww Hepo3cacoBaHol LLBeiuapis TUny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y peyenmom
nonepeaHLo YkpaiHa» NPOAYKLiT, NepBUHHE meTogax BunpobysaHHa APl abo BUXIAHOTO
HanoBHEHNX nakyBaHHs!, KOHTPO/Tb matepiany/npoMixXHOro NPoAyKTy/peareHTy, Lo

wnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHIA Kopoo6Li

B NpOLECi
BMPOGHMLITBA,
BUNPOBYBaHHA Ha
CTEPW/IbHICTb Ta
bakTepianbHi
€eHA0TOKCUHN: BeTTep
Papma-dPepTuUryHr
v6X i Ko KT,
HimeuunHa,
BunpobyBaHHs Ha
CTEPW/ILHICTL Ta
bakTepiasibHi
€HJO0TOKCUHM,
Bi3yasIbHWI KOHTPO/Tb
B NpoLeCi
BMpOGHUMLTBA: BeTTep
Papma-depTUryHr
M6X i Ko KT,
HimeuuunHa; BetTep
Papma-depTUryHr
M6X i Ko KT,
HimeuunHa,;

BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBA AP (iHLUi
3MiHM Y MeTofax BUNPo6yBaHHS (BK/IOUaUM 3aMiHy
abo onoBHeHHS) APl abo BMXiAHOrO/MPOMIXXHOrO
nNpoaykTy) - A0AaBaHHA MeToay Y®-cnekTpockonii 3a
Haxu1/IoM 5K a/lbTEPHATUBHOIO [0 NOTOYHOMo Y®-
MeToay 3 (DiKCOBAHOK AOBXMHOIO LUAAXY A1A
BM3HAYEHHS BMICTY 6iflka B aKTVBHIl cybcTaHuil
Touunizymany.

BBegeHHs 3MiH NpoTArom 6 MicauiB nicns
3aTBEPAKEHHS - 3MiHU | TURy - 3MiHM 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpo6yBaHHs
rOTOBOrO /liKapCbKoro 3acoby (iHLi 3MiHW y MeToaax
BMMNpo6yBaHb (BK/IOYaoUM 3aMiHy abo AONOBHEHHS))-
[oflaBaHHA MeToAy Y P-cneKkTpockonii 3a HaxXnnoMm sk
a/IbTEPHATUBHOIO A0 MNOTOYHOro Y®-metoay 3
(hiKCOBAHOIO JOBXWHOIO LWAXY A1 BUSHAYEHHS
BMICTy 6inka B ['/13. BBeieHHs 3MiH NpoTArom 6
MicALiB NicNsA 3aTBEPA)KEHHS
3MiHn | TUny - 3MiHM 3 akocTi. A®l. BUpo6HMUTBO.
3MiHM BMNpO6yBaHb abo A0NYCTUMUX MEX Y NPOLECi
BMPO6HMLUTBA ADI, L0 BCTAHOB/EHI y cneumdikalisx
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BizyanbHuii KOHTpPOsTb (BUYYEHHS HECYTTEBOIO BUNPOBYBAHHS) BUTyYEHHS
B MpoLieci TecTyBaHHsA /1P Ha nentocnipy A1 KOHTPO/IO B
BMpOGHULTBA: BeTTep npoveci BUpo6HULTBA aKTUBHOT cybcTaHLil
dapma-depTUryHr Toumnisymaby. BeegeHHs 3MiH MpoTsrom 6 micauis
'M6X i Ko KT, nicnsa 3aTBepAXeHHs
HimeuuunHa; BToprHHe
nakyBaHHS,
BUNPOBYBaHHSA
KOHTPOO AKOCTI (Kpim
BUMPOOYBaHHA Ha
CTepPUSIbHICTb Ta
H6akTepianbHi
€HA0TOKCUHM), BUMYCK
cepii: ®.XohdmaHH-
Na Pow NTa,
LLIBeliLapis
9. | AIEP3VH TabneTkn, BKpUTI 3AT YropwuHa | 3AT ®apmaueBTUYHWIA YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/9862/01/01
NAiBKOBOO dapmaves 3aBog ElC TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
060/10HKOI0, M0 5 Mr TUYHWUIA Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
no 7 Tabnetok y 3aB0[, BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
6nictepi; no 1 abo ErIC

no 2 6nictepu B
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nicTepi; no 1, abo
no 2, aéo no 3
6nictepu B
KapTOHHIA KopooLi

NpOBeLEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBiaHOCTIi EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY [0CkbE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[OCBLE) - 3MiHW Y 3B'A3KY 3 pilUeHHAM ypsaay [HAjT,
CTBOPEHO HOBUIA aAMIHICTPaTUBHUIA paioH
AHakananni, SKuii BKoUMB Y cobi psg, iHLWKX paioHiB.
Bupo6bHuya ainbHuua APl neBoLeTnpusnHy
avrigpoxnopug supobruka "TPAHYNEC IHOIA
NIMITEL", IHAiA He 3MiHIOBana CBOro
MicCLie3HaXOKeHHS, ane po3TalloBaHa B paioHi
"BilwakxanatHam", iKW 3MiHUB Ha3BYy Ha
"AHakananni", omke Bigbynacb agMiHicTpaTVBHa 3MiHa
afpecy. BupobHuya AinbHULA Ta yci BUpoBHUUI
onepauii 3a/mwatTbCs He3MiHHHUMN. [litoya
pepakuis: TPAHYNEC IHAIA NIMITEL, Ingjs /
GRANULES INDIA LIMITED, India (4insHka Ne8,
xaBaxapnan Hepy ®apma CiTi, ceno Tagj,
MapaBaga MaHgan, paiioH BiwakxanatHam, AHAXpa
Mpagew — IHAIA / Plot No.8, Jawaharlal Nehru
Pharma City, Tadi Village, Parawada Mandal,
Visakhapatnam District — 531019, Andhra Pradesh -
INDIA). MNponoHoBaHa pegakuis: FTPAHYNEC IHOIA
NIMITEA, IHais / GRANULES INDIA LIMITED, India
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
(OinsHka Ne8, hxaBaxapnan Hepy ®apma Citi, ceno
Tagi, NapaBaga MaHpan, paiioH AHakananni, AHaxpa
Mpagew — IHAIA / Plot No.8, Jawaharlal Nehru
Pharma City, Tadi Village, Parawada Mandal,
Anakapalli District — 531 019, Andhra Pradesh -
INDIA)
10. | ANTOKIH- niogpinizat gns TOB'"Tb- | depepatn MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/8668/01/01
AlNb®A PO3YUHY AN151 iH'EKLLIIA DPAPMA" BHa YkpaiHa,; TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1,0 wmr; Ans Pecny6nik TOB "®3 hapmakoHarnsgy (iHwi 3MiHn) - 3MiHW BHECEHO Y
BMpOGHMKa MpAT a "BIOPAPMA" YkpaiHa; TEKCT MapKyBaHHS NepBUHHOI (M. 6) Ta BTOPMHHOI (M.
"BIO®APMA", HimeuunH AN «<EH3VM» 16, 17) ynakoBKM NiKapcbKoro 3acooby.
YkpaiHa, m. Kuis: 3 a YkpaiHa
amnynu 3

niocpinizaTtom y
KaceTHill KOHTYpHIli
YapyHKOBIli
ynakosui; no 1
KaceTHill KOHTYpHIli
YapyHKOBIli ynakoBLji
y nautli 3 KapToHy;
Ans BupobHnka TOB
®3 "BIOPAPMA",
YKpaiHa, Kuiscbka
06n., m.bina
LlepkBa: 3 donakoHn
3 niodpinizatom y
KaceTHill KOHTYpHIli
YapyHKOBIli
ynakosui; no 1
KaceTHill KOHTYpHIli
YapyHKOBIli ynakoBLji
y nauuj 3 kKapToHy; 3
amnynu 3
niogpinizatom y
KaCETHIlA KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 1
KaCETHIlA KOHTYpHIlA
YapyHKOBIli ynakoBLyi
y naulj 3 KapToHY.
[ns BupobHuka A
"EH3uM": 3 dhnakoHu
3 niogpinizaTtom y
KaCETHIlA KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 1
KaCETHIlA KOHTYpHIlA
YapyHKOBIli ynakoBLii
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
y nauli 3 KapTOHY
11. | AMENIBY po3uuH ans iH'ekuin, | CAMCYHI | Pecny6nik BUPO6HMLTBO /13; ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20540/01/01
10 mr/mn; chiakoH 3 BIOENIC a Kopes NnepBUHHE NakyBaHHS; Cnony4eHi TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6opocunikaTHOro KO., NTA. KOHTPO/Ib SKOCTi Npn LWTaTtn thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
ckna tiny | 3 BUMYyCKy cepii 3a AmepuKm nofaHHs perynsipHo OHOB/IHOBAHMX 3BITIB 3 6e3neku
ryMOBOO MPOGKO nokasHnkamm (CLA)/ NiKapcbKnx 3ac06iB - 3MiHN y YacTOTi Ta gaTax
Ta a/IloMiHIEBUM «EHOOTOKCHUHM» Ta IpnaHgis/ noAaHHs PerysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
KOBMaykoM 3 «CTepubHICTb»: Benbrisi/ [itova pegakuisn: Yactota nogaHHs perynsipHo
Kpuwwkoto flip-off; no MaTeoH Itania C.n.A,, HigepnaHgmn OHOB/IOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHueBa gara
1 donakoHy B ITanis; kKOHTpoNb 0N BKNOYeHHA faHux o PO3B - 30.06.2025 p. faTa
cTaHgapTHoO- SAKOCTI NPV BUMYCKY nogaHHs - 08.09.2025 p. NponoHoBaHa pefakuis:
€KCMOPTHIli ynakoBLi cepii 3a BCiMa YacToTa nogaHHsa perysisipHO OHOBJ/THOBAHOIO 3BITY 3
B KQpPTOHHI kopobuj noKasHuKamu, oKpiM 6e3nekn 3 poku. KiHueBa fata A5 BKIIOYEHHS JAaHnX
NOKa3HVKiB 0o PO3b - 05.10.2025 p. Aata nogaHHsa - 03.01.2026
«EHOOTOKCUHM» Ta p. PekomeHao0BaHO [0 3aTBEPAKEHHS BIANOBIAHO A0
«CTepUsbHICTbY; NepioANYHOCTI NOAaHHA PEryNAPHO OHOB/IIOBAHUX
KOHTPO/b AKOCTi Npu 3BITIB 3 6e3neku nikapcbkmx 3acobis y €C.
BMBYEHHI CTabiNbHOCTI
3a BCiMa
NOKa3HUKaMU:
€BpochiHc JlaHKacTep
Na6opaTopis, IHK,
CnonyuyeHi WTatn
Awmepukn (CLUA);
KOHTPO/b SAKOCTi Npun
BMNYCKY cepii 3a BCiMa
noKasHuKamm, oKpiM
NOKa3HWKiB
«EHA0TOKCUMHU» Ta
«CTepubHICTb»;
KOHTPO/b SAKOCTi Npun
BMBYEHHI CTabiNbHOCTI
3a BCiMa
NOKa3HUKaMMU:
€spodiHc Biochapma
MpopakT TecTiHr
Alienenp Nivites,
Ipnangis;
BTOPUHHE MaKyBaHHS:
ExecTis Benbpxiym
HB, Benbrisi; Bunyck
cepii: CamcyHr bioenic
H/1 B.B., Hinepnanamn
12. | AMITPUNOTUNI po3unH ans iH'ekuin, | TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/5160/02/01
HY 10 mr/mn no 2 mn B TBO 3 BMPOGHMLITBA, UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom nionse
riAPOXNOPUA | amnyni; no 5 amnyn OBMEXE KOHTPO/b SIKOCTI, 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo ae
-3H y 6nicTepi; no 2 HOKO BUNYCK cepil: CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIHO AKOCTI
6nicTepun y KopobL; BIANOBIA ToBapuCTBO 3 roTOBOrO JlikapcbKoro 3acoby (3amiHa abo goaaBaHHsS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 2 M1 B amnyni; ANbHICT 06MEXEHO BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
no 10 amnyny 10) BiANOBiAA/IbHICTIO BUNycK cepii) - He BkIovaroumn
Kopo6Li; no 2 Mn B «KOPIMOP "XapkiBCcbke KOHTpONb/BMNPO6YBaHHA cepii. flogaBaHHA yHKLT
amnyrni; no 10 amnyn AlUIA thapmaueBTUYHe BUMYCK Cepii BXe 3aTBepAXeHOMY BUPOOHWMKY:
y 6nicTepi; no 1 «340POB nigNpPUeEMCTBO ToBapuCTBO 3 0OMEXEHOI0 BiAMNOBIfAILHICTIO
6nictepy y Kopobui "HA» "3p0poB'a Hapoay" "®apmaveBTMyHa komnania "3gopos'a” (YkpaiHa,
YkpaiHa; 61013, XapkiBCcbka 06/1., MiCTO XapkiB, By LA
BCi cTagii LLleBueHka, 6yAMHOK 22), Akuii BignoBiaae 3a BCi cTagii
BMPOGHULITBA, BMPOGHULITBA, KOHTPO/b SIKOCTI. BBEAEHHA 3MIiH
KOHTPO/b SKOCTI, NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |
BUNYCK cepil: My - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta
ToBapucTeo 3 hapmakoHarnagy (iHwi 3MiHn).
0bMexeHot OHOB/1EHO TEKCT MapKyBaHHSA MepPBUHHOI Ta BTOPUHHOT
BiANOBiA&IbHICTIO ynakoBKM NiKapcbKoro 3acoby, a came BUIyYeHO
"papmMaLeBTnYHa iHchopMalito, BUKNaAEeHY POCIiCbKOK MOBOIO,
KomMaHis "3gopos'sa", KOHKPETM30BaHO /10roTun KoMnaHii Ta gogaHo dpasy
YkpaiHa "iHWwa TexHiyHa iHhopmauia”. BBefeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
13. | AMIOAMNIH- TabneTku no 5 wr; MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/2802/01/01
DPITODAPM no 10 TabneTtok y "®ITOPA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom nionsie
6nicTepi; no 2 abo PM" Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro ae
no 3 6nictepu y nocBigyeHHs). 3MiHa MicLie3Hax0MKEeHHS 3asBHIKA.
nauui 3 KapToHy 3MiHM BHECEHO B po3ain "Micue3HaxomKeHHs
3as1BHMKA" B IHCTPYKL,iIO 415 MeAUYHOro 3aCTOCYBaHHS
NiKapCcbKoro 3acooby.
14. | AMOKCUN® AT | Tabnetku, Wwo NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12288/01/01
ANCnepryoTbes, no "Kuismegn "Kuismepgnpenapar" Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lIE- peyenmom
500 wmr, no 10 penapat” cepTudikaT BignoBigHOCTI EBpoNeNichKiii
Tabnetok y 6nictepi; hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
no 2 6nictepu B HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
nauui 3 KapToHy MoHorpadii dY abo €sponelicbkoi thapmakonei, abo
iHLWOT HavuioHanbHOI thapmakonei fAepxasu €C (3MiHa
y crneumdikauisix, nos'asaHa 3i 3miHamu B Y, abo
€Bponelicbkiil hapmakonei, abo iHLWUIA HaLioHaNbHIl
hapmakonei gepxasu €C). MpueaeHHs cnevumdikadii
Ta BifMNOBifHNX METOAIB KOHTPOJIIO HAa AOMNOMIXHY
peyoBuHY BaHiniH, 4o BUMoOr MoHorpadii EP
«VANILLIN»; cneumndikauito Ta aHaniTU4Hi METOANKM
3a nokasHukom «MikpobionoriuHa yncrtoTa»
npuBeAeHo y BIAMNOBIAHICTb Ao BuMor EP, 2.6.12,
5.1.4.
15. | AHANPWUNIH- Tabnetkn no 40 mr, TOBAPUKC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4715/01/02
340POB'A no 10 TabneTok y TBO 3 BMPOGHMLITBA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 5 OBMEXE KOHTPOb AKOCTI, CuctemMa KoHTeliHep/3akynoptoBasibHu 3aci6. 3MiHa
6nictepiB y HOKO BMNYCK Cepil: nocTavasibHMKa nakyBasibHUX MaTepianis abo
KapTOHHI kopobuyj; BIANOBIA ToBapucTBO 3 KOMIMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
no 50 TabneTok y ANIbHICT 06MeXeHOo abo fofaBaHHA nocTavasibHMKa) — A0AATKOBO A0
6nictepi; no 1 0 BIAMOBIAA/IbHICTIO 3aTBEPKEHOr0 BUPOOHMKA NEPBMHHOIO NakKyBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6nictepy B «KOPIMOP "®apmaueBTUyHa (AT «TexHonoris», YkpaiHa) BBOAUTLCA HOBUI
KapTOHHI kopobuyj; ALlIA KoMnaHis "3aopoB s”, BMPOBHUK chonbrn asntomiHieBoi TOB «AnTpeina»,
no 50 TabneTok y «340POB YkpaiHa; Ykpaina. CneumdikaLii Ta METOAM KOHTPOSIO SKOCTI
KOHTeliHepi "A» BCi cTagii iAEeHTUYHI. SAKICHI ab0 KisbKiCHI 3MiHM ckagy
naacTMacoBomy; no BUPOGHULTBA, nakyBasibHOro Matepiany BiACYTHI - 3MiHu | TUny -
1 KOHTelHepy B KOHTPOb AKOCTI, 3MiHK 3 siKoCTi. TOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KapTOHHI KOopooLi BUWMYCK Cepii: KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
(ansa BMpoGHMKa ToBapucTBO 3 nocravasibHvKa nakyBasibHUX MaTepianis abo
ToBapucTBo 3 06MeXeHo KOMMAEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCLE)
obmexeHo BiANOBIAA/LHICTIO (BUYYEHHS NoCTa4Ya/IbHKKA) - BUTYUYEHHS
BigNoBiAa/IbHICTIO "OAPMEKC IPyT11", 3aTBEPXEHOro nocravyasibH1Ka NepBUHHOIO
"papmMaLeBTUYHa YkpaiHa nakyBaHHs ©osbrv antoMiHieBoi BAT «Pycan
KoMnaHis CasHan», pocilicbka degepauis. 3aTBepakeHo: BAT
"3popoB’a"); no 10 «Pycan CasHan», pociiicbka thesepauis AT
TabneTok y 6nictepi; «TexHonoris», YkpaiHa 3anponoHosaHo: AT
no 5 6nictepiB y «TexHonorisi», YkpaiHa - 3MiHu | Tuny - 3MiHu 3 AKOCTi.
KapTOHHIA Kopoo6Li [oToBMIA Nikapcbkuii 3aci6. Cuctema
(ansa BMpobHMKa KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa
ToBapwCTBO 3 noctavasibHUKa nakyBasibHUX Matepiasnis abo
06MeXeHOI0 KOMMNAEKTYUNX (FKLWO 3a3Ha4YEHO B AOCHE)
BiANOBIAA/IbHICTIO (BUNYYEHHS NnocTavyaIbHYKa) - BUTYUYEHHS
"®APMEKC IPy1") 3aTBEPKEHOrO noctavyasibH1Ka NepBUHHOIO
nakyBaHHs nAiBkv nonisiHinxnopugHoi TOB «KnekHep
MeHTannact PYC», pociiicbka thefepadis.
3artBepmkeHo: TOB «KnekHep lMeHTannact PYC»,
pocilicbka thegepauis Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepytouyoto
KomnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUPO6HUYOIO AiNTbHULELD.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepytouoto
KomnaHieto, a KomnaHia Shantou Huadafu Plastic Co.,
Ltd, China € BUpO6HMYOIO AiNbHULED
16. | AHANPWUNIH- Tabnetku no 10 mr , TOBAPUC YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/4715/01/01
3400POB'A no 10 TabneTtok y TBO 3 BUPOBHULTBA, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 5 OBMEXE KOHTPOb AKOCTI, CurcTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
6nictepiB y HOIO BUWMYCK Cepii: noctayasibHvKa nakyBasjibHUX MaTepianis abo
KapTOHHI kopobuyj; BIANOBIA ToBapucTBO 3 KOMMNEKTYHOUMNX (SIKLLO 3a3HAYEHO B [JOCLE) (3amiHa
no 50 TabneTok y ANBHICT 06MexeHoto abo gojaBaHHA nocTavasibHMKa) — 40A4AaTKOBO [0
6nictepi; no 1 10] BiANOBIAA/LHICTIO 3aTBEPAKEHOr0 BUPO6HUKA NEPBMHHOIO MakKyBaHHS
6nictepy B «KOPIMOP "papmMaueBTNYHA (AT «TexHonoris», YkpaiHa) BBOAUTLCA HOBUIA
KapTOHHI kopobuyj; ALIA KomnaHis "3gopos a", BMPOBHUK honbrn antomiHieBoi TOB «AnTtpeing»,
no 50 TabneTok y «30POB YkpaiHa; Ykpaina. CneumdikaLii Ta METOAM KOHTPOSTIO SKOCTI
KOHTelHepi "A» BCi cTagii ieHTUYHI. FAKiCHI abo KinbKicHi 3MiHM cknagy
naacTMacoBsomy; Mo BMPOGHMLITBA, naxkyBaJIbHOro mMatepiasy BifACYTHI - 3miHu | Tuny -
1 KOHTelHepy B KOHTPO/b AKOCTI, 3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KapTOHHIA Kopoo6Li BUNYCK cepil: KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa

(ansa BMpPOGHMKA

ToBapucTso 3

nocTtayasibHvka nakyBajbHUX MaTtepianis abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
ToBapwCTBO 3 06MeXeHOI0 KOMMNIEKTYUNX (FKLWO 3a3HaYEHO B OCHE)
06MeXeHo BiANOBiAA/IbHICTIO (BUNYyYEHHA NOCTaYa/IbHUKA) - BUSTYYEHHS
BiANOBIAA/IbHICTIO "®APMEKC IPYI1", 3aTBepKeHOro nocradasibHuKa nepBuHHOrO
"papmMaueBTUYHa YkpaiHa nakyBaHHs oosibru antoMiHieBoi BAT «Pycan
KOMnaHis CasiHan», pocilicbka dheaepauis. 3aTeepmkeHo: BAT
"3popos’a") no 10 «Pycan CasiHan», pocilicbka thegepauis AT
TabneTok y 6nictepi; «TexHonoris», YkpaiHa 3anponoHoBaHo: AT
no 5 6nictepis y «TexHonoris», YkpaiHa - 3MiHu | Tuny - 3miHn 3 AKOCTi.
KapTOHHiii Kopo6Lli. loTOBWIA nikapcbkuii 3aci6. Cuctema
(ans BMpo6HMKa KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
ToBapwvCTBO 3 noctavyasibHUKa nakyBasibHUX MaTepianis abo
06MEXEHO0 KOMMAEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCLE)
BiANOBIAA/TILHICTIO (BUYYEHHS NoCTa4Ya/IbHKKA) - BUTYUYEHHS
"@APMEKC I'PY1") 3aTBEPAXEHOrO noctavyasibHNKa NepBUHHOIO
nakyBaHHs MNiBky nonisiHinxnopugHoi TOB «KnekHep
MeHTannact PYC», pociiicbka thefepauis.
3arsepaxeHo: TOB «KnekHep lMeHTannact PYC»,
pocilicbka hepepauis Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepytouoto
KomnaHieto, a KomnaHia Shantou Huadafu Plastic Co.,
Ltd, China € BUpO6HMUOIO AiNbHULELD.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepyto4oto
KomnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpPOGHMYOI AiNTbHULED
17. | AHANPUNIH- Tabnetkun no 40 mr TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | - UA/17476/01/01
3400POB'A in bulk: no 1000 TBO 3 06MexeHoto UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
TabneTok y nakeri OBMEXE BiANOBIAALHICTIO CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nonieTuneHoBomy y HOKO "®apmaueBTnyHa nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOHTeliHepi BIANOBIA KomnaHis "3gopos " KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO B AOCbE) (3aMiHa
nnactMacosomy ANBHICT abo gojaBaHHS nocTavasibHMKa) — 4OAATKOBO [0
0 3aTBEPAKEHOr0 BUPOBHMKA NEPBUHHOIO NakyBaHHS
«KOPIOP (AT «TexHonoris», YkpaiHa) BBOAUTLCA HOBUI
ALlIA BMPO6HUK honbrn asnntomiHieBoi TOB «AnTpeing»,
«340POB YkpaiHa. Cnevudikauii Ta METOAN KOHTPOJIHO AKOCTI
"HA»

iEHTWYHI. FKiCHI ab0 KiNbKiCHI 3MiHM cKknagy
nakyBaJIbHOro Matepiasy BiACYTHI - 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3miHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNEKTYUMX (SKLWO 3a3Ha4YeHO B JOCHE)
(BUNYYEHHS NocTayaIbHVKa) - BUTYYEHHS
3aTBEPAKEHOr0 NocTavyasibHNKa NEPBUHHOTO
nakyBaHHs ponbru antomiHieBoi BAT «Pycan
CasHan», pocilicbka degepauis. 3aTsepmpkeHo: BAT
«Pycan CasHan», pociiicbka thegepauis AT
«TexHonoris», YkpaiHa 3anponoHosaHo: AT
«TexHonorisi», YkpaiHa - 3MiHu | Tuny - 3MiHu 3 AKOCTi.
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loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctayasibHuKa nakyBasjibHUX maTepianis abo
KOMMNIEKTYUNX (FKLWO 3a3HaYEHO B [OCHE)
(BMNYYEHHSI MOCTAYaSIbHIKA) - BUTYYEHHS
3aTBEPKEHOr0 nocTavyasibHMKa NePBUHHOIO
nakyBaHHs MNiBkv nonisiHixnopugHoi TOB «KnekHep
MeHTannact PYC», pocilicbka thefepauis.
3artBepmkeHo: TOB «KnekHep lMeHTannact PYC»,
pocilicbka pegepauis Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepyto4oto
KomnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpO6HMYOIO AiNbHULELD.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepytouyoto
KomnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpOBHMYOIO AiSIbHULEID

18.

AHOAPO®APM®

PO3YUNH ANS iH'EKLN,
100 mr/mn; no 3 mn
B amnyni; no 3
amnynu y énicrepi;
no 1 6nictepy y
nauui 3 KapToHy

AT
"®apmak

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)

OHOB/IEHO TEKCT MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
yNaKkoBKM /liKapCbKOro 3acoby, a came BUTy4YeHO
iHchopMmaLito, 3a3HaueHy poCiliCbKO MOBOH).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK WoAo 6e3nekn/edIeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHun)

BHeceHO He3HauHi 3MiHW y TEKCT MapKyBaHHS
nepBuHHOT (N. 1, 6) Ta BTOpuHHOI (n. 1, 11, 17)
YNaKoBKM /IIKapPCbKOro 3acoby, a TakoX YTOYHEHO
iHchopmauito Lwoao norotumny.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

3a
peyenmom

UA/6064/01/01

19.

AHOAPO®APM®

TabneTkn no 50 mr
no 10 TabneTtok y
6nictepi; no 2 abo 5
6nicTepiB y nauuj 3
KapToHYy

AT
"®apmak

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).

BHeceHO He3HauHi 3MiHN Y TEKCT MapKyBaHHs
nepsBuHHOI (N. 1, 6) Ta BTOpuHHOI (N. 1, 11, 16, 17)
YMakoBKM NiKapCbKoro 3acoby, a TakoX YTOYHEHO
iHbopmaito Wwoao norotuny. BeegeHHA 3MiH
NPOTArom 6-Tv MiCAILB Micns 3aTBepPAKEHHS. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). OHOBIEHO TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
NiKapcbKoro 3acoby, a came BUy4YeHo iHhopmallito,
3a3HayeHy poCiiicbKolo MOBO. BBeAeHHSA 3MiH
NPOTAroMm 6-Tv MicALiB NicAa 3aTBePAKEHHS

3a
peyenmom

UA/6064/02/01

20.

AHOAPOD®APM®

Tabnetkn no 100 mr

AT

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu |

3a

UA/6064/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 10 TabneTok y "®apmak” TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 a6o 6 thapmakoHarnagy (iHwi 3miHu).
6nicTepiB y nauuj 3 BHeceHO He3HauHi 3MiHN Y TEKCT MapKyBaHHS
KapToHYy nepsuHHOT (N. 1, 6) Ta BTOpWHHOI (1. 1, 11, 16, 17)
yNaKkoBKM MiKapCbKOro 3acoby, a TakoX YTOYHEHO
iHchopmauito woao norotuny. BeegeHHA 3MiH
NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3miHn). OHOBNEHO TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a caMme BUTy4YeHo iHhopmalito,
3a3HayeHy pociiicbKolo MOBO. BBeAeHHS 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBepPAKEHHS!
21. | AHTAPEC® Tabnetku no 200 mr NAT Ykpaina MAT YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17096/01/01
no 10 TabneTok y "Kuismegn "Kuismegnpenapar”, CnoBeHis TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 3 abo 9 penapat" YkpaiHa; hapmakoHarnsgy (iHwi 3mMiHNn) - 3MiHW BHECEHO Y
6nictepis y navi; TOB «MAPI®PAPM», TEeKCT MapKyBaHHS BTOPUHHOI (M. 8, 17) ynakoBku
no 15 tTabneTok y CnoBeHis nikapcbkoro 3acoby. BeefeHHsA 3MiH NpOTAromM 6-1n
6nictepi; no 6 MiCALIB MiCNsA 3aTBEpKEHHS
6nicTepis y nayui
22. | AHTPA/Tb® TabneTkn, BKpUTI AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | 6e3 nionsie UA/6893/01/01
o6osoHkoto, no 0,1 "®dapmak” TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma ae

r; no 10 Tabnetok y
6nictepi; no 3
6nictepun y nauui 3
KapToHYy

thapmakoHarnagy (iHwi 3miHu).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby, a came Ao n. 11 (HaiimeHyBaHHS i
MiCLLe3HaxopKeHHs BUPO6HMKa Ta/abo 3asBHMKA), M.
16 (IHdopmaLis, ska HaHoCMTbCSA LWpKUdToM Bpaiins),
n. 17 (IHwe) BTOPMHHOT ynakoBku; A0 n. 6 (IHwe)
NepBUHHOI YNakoBkW. BBeaeHHS 3MiH NpoTArom 6-tu
MicAUIB Micnsa 3aTBepikeHHs. 3MiHu |l Tuny - 3MiHn
Loao 6e3nekn/edyeKTMBHOCTI Ta papmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHoro
3aCTOCYBaHHA Yy 3B’AA3KY i3 HOBYMW JaHUMU 3 AKOCTI,
OOKNIHIYHUMW, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnsgy. 3mMiHM BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby fo
po3ainis "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(YTOYHEHHS1 TEKCTOBOI YacTVHM 6e3 3MiHW Koay),
"apmakonoriyHi BnacTneocTi”. BBeeHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS. 3MiHN |l
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsagy. 3miHu y TepaneBTUYHUX
nokasaHHsX (fofasaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBEP)KEHOMY NOKa3aHHi).
3MiHV BHECEHO [0 IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"lMokasaHHsA" (404aBaHHA HOBOro TepaneBTUYHOro
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23.

AHTPANb®

nokasaHHs: NikyBaHHA 3analbHNX 3aXBOPIOBaHb
NifLLIYHKOBOT 3a/1031, 30Kpema XpPOHI4YHOro
naHKpeaTuTy, — fiMle AOPOC/IUM) Ta K HacNifAoK
OHOBJIEHa iHdhopMaLis y po3ginax "Cnocio
3acTocyBaHHA Ta gosun”, "[itn" BignosigHo 0o
pe3ynbTarTis KiHiYHOro gocnimkeHHs FM-ANTR-22.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEepMKEHHS. 3MiHM Il Trny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BK/IOYaum
MnaH ynpasniHHA pu3nkamn (3acTocyBaHHs 3MiH(1),
AKi(a) BMMaraioTb(€) NOAA/bLIOTO O6r'pyHTYBaHHS
HOBMMM [0AaTKOBUM AaHVMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoM) 3asiBHVIKOM
HaflaHO OHOB/IeHWIA MnaH ynpasBniHHA pu3nkamu
Bepcis 4. 3MiHVM BHECEHO 0 YacTuH: | «3aranbHa
iHchopmauis» |l «Cneyudpikauis 3 6e3nekn» V «3axogn
3 MiHiMi3auji pusukie» VI «Pe3stome nnaHy ynpasniHHA
pusnkamu» VIl «ogaTtku» (qogatkm 1-8) y 3B's3ky 3
OHOBJ/IEHHAIM iHGbOpMaLii 3 6e3mekun AitoUoT pevoBUHN
Ta fofaBaHHSAM HOBOTO MoKasaHHS, a TakoX Y 3B'A3KY
i3 3MiHOIO chopmary BignosigHO Ao Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpasniHHS pusukamun Bepcis 4 fofaeTbCes.

TabneTkn, BKpUTI
o6onoHkoto, no 0,2
r; no 10 Tabnetok y
6nictepi; no 3
6nictepun y nauui 3
KapToHYy

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby, a came Ao n. 11 (HaimeHyBaHHS i
MiCLLe3HaxopKeHHs1 BUPO6HMKa Ta/abo 3asBHMKA), M.
16 (IHdopmaLis, sika HaHOCMTbCSA LWpKUdToM Bpaiins),
n. 17 (IHwe) BTOPMHHOI ynakoBku; Ao n. 6 (IHwe)
NepBUHHOI YNakoBkW. BBeAeHHS 3MiH NpOTArom 6-1u
MicAUIB Micnsa 3aTBepiKeHHs. 3MiHu || Tuny - 3MiHn
oo 6e3nekn/edyeKTBHOCTI Ta dpapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMW, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainis "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(YTOYHEHHS1 TEKCTOBOI YacTWHM 6e3 3MiHW Koay),

6e3
peyenma

nionsie
ae

UA/6893/01/02
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"®apmakooriyHi BNacTuBOCTI". BBeAEHHS 3MiH
NPOTAroM 6-Tu MiCALIB NiC/1A 3aTBEPAXEHHA. 3MiHN I
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOIo
nokasaHHs abo 3MiHa y 3aTBEP)KEHOMY NOKa3aHHi).
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHA" (A04aBaHHA HOBOro TepaneBTUYHOro
nokasaHHS: NikyBaHHA 3ana/lbHNX 3aXBOPIOBaHb
NifLLIYHKOBOT 3a/1031, 30Kpema XpPOHI4YHOro
naHkpeaTuTy, — 1Lle 4opoc/MM) Ta SK HacnifoK
OHOBJIEHa iHdhopMaLis y po3ginax "Cnocio
3acTocyBaHHA Ta gosun”, "[itn" BignosigHo 00
pe3ynbTarTis KiHiYHOro gocnimkeHHs FM-ANTR-22.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepMKEHHS. 3MiHM Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceiAyYeHHs, BKIOYaum
MnaH ynpasniHHA pu3nKamn (3acTocyBaHHS 3MiH(1),
AKi(a) BMMaraioTb(€) NOAA/bLIOT0 O6r'pyHTYBaHHS
HOBMMM [0AaTKOBUM AaHVMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm) 3asiBHVIKOM
HaflaHO OHOB/IeHWIA MnaH ynpasBniHHA pu3nkamu
Bepcis 4. 3MiHVM BHECEHO 0 YacTuH: | «3aranbHa
iHchopmauis» |l «Cneyudpikauis 3 6e3nekn» V «3axogn
3 MiHiMi3auji pusukie» VI «Pe3stome nnaHy ynpasniHHA
pusnkamu» VIl «ogaTtku» (qogatkm 1-8) y 3B's3ky 3
OHOBJ/IEHHAIM iH(OpMaLii 3 6e3Mekun AjtoUoT pevoBUHN
Ta fofaBaHHSAM HOBOTO MoKasaHHS, a TakoX Y 3B'A3KY
i3 3MiHOIO chopmary BignosigHO Ao Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpasniHHS pusukamun Bepcis 4 fofaeTbCes.

24,

AMOHIN

Tabnetkn no 100 mr
no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KOopooLi

Megokemi
nTa

Kinp

Megokemi 1T
(UeHTpanbHuii
3aBog), Kinp;
Megokemi Nimitea,
Kinp

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnyHOro 3acTocyBaHHsA
reHepUYHMX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
3ac06iB nicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOLHMX HOBMX A0AATKOBUX AaHKX). 3MiHN BHECEHO B
IHCTPYKUIiO AN MeAMYHOTO 3aCTOCYBaHHS NiKapCbKoro

3a
peyermom

He
niosnsie
ae

UA/8715/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3acoby Ao po3ginis "®apmakonoriyHi BnacTmeocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHsA" BiAMOBIAHO A0 iHhopmav,i
pedrepeHTHOro fikapcbkoro 3acoby Mesulid, tablets
BBefieHHs1 3MiH NpoTArom 6-Tv MicALIB 3 Aatu
3aTBEPMKEHHS. - SMiHN | TUNy - 3MiHW WoA0
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW). 3MiHN BHECEHO B IHCTPYKLLtO AN MEAUYHOTO
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHI peakui™ WoA0 3BiTYBaHHA NPO NO6IYHI
peakuii BBegeHHs 3MiH npoTsArom 6-Tv micsuis 3 gatu
3aTBEPAKEHHS.
25. | APTETT AYO Kancynm 3 Jenbta LLiseiiuapi nepBuHHE Ta HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/12811/01/01
MoAmnhikoBaHNM Megiken A BTOPVHHE NakKyBaHHS, Ipnangis TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
BVBI/TbHEHHAM Mpomoyw BUWMYCK Cepii: thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
TBEpAi no 75 mr; no H3 Al Csicc Kanc Mm6X, TEeKCT MapKyBaHHS NePBUHHOT (NYHKT 6) Ta BTOPUHHOT
10 kancyn y HimeuunHa; (nyHKT 17) ynakoBOK slikapcbkoro 3acoby. TepMiH
6nicTepi; no 1, abo BMPOGHMLITBO BBE/EHHS 3MiH — NPOTArom 6 micsyis nicns
no 2, abo no 3 Hepo3gacoBaHOl 3aTBepAXEHHSA
6nictepu y NPOAyKLii, KOHTPO/Ib
KapTOHHI KopooLi AKOCTI:
Temmnep IpnaHgis
Niviten, lpnaxgis;
nepBuHHEe Ta
BTOPVHHE NaKyBaHHS:
[pareHochapm
Anotekep Mwowwn
'M6X, HimeuynHa
26. | APTIHIBCA 3 po3uunH ans iH'ekuii; | TABOPAT Icnanis NABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHa 3a UA/15281/01/01
ENIHE®PUHO nol18wmny OPIOC IHIBCA, C.A. 3asBHuKa /13 (MIBI) (BnacHWKa peecTpaviiiHoro peyenmom
M 1:100.000 KapTpuaxi; no 50 IHIBCA, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
KapTpuaXiB y C.A. 460). BBeAeHHS 3MiH NpOTArom 6-T1 MicAUiB Mmicns

KapTOHHI Kopoo6Li

3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM). OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby: — nepBMHHa ynakoska (M. 1
«HA3BA JIIKAPCbKOIO 3ACOBY», n. 6 «IHWE»); —
BTOPWHHA ynakoBska (M. 2 «KI/IbKICTb AIK0YOT
PEUYOBVHW», n. 3 «MNEPENIK AOMNOMDKHNX
PEYOBVH», n. 5 «CMOCIB TA WNAX BBEAEHHSA»,
n. 7 «IHWI OCOBMVBI 3ACTEPEXXEHHSA», n. 11
«HAMMEHYBAHHSA | MICLLESHAXOIXKEHHSA
BNPOBHWKA TA/ABO 3AABHUKA», n. 12 «<HOMEP
PEECTPALLIAHOIO MOCBIAYEHHS», n. 14 «JATA
BUPOBHULITBA», n. 15 «1A NIKAPCbKMNX
3ACOBIB, AKI MPU3HAYEHI /19 CAMOCTIVHOIO
JNIIKYBAHHA — IHOPOPMALIIA WOAO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3ACTOCYBAHHSA», n. 17 «IHLWE». BBeaeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.
27. | ACNIKAPA TabneTkun, BKPUTI TosapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 UA/15865/01/01
KAPAIO 060/10HKOH, BO 3 0bMexeHoto TUNy - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenma
KMLLKOBOPO34YMHHI M0 | 06MeXeHo BIANOBIAA/LHICTIO Ta/abo afpecu 3asiBHMKa (B/1aCHUKA pPeEECTpaLiiiHoOro
100 wmr, no 10 10 "papmMaLeBTnYHa noceigyeHHs). 3mMiHa agpecu 3asBHVKa
TabneTok y 6nictepi; | Bignosiga thipma "BepTekc”
no 2 aéo no 3 NbHICTIO (BMPOGHMLTBO 3
6nictepn y nauui "dhapmaue npoaykuii in bulk
BTUYHA BMpOGHMKa TOB
dipma "®APMEKC IrPYM",
"BepTekc” YkpaiHa)
28. | ACHIKAPA TabneTkun, BKpUTI ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/15865/01/02
KAPAIO 060/10HKOH0, BO 3 06MEXEHO TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HAlMEHYBaHHSs peyenma
KMLLKOBOPO34MHHI N0 | 06MexeHo BiAMNOBIA&/IbHICTIO Ta/abo afpecu 3asBHMKA (B/1aCHUKa peecTpaviiiHoro
300 wmr, no 10 10 "®apmaueBTnyHa noceifyeHHs). 3MiHa agpecu 3asBHUKa
Tabnetok y 6nictepi; | Bignosiga hipma "BepTekc”
no 2 6nictepu y NbHICTIO (BMPOGHMLTBO 3
nauui "dpapmaue npoaykuii in bulk
BTUYHA BMpOGHMKa TOB
dipma "®APMEKC IPY1",
"BepTekc" YkpaiHa)
29. | ACNIKAPA TabneTku, BKPUTI Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/15865/01/01
KAPLIO 060/10HKOI0, BO 3 06MeXeHOo TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma
KMLLKOBOPO3YMHHI MO0 | 06MeXeHo BiAMOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
100 mr, no 10 10 "®apmavueBTnyHa MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
Tabnetok y 6nictepi; | Bignosiga hipma "BepTekc” niKkapcbKoro 3acoby, a came BUIy4YeHo iHdopmallito,
no 2 aéo no 3 NBHICTIO (BUPOGHMLTBO 3 3a3HauveHy pociliCbKO0 MOBOK); BHECEHO HE3HauHi
6nictepu y nauui "®papmaue npoaykuii in bulk peakLiiiHi NpaBKM y TEKCT MapKyBaHHs NepPBUHHOI (M.
BTUYHA BMpO6HMKa TOB 2) Ta BTOpMHHOT (M. 2, 11, 17) ynakoBOK NikapCbKoro
hipma "®APMEKC TPy, 3aco6y. TepMiH BBEAEHHSI 3MiH - MPOTAroM 6 MicAL,iB
"BepTekc"” YkpaiHa) nicns 3aTBepKEHHS.
30. | ACNIKAPA TabneTkun, BKPUTI ToBapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/15865/01/02
KAPLIO 060/10HKOH, BO 3 06MeXeHo TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenma
KMLLKOBOPO3YMHHI MO0 | 06MEXeHOo BIANOBIAA/IbHICTIO hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHO TEKCT
300 wmr, no 10 10 "hapmMaueBTNYHa MapKyBaHHS NEPBMHHOT Ta BTOPUHHOI YNaKoBKY
Tabnetok y 6nictepi; | Bignosiga thipma "BepTekc" nikapcbKoro 3acoby, a caMme BUTy4YeHo iHhopmalito,
no 2 6nictepun y NBHICTIO (BMPOGHMLTBO 3 3a3HayeHy pPoCiiCbKO MOBOH); BHECEHO HE3HAUHI
nauu,i "®apmaue npoaykuii in bulk pefakuiiiHi MpaBKM y TEKCT MapKyBaHHS MepPBUHHOI (M.
BTUYHA BMpOGHMKa TOB 2) Ta BTOPUHHOI (M. 2, 11, 17) ynakoBOK NikapCbKoro
hipma "®APMEKC IPYI1", 3aco6y. TepmiH BBELlEHHS 3MiH - NPOTArom 6 micsuiB
"BepTtekc" YkpaiHa) nicns 3aTBEPIKEHHS.
31. | ATOPBACTAT MOPOLLIOK CeHtpieHT | HigepnaH CeHTpieHT IHAisa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu | - UA/14978/01/01
MH KANbLUIKO (cybeTaHuis) y dapmacb an dapmacbioTikana IHais TMNy - 3MiHK 3 skocTi. CepTudikaT BignosigHocTi/l E-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nonieTNIeHOBNX
naketax ans
hapmaLeBTUYHOIO
3acTOCyBaHHs

toTiKkan3
HesepnaH
ac b.B.

MpaisiT Mimiteq

cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 2010-366 - Rev 07
(3aTBepmxeHo: R1- CEP 2010-366 - Rev 06) ana Ad®l
Atorvastatin calcium Big, BXe 3aTBepaKeHOro
BUPOGHMKa CeHTPIEHT PapmachioTikan3 IHais MpaisiT
NliviTeq, IHAis.

32.

ALETUNLNCT
EiH-340POB'AA

PO3YUH ANs1 iH'EKLN,
100 mr/mn, no 3 mn
B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepn y
KOpOO6Lii 3 KapTOHY

TOBAPKC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANBHICT
0
«KOPIOP
AlIA
«340POB
"HA»

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHuka peecTpauinHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460): BBeeHHS 3MiH NpoTAroM 6-Tu MicsAUiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0o 3MiHM A0 y3arasibHeHX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTakTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy)
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANoBiAa/IbHOT 3a (hapmakoHarnsag. [iova pefakuis:
LLleBueHko OneHa IropiBHa.
MNMponoHoBaHa pepakuis: NaHoBa OneHa MukonaiBHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT 0cobun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
HoMepa MacTep-ghaiina cuctemmn oapMakoHarnsay.

3a
peyenmom

UA/20388/01/01

33.

BAKTOK/AB

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0; M0 10
Tabnetok y cTpuni;
no 1 crpuny y
KOpoO6Lii 3 KapTOHY

Mikpo
Na6e
Nimiteq

IHais

Mikpo Na6c Mimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
ab60 pocnigxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpauiiiHvii nepiod, abo 5K

3a
peyenmom

He
nionsie
ae

UA/10001/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mepepno3yBaHHa" Ta "MNob6iyHiI peakuii” BigMOBIAHO A0
OHOB/1EHOI iHGhopMaLii LWoao 6e3nekn 3acToCyBaHHs
Aitoyoi pevoBunHN. TepMiH BBEAEHHSA 3MiH NPOTATroM 6
MicsILiB Micns 3aTBepAKEHHSs!

34.

BEPNITIOH®
600 KAMNCYNn

Kancysnm m'ski no
600 mr no 10 kancyn
y 6nictepi; no 3
6nictepn y
KapTOHHI KOopoo6Li

BEP/IH-
XEMI Al

HimeyunH
a

Bunpo6HuK,
BiANOBigabHUI 3a
BMPOGHULITBO «in

bulk», kKOHTpoOnb cepiii:

KataneHT HimeuyunHa
E6epbax MmbX,
HimeuuunHa;
Bunpo6HMK,
BiANOBiAA/IbHWIA 32
nepBuHHE Ta
BTOPUHHE MaKyBaHHS
Ta BUNYCK cepiii:
BEPJ/IIH-XEMI AT,
HimeuyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[onomMkHoT pevoBuHu (ME-cepTtudpikat BignosigHOCTI
€poneiicbkin thapmakonei gns Adl/suxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[OMNOMIXHOT peyoBuHK) - OHOBNEHNIE cepTudpikaT Big,
BXE 3aTBEP)KEHOro BUPOOHMKA - NOJaHHSA
oHoBrieHoro ME-cepTudpikaTa BignoBigHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2003-172-Rev 03
(nonepegaHs Bepcis R1-CEP 2003-172-Rev 02) Big
BXe 3aTBepxeHoro BupobHuka GELITA Group,
Eberbach, DE ans gonomikHOI pe4OBUHM XeNnaTuH.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KoHTponb roToBoro AikapcbKoro 3acoby (iHwi
3MiHW) foAaBaHHSA 3BITY NPO BasligaLio ans
MiKpO6i0/10riYHOro BUNPOGYBaHHSA. 3MiHKM | TUMy -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTporsb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPOOYBaHHS) He3HauyHa 3MiHa y MeToaj
BMNpobyBaHHA 6,8-eniTpUTiOLTOBOI KNCIOTU Ta
HEeBIAOMUX JOMILLOK TIOKTOBOI KNCNIOTU Y M'SKMX
XeNnaTUHOBMX Kancynax BHacNifoK AoAaBaHHA
po3paxyHKoBOI hopMyn 418 PO3paxyHKy cepeaHboi
Macu HanoBHEHHS Kancy/n.

3a
peyenmom

UA/6426/02/02

35.

BETArIC

Tabnetku, no 16 mr,
no 10 TabneTtok y
6nictepi, no 3
6nictepn y
KapTOHHI nayuj; no

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro

noceigyeHHs, BktoYarouy MNMaaH ynpasniHHSA pyu3nkamm

3a
peyenmom

UA/5027/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
18 TabneTtoky (iHWi 3MiHW) - 3aBHUKOM HaZaHO OHOB/EHWI MnaH
6nictepi, no 5 ynpas/iiHHA pu3nkammn Bepcis 2.0 - 3MiHW BHECEHO [0
6nictepis y yacTuH: | «3aranbHa inpopmauis» |l «Cneyudikania 3
KapTOHHIM nayui 6e3nekun» |l «MnaH 3 hapmakoHarnagy» V «3axogu 3
MiHiMi3auii pu3ukiB» VI «Pe3tome nnaHy ynpasniHHA
pusmkammn» VIl «ogatku» (gogaTtkm 7,8) y 38'3Ky 3i
3MiHOW cneyudikauii 3 6e3nekn 4ito4oi pevoBUHN
6eTaricTuHy Aurigpoxnopus BignoBigHO A0 aKTyaslbHOI
iHchopmawii 3 Be6caiiTy CMDh, a Takox y 3B'A3Ky i3
3miHOW dhopmaTy BignoBigHO Ao BMMoOr Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpasniHHA pu3vkamu Bepcis 2.0 AogaeTbes
36. | BI-CENT- Tabnetku, 400 mr/80 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8906/01/01
DPAPMAK® Mr; "®apmak” My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 20 TabneTok y thapmakoHarnagy (iHwi 3MiHn).
6nictepi; no 1 BHeceHO He3HauHi 3MiHU Yy TEKCT MapKyBaHHs
6nictepy B nayui 3 nepBUHHOI (M. 6) Ta BTOPMHHOT (N. 16, 17) ynakoBku
KapTOHYy NiKapcbKoro 3acoby, a TakoX YyTOUYHEHO iHhopmaLito
oo iorotuny. BeegeHHs 3MiH NpoTsArom 6-tm
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
LoAo 6e3nekn/edpeKkTMBHOCTI Ta thapmakoHarnsgy
(iHwWi 3miHK). OHOBNEHO TEKCT MapKyBaHHSA NEPBUHHOI
Ta BTOPMHHOT YNakoBKM /likapCbKoro 3acoby, a came
BWYyYEHO iHhOpMaLLito, 3a3HaYeHY POCINCHKO0
MOBO0. BBeieHHS 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.
37. | BIACTOMYHIN | nopoLuok Ans TosapucT YkpaiHa TOB HBK YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0610/01/01
PO34UHY ANS iH'EKL BO 3 «IHTepcapmbioTeK» TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyernmom
no 0,6 mr, 5 06MexeHo KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
hnakoHIB 3 10 MeToZax BMNPOOYyBaHHS rOTOBOTO J1iKapCbKOro 3acoby
NOPOLLKOM Y naui 3 Bignosiga (He3HayHa 3MiHa y 3aTBepMKEHNX MeToAax
KOpOBKOBOro NbHICTIO BUNPOOBYBaHHS) - OHOBNEHHS YMOB NPOBELEHHSA
KapToHy «dapmate BMNpobyBaHHA 3a TecTom BTparta B maci npu
BTUYHA BUCYyLyBaHHI (JPY*, 2.2.32).
KOMMaHis
«EH3ndrap
M>»
38. | BPOHXO-TPAH | rpaHynn no 10 r MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 UA/8452/01/01
rpaHyn y neHasi "HaujioHan [omeonaTnyHa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peuyenma
nosnimepHomy, no 1 bHa Cninka" thapmakoHarnsgy. BeegeHHs abo 3miHM Ao
neHany B nauii 3 Fomeonar y3araslbHeHVX faHnx npo cuctemy papmakoHarnsgy
KapToHy; a6o no 10 r nyHa (BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy
rpaHyn y gpiakoHi 3 Cninka" thapmakoHarnsay, 3miHa ynoBHOBaXeHOoi ocobu,

KpULLIKOIO, no 1
dnakoHy B mayu,i 3

BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnisgy 3assHuka ans
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KapToHy; abomo 5r 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
rpaHys y KOHTeliHepi BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3 [03yBaHHAM, no 2 3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
KOHTeliHepy B navui KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
3 KapTOHYy. (haiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BigNoBigasibHOI 3a
hapmakoHarnsg,.
[itova pepakuisn: TkavyeHko TeTaHa lMeTpiBHa.
MponoHoBaHa pegakuin: Enb Kasne Hatanis KOpiiBHa.
39. | BY®GOMIKC MOPOLLOK ANs OpioH DiHNAHAA BMPOGHMLITBO 3a DiHNAHAA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14855/01/02
IBIXENNEP iHransyii 80 mkr/4,5 Kopnopeii NMOBHWUM LMK/IOM: My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mkr/go3a no 120 fos LUH OpioH KopropeiiLH, hapmakoHarnagy (iHwi 3MiHu)
B iHransATopi i3 DiHNaHAIS; OHOB/EHHS TEKCTY MapKyBaHHS BTOPVHHOI YNakKoBKU
3aXMCHUM KOHTPO/b AKOCTI nikapcbKkoro 3acoby, a came:
KOBMaykoM y (ximiko-tpiznure — BWyYeHHS iHhopmaLi, 3a3Ha4eHol PoCiiCbKOo
namiHoBaHOMy TeCTyBaHHS): MOBOIO;
nakeri; no 1 Oin Mepdaiinc Ntg, — 3 NyHKTY «IHLWE>» BUiyyeHo iHhopmMauito npo
namiHoBaHoMy PiHNaHAIS; ocpiyiliHoro napTHepa B YkpaiHi «TOB «tOPIA-OAPM»
nakeTy B KAPTOHHIi KOHTPO/Ib SKOCTI i Moro norotum;
Kopo6bui (mikpobionoriyHe —y nyHKT 3 «MEPEJIK JOMOMDKHNX PEHOBWH>»
TECTYBaHHS): nopaHo dpasy «/[na getanbHol iHhopmadii avs.
O Mepdaiinc /Tg, IHCTPYKLl0 415 MeAMYHOro 3acTOCyBaHHS» i,
PiHNAHAiIA BiA4NOBIAHO, BU/yYeHO Ay6noBaHHA Liel iHopmadii 3
NYHKTY 7;
— BHECEHO YTOYHEHHS B MyHKT 12.
40. | BY®OMIKC NOPOLLOK A/1A OpioH PiHnaHais BMPOBHULTBO 3a DiHNAHAISA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14855/01/03
IBIXENNEP iHransauin 320 mkr/9 Kopnopei NOBHUM LUK/IOM: TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
MKr/no3a; no 60 fo3 LUH OpioH KopropeiiLH, hapmakoHarnsgy
B iHransTopi i3 DiHNAHAIS; (iHwi 3miHK) (B. (X) IA) OHOBNEHHS TEKCTY MapKyBaHHS
3aXUCHUM KOHTPO/b SAKOCTI BTOPWHHOI YNakoBKW NiKapCbKOro 3acoby, a came:
KOBMaykoM y (ximiko-dpiznyHe — BWyYEHHS iHhopMaLii, 3a3Ha4YeHOol pPoCiiCbKo
namiHoBaHoOMy TECTyBaHHS): MOBOIO;
naketi; no 1 O Mepdaiinc N7g, — 3 NyHKTY «IHLWE>» Buny4eHo iHcpopmauito npo
namiHoBaHoMy PiHNAHAIS; odpiyiriHoro napTHepa B YkpaiHi «TOB «tOPIA-©OAPM»
nakeTy B KAPTOHHIl KOHTPO/b AKOCTI i ioro noroTwun;
Kopoo6Li (mikpobionoriuHe —y nyHKT 3 «MEPENIK JONOMDKHX PEHOBWH>
TEeCTyBaHHs): nofaHo tpasy «ns getanbHol iHhopmaiil avB.
Oi1 Mepdaiinc Ntg, IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHS» i,
PiHNAHAiA BiANOBIAHO, BUYYeHO AybnoBaHHS L€l iHdopmadii 3
NYHKTY 7;
— BHECEHO YTOYHEHHSA B MYHKT 12.
41. | BAJNIEPIAHN ryCTUiA eKCTpakT My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | - UA/13618/01/01
KOMMNJIEKC (cybcTaHuis) y akuioHepH TOBapucTBo "HaykoBo- TMny - 3MiHK 3 AkocTi. APl Cuctema
NINO®IILHNIA | nopasiliHux nakeTax e BUPOGHWUNIA LLEHTP KOHTelHep/3aKynoproBasibHWi 3aci6. 3miHa y
ons TOBapucTB "BopLuariBcbkuii 6e3nocepepHin ynakosLi AP (iHWi 3MiHK) - HE3HAYHI
thapmMaueBTUYHOIO 0 XiMiKO- 3MiHM Y NaKyBaHHi cy6CTaHLii, a came BBeEHHS HOBOI
3aCTOCyBaHHA "HaykoBo- chapmaLeBTUYHMIA BTOPUHHOT / 30BHILLHLOT YNAKOBKU — NakeTy 3
BUPOGHMY 3aBog" nosliMepHNX MaTepiaviiB i3 a/IlOMiHIEBUM MOKPUTTSAM, 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Wii LeHTp BiAMOBIAHMMM 3MiHaMK B po34in «YnakoBka» MKA N13.
"BopLuaris Takox BHOCATLCA peAakLiiiHi npaBKkn A0 NyHKTY «Bua,
CbKWiA PO3Mip Ta KOMMMEKTHICTb YNaKkoBKW».
XiMiKo-
thapmaues
TUYHWI
3ason"
42. | BANUUK TabneTkun, BKPUTI dapmacai Kanaga dapmacaiiHc IHk. Kanaga BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/11259/01/01
o60osoHkKoto, no 500 HC IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
mr; no 10 TabneTok hapmakoHarnagy (iHwi 3MiHn) - BHeCeHO He3HauHi
y 6nictepi; no 1 3MiHW Y TEKCT MapKyBaHHsI NepBUHHOT (p/1akoH, NyHKT
6nictepy B 17) Ta (bnictep, NyHKTW 4, 6), & TaKOX BTOPUHHOI
KapTOHHI kopobuyj; (nyHKTM 8, 17) ynakoBOK NiKapCbKoro 3acoby. TepMiH
no 42 TabneTkn 'y BBE/leHHS 3MiH NMpPOTsAroM 6 micauis nicns
dNakoHi 3aTBEepAKEHHS
43. | BENTAKCUH® Kancynm 3AT YropwuHa | 3AT ®dapmaleBTUYHWIA YropLumHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3580/02/02
NPOSIOHrOBaHOI fji dapmaLes 3aBsog ETIC Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom
no 75 wr; no 10 TUYHWI cepTudikaT BignoBigHOCTI EBponeiichKiii
Kancyny énicrepi; 3aBop, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
no 3 6nictepu B ETIC OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI a0
KapTOHHI kopobuyj; BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
no 14 kancyny thapmakonei: gna A®l; ans BUXigHOTO
6nicTepi; no 2 marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
6nictepy B BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
KapTOHHIA Kopoo6Li [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat
Bif] y)Xe 3aTBEpL)KEHOr0 BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOrO cepTudpikaTy BignoBigHOCTI EBpoNeickkiii
thapmaxonei Ne R1-CEP 2009-270-Rev 07
(3aTBepmxeHo: R1-CEP 2009-270-Rev 06) ans gitoyoi
peyoBUHM BeHNadakCuHy rigpoxiopuay Big,
3aTBEPAKEHOro BMPOGHMKa «AneMOBik dapmaceBTikas
Jita.», IHAjs.
44. | BENAKCUH® Kancysnu 3AT YropwpHa | 3AT ®apmaLeBTUYHWIA YropuiuHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3580/02/03
NPOJIOHrOBaHOI il dapmaues 3aBog ElIC TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/E- peyenmom
no 150 wmr; no 10 TUYHWI cepTudikaT BignoBigHOCTI EBponeiichkiii
Kancyny énictepi; 3aBog, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
no 3 6nictepu B ErIC OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI abo

KapTOHHI kopobuyj;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHiiA KOpo6Li

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVIKOPWCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei) - OHOB/IeHWI cepTudpikat
Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOB/IEHOr0 cepTudikaTy BiANOBIAHOCTI E€BPONENChKIi
cdhapmakonei Ne R1-CEP 2009-270-Rev 07
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
(3atBepmxeHo: R1-CEP 2009-270-Rev 06) ans gitoyoi
peyoBuHW BeHNadakCuHy rigpoxiopuay Big,
3aTBEPKEHOr0 BUPOOHUKA «AneMbiK PapmaceBTikan
Jita.», IHAjs.
45. | BENTAKCUH® Kancynu 3AT YropwuHa | 3AT ®apmaueBTUYHWIA YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3580/02/01
NPOSIOHrOBaHOI Aji dapmaves 3aBsog ETIC Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
no 37,5 mr; no 10 TUYHWI cepTudikaT BignoBigHOCTI EBpoNeNichKii
Kancyn y énictepi; 3aBog, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
no 3 6nictepu B ETIC OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KapTOHHI kopobuyj; BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
no 14 kancyny thapmakonei: gna A®l; ans BUXiAHOTO
6nictepi; no 2 marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
6nictepy B BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
KapTOHHIA Kopoo6Li [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJIEHOrO cepTudpikaTy BignNoBiAHOCTI EBpoNeichKiii
tapmakonei Ne R1-CEP 2009-270-Rev 07
(3atBepaxeHo: R1-CEP 2009-270-Rev 06) ans gitoyoi
peyoBuUHM BeHNadakCuHy rigpoxiopuay Big,
3aTBEPAKEHOro BMPOGHMKa «ANEMOBik PapmaceBTikas
Jita.», IHAjs.
46. | BEPAXXUHAKC | kancynu BariHa/ibHi Amakca Benuka BMPOBHULTBO 3a B’eTHam BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/20205/01/01
M'sKi; no 6 kancyny nrtg, BpuTtaHis MOBHUM UpKIOM: Din Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom

6nictepi, no 1 a6o 2
6nictepn y
KapTOHHI KOopoo6Li

IHTep ®apma Ko.,
nrta., B'eTHawm;
KOHTPOb AKOCTi: ®in
IHTep ®apma Ko.,
n1a., B'eTHam

cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikaT Big,
BXE 3aTBEeP)KEHOro BUPO6HWMKa - MOJaHHA HOBOTO
Ceptuchbikaty CEP 2021-287-Rev 01 ana Adl
MonimikcuHy B cynbghart Big, BXe 3aTBEpAKEHOro
BUPOGHMKA, L0 3MiHVB Ha3By Ta agpecy
BUpo6HMLUTBa. [itova pepakuis: No. R1-CEP 2009-
159-Rev 02, MaHnkoy YXoHrmein MyagoHr
dapmac’toTiken Ko., fiItg. [Hangzhou Zhongmei
Huadong Pharmaceutical Co., Ltd.] / 866 MoraHLaH
Poag, MNaHnkoy, npoBiHuis XXesaHr 310011, Kutaii [866
Moganshan Road, Hangzhou, Zhejiang province
310011, China). NponoHoBaHa peaakuis: No. CEP
2021-287-Rev 01, FTAHMKOY XXOHIMENTYALOHI
OAPMAC'HOTIKEN OXXAHTAOHI KO., NTA.
[HUANGZHOU ZHONGMEIHUADONG
PHARMACEUTICAL JIANGDONG CO., LTD.]/ 7278
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MpocnekT MeiiniH, MaHnkoy, NPOBIHLiA XesHr,
Mpomucnosa KnactepHa 3oHa JausaHayH 311 228,
Kutaii [7278 Meilin Avenue, Hangzhou, Zhejiang
province, Dajiangdong Industrial Cluster Zone, 311
228, China]
47. | BISKbIO PO34UNH ANS iH'EKLN, Hosaprtic LLiseiuapi BUMYCK Cepiii: AJIKOH- Bnbris/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/18833/01/01
120 mr/mn; no 0,23 Osepci3 A KyBpbop, Benbris; Icnanis/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MY pakoHi; no 1 IHBECTMEH Bunyck cepiii: CnoseHis/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
hnakoHy B TC Al Hosaprtic LLseiuapis y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
KOMMNJIEKTi 3 rO/IKO0 ®apmacbtoTuka, C.A., (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
PiNIbTPYBa/ILHO B IcnaHis; Bunyck cepii, thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KOpOoO6Li 3 KapTOHY BTOPVHHE NaKyBaHHSA: BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
Jlek dapmacboTvKasIc KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
4.4., CnoseHis; 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BMPOGHMLITBO BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
rOTOBOrO J1iKapCbKOro 3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
3acoby, BK/IYa4u KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
KOHTPOb AKOCTI, thaiina cuctemu papmakoHarnsgy) - 3miHa
nepBuHHE Ta KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BTOPVHHE NaKyBaHHS: BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
HosapTic ®apma MicLe3HaxoKeHHS MacTep-haina cuctemm
LTeiH AT, thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
LLiBeiiLapisi; KOHTPOSIb LisiNbHOCTI 3 hapmakoHarnsaay
akocTi: HosaprTic
®apma Arl,
LLIBeiiuapisi
48. | BIHITEN® cupon, 200 mr/5 mn TOB YkpaiHa TOB "KYCYM ®APM" YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/18844/01/01
no 100 mn a6o no "TNEADA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionse
200 My cknsiHOMY PM NTA" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi ae

h1aKkoHi 3 KpULLIKOO
3 KOHTpONIEM
nepLuoro BiAKPUTTSA,
KOXeH hNakoH y
KapTOHHI ynakoBLi
pasom 3i Wwnpuuem-
[,03aTOPOM 06’'€MOM
5 Mn Ta agantepom
ona wnpuua; no 100
M abo no 200 mny
CKNAHOMY (p/1aKoHi 3
KPULLIKOIO,
HefoCTyMnHOW ANs
BiAKPUTTA AITbMU,
KOXEH (oNakoH y
KapTOHHI ynakosLi
pa3om 3i Wwnpuuem-
fAo3atopomM 06’emom
5 M1 Ta aganTepom

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHoM) 3MiHN BHECEHO [0 iHCTPYKLiT 415 MeaNYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsA Ta A031" BigMnoBigHO 4O OHOBEHOI
iHchopmawii 3 6e3nekn Ajtoyoi pevyoBuHU. BBeaeHHA
3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAKEHHS.
3miHu | TUny - 3miHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONs MeAMYHOro 3acTocyBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
ANs wnprya reHepnyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx

3aco06iB nicns BHECEHHA TiET caMoi 3MiHM Ha
pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HaJaHHA
XOMHWX HOBWX AOAATKOBMX JaHWNX) 3MiHWN BHECEHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ginu "®apmakosiorivyHi B1actueBocTi”,
"MokaszaHHs"(iHdopmavis 3 6e3nekn),
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKuMu
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
a6o rogysaHHa rpyaar”, "Cnocié 3acTocyBaHHA Ta
no3n" (iHcbopmavis 3 6e3nekn), "Mepeao3yBaHHS",
"Mo6iyHi peakwyji" BignoBigHO A0 iHhopMmauii Lwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro Nikapcbkoro
3aco6y (Epilim, syrup 200 mg/5 ml). BBegeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAsA 3aTBEPMKEHHS. 3MiHW |
TMny - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Buaui peecTtpauiiHoro
nocBig4YeHHs, BKovaoun MnaH ynpaeniHHA pu3nkamm
(3acTOCyBaHHA TEKCTY, KNI NOrOMXEHNI 3
KOMNETEHTHUM opraHom) 3asBHUKOM HafaHo
OHOB/IEHUIA MnaH ynpaBniHHS py3nkamMu Bepcis 2.1.
3MiHN BHECEHO [0 YacTuH: | «3arasibHa iHopmMauis»
Il «Cneundikauis 3 6e3nekm» I «MnaH 3
thapmakoHarnagy» V «3axoau 3 MiHiMi3auil pu3nkie»
VI «Pe3tome nnaHy ynpasniHHA pusnkamm» VII
«[lopatkm» (aopatkm 1-8) y 3B’s3Ky 3 OHOB/IEHHSM
iHchopMmawii 3 6e3neku Ajtoyoi pevyoBUHM BasibNpoary
HaTpia Bi4NOBIAHO [0 aKTyau1bHOI ped)epeHTHOI
iHchopmawii, Ha nigcTaBi OHOBIEHHS AOAATKOBYMX
3axofiB 3 MiHiMi3aUiT pu3KVKiB a Takox Y 3B'A3KY i3
3MiHOI dhopmaTy BignoBsigHO A0 BuMor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3tome
MnaHy ynpaBniHHA pu3nkamu Bepcisa 2.1 gogaeTbes.
3minu | Trny - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60o pocnigxeHb 3 6e3Mnekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXXEHUM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
opraHoM) 3MiHM BHECEHO [0 iHCTPYKLiT 4718 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLi
BMAM B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchopmawuii 3 6e3neku Ajroyoi peyosuHn. BBeaeHHA
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain "Mo6iyHi
peakuii” WoA0 BaXNBOCTI 3BiTyBaHHA NPO MOGIYHi
peakLujii. BBeAeHHS 3MiH NPOTAromM 6-Tu micsLiB nicns
3aTBEPKEHHS.
49. | BITAMIH D3 PO34YMNH OpasTbHUI, TOB YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18599/01/01
BOAHWMIA, 15 000 "APTEPIY TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MO/1 mn; no 10 mn M naTa" thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
y dhnakoHi, no 1 TEKCT MapKyBaHHA NepPBUHHOI (M. 6) Ta BTOPMHHOI (M.
hnakoHy B naui 8, 17) ynakoBKu nikapcbKkoro 3acoby. BBeaeHHS 3MiH
NPOTAroM 6-Tv MicAUiB Nic/a 3aTBEPAKEHHS
50. | BOPUKOHA30 | nopoLuok Ans [xeHoda Benwuka XaliHaHb Moni ®apm Kuraii BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/20010/01/01
n pO3UmnHy ansa pm T4, BpuTaHis Ko., 114, BUMNPAaBIEHHA TEXHIYHUX NOMWIIOK 3rigHO N.2.4. peyenmom
iHcpysiii no 200 mr, 1 po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
h1aKoH 3 MOPOLLKOM 426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
y naui 3 KapToHy Ne 460), gonyLieHux nNpu NpoBeAeHH npoueaypu
peecTtpavii (PM UA/20010/01/01; UA/20011/01/01
Haka3 MO3 Y«kpainu Big 04.05.2023 p. Ne841) B MKA
N3, B MeToAax KOHTPOJIIO SIKOCTi 38 NOKa3HKOM
«KinbKicHe BU3HAYEHHS», NOB'A3aHNX 3 NEPEHECEHHSIM
iHchopMmalii 3 foCbe BUPOBHUKA, & caMe 3 Nepeknagom
51. | BOPUKOHA3O | nopoluok ans xeHoha Benuka XaliHaHb Moni ®apm KuTai BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - UA/20011/01/01
n PO3UnHY AnsA pm T4, BpuTaHis Ko., 114, BUMNPaBNEHHS TEXHIYHNX NOMWIOK 3rigHO N.2.4.
iHdpys3ii no 200 mr in po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
bulk: no 100 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
dhnakoHIiB y naui 3 Ne 460), gonyLieHux Npu NpoBeAEeHHI NpoLeaypu
KapTOHYy peecTtpavii (PM UA/20010/01/01; UA/20011/01/01
Haka3 MO3 YkpaiHu Big 04.05.2023 p. Ne841) B MKA
N3, B MeTOoAax KOHTPOIHO SAKOCTi 38 MOKA3HUKOM
«KinbKicHe BU3HAUEHHS», NOB'A3aHNX 3 NepeHeceHHAM
iHdbopmalii 3 foCbE BUPOBHMKA, a came 3 Nepeknaaom
52. | TANMIYM-XEE/Ib | kpanni opanbHi no Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3283/01/01
30 My chnakoHi- Xanbmitt a XaiinbmiTTens Xeenb TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
KpanesibHuuj; no 1 enb Xeesnb veX KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
hnakoHy- M6X napameTpiB crneuudikaliin Ta/abo fonyCcTUMUX MexX

KpanenbHuui y
KopobLi 3 KapToHY

rOTOBOrO JliKapCbkoro 3acoby (BU/Ty4YeHHS HE3HAYHOro
nokasHuKa (Hanpvknag 3actapifioro nokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Un
CMakoBMX A06aBOK)) - BunyyeHHs He3Ha4YHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nokasHuka «4ucno XaseHa KonbOopoBiCTb» 3i
crneuudikaLii rotoBoro nikapcbkoro 3acoby. - 3miHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOs1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOro NikapCbKoro 3acoby (BUyYeHHsi HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB Un
CMakoBWX [06aBOK)) - BunyyeHHs He3HayHoro
nokasHuka «pH» 3i cneumdikauii roToBOro nikapcbkoro
3aco0y npv BUNYCKY.

53.

FENAPNHOBA
MA3b

Masb; no 25 r abo no
40 r y Ty6i; no 1 Ty6i
B nauuj

TOB "OKN
"®apmaue
BTUYHA
habpuka"

Ykpaina

TOB "OKnM
"PapmavueBTnyHa
habpuka”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBaKeHHs AisNIbHOCTI
BMPOGHMKA (BK/TKOYaK0UM, 38 HEOBXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJ0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®I, abo noctayasnbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONeChbKiii
dhapmaxonei y 3aTBeppkeHOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[0Cbe) (iHWi 3MiHN) 3MiHa Ha3BM DipMU-BMPOGHMKA
aitoyoi pevosrHn (API) BeHsokaiH 3 «Changzhou
Sunlight Fine Chemicals Co., Ltd.», KuTaii Ha
«Changzhou Sunlight Pharmaceutical Co., Ltd.»,
KvTalii, 6e3 3MiHM Micus BUpOOHULTBA.

- 3MiHn | TMNy - 3MiHK 3 aKocTi. CepTudiikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiii hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii JdY a6o €sponelicbkoi hapmakonei,
abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B JPY,
abo €sponeiickkin hapmakonei, abo iHLwWil
HaujoHanbHili hapmakonei gepxasu €C) MNpuBeaeHHS
cneundikaii A®l BeH3okalH y BigNoBiAHOCTb A0
3arasibHux ctaten ®Y 2.6.12, 5.1.4, BHeCeHO
YTOUYHEHHS B METOAVKY NPOBEAEHHS, Nn.
«Mikpob6iosnoriyHa uncToTa» (BUTyYEHO TOJIEPAHTHI A0
XKOBUYi rpamHeraTvBHi 6akTepii, gogaHo Escherichia
coli). - 3minu | TMNY - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C

6e3
peyenma

UA/6719/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
(3miHa y cneumdikauisix, noB'a3aHa 3i 3amMiHO BUMOT
MoHorpadii AdY abo iHLWOoi HauioHanbHOT hapmakonel
nepxasn €C Ha BUMOrn MoHorpadii €Bponeiicbkoi
thapmakonei). MNpuBeaeHHs cneuudikayii BUXigHOro
KOHTponto AP| BeH3okaiH fo BUMor moHorpadii EP
«Benzocaine». 3MiHEHO BUMOTM 0 NOKa3HWKIB
«lpeHTudikayis», «KinbkicHe BU3HAYEHHS»,
«CynpoBifHi AOMILLKM», BUMYYEHO MNOKA3HWKM:
«MpOo30pICTb PO3UMHY», «KObOPOBICTb PO3UNHY»,
«KNCMOTHICTb 260 NTYXKHICTb».
54. | TENATPOMBIH | kpewm, 30 000 "Xemodhap | Pecny6nik BMPOOHULITBO Pecny6nika BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/3054/02/01
MO/100rno40ry m" a Cepbis Hepo3dghacoBaHo| Cepbis MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peuyenma
Ty6i; no 1 Ty6i B NpoAyKLii, NnepBuHHa KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
KapTOHHI ynakoBLi Ta BTOPUHHA OHOBJ/IEHHA BXEe 3aTBEPIKEHNX METOZAIB KOHTPO/O
ynakoBka, KOHTPO/1b AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
cepii: "Xemocpapm" TEKCTy AepXaBHOK MOBOI 3riJHO Cy4YacHVX BUMOT
AL, BpLiau, Bigain
BMPOGHMYA AiNbHULA
LWa6au, Pecny6nika
Cepbist; KOHTPOb
cepii, f03BIN Ha
BUWMYCK Cepii:
«Xemothapm» All,
Pecny6nika Cepbis
55. | FTENATPOMBIH | kpewm, 50 000 "Xemocpap | Pecny6nik BMPOGHMLITBO Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/3054/02/02
MO/100r,no40ry M" AL a Cepbis Hepo3dracoBaHol Cepbis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma
Ty6i; no 1 Ty6i B npoaykKLuii, NnepBuHHa KOHTpO/1b roToBOro MikapcbKoro 3acoby (iHLwi 3MiHM)
KapTOHHI ynakoBLi Ta BTOPUHHA OHOBJIEHHA BXe 3aTBEPMKEHNX METOZAIB KOHTPOSO
ynakoBka, KOHTPO/Ib AKOCTi NikapCbKOro 3acoby, a came: BUKNaAEeHHS
cepii: "Xemochapm" TEKCTY AepXXaBHOK MOBO 3rifHO Cy4YacHWUX BUMOT
AL, Bpwau, Bigain
BUPOGHMYA AiNbHULUSA
LWa6au, Pecny6nika
Cepbisi; KOHTPO/Tb
cepii, [O3BIN Ha
BUWMYCK Cepii:
«Xemothapm» All,
Pecny6nika Cepbis
56. | TENATPOMBIH | renb, 50 000 "Xemodhap | Pecny6nik BMPOGHULTBO Pecny6nika BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/3054/01/02
MO/100rno40ry M AL a Cepbis Hepo3dacoBaHoi Cepbis TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma

Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLUi

nNpoAyKLii, NnepBuHHa
Ta BTOPUHHA
ynakoBka, KOHTPO/Ib
cepii: "Xemocpapm"
AfLl, Bpwau, Biggin
BUPOGHMYA AinbHULA
LWabau, Pecny6nika
Cepbist; KOHTPOsIb

KOHTpO/1b roToBOro NikapcbKoro 3acoby (iHLwi 3MiHW)
OHOBJIEHHA BXE 3aTBEPKEHNX METOZAIB KOHTPOSO
AKOCTI NikapCbKoro 3acoby, a came: BUKN3AEHHS
TEKCTY [ilepXaBHOI MOBOIO 3rifJHO Cy4acHUX BUMOT.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
cepii, f03BIN Ha
BUNYCK cepil:
«Xemothapm» All,
Pecny6nika Cepbis
57. | TENATPOMBIH | renb, 30 000 "Xemodhap | Pecny6nik BMPOOHULITBO Pecny6nika BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3054/01/01
MO/100r; 0o 40ry m" a Cepbis Hepo3dghacoBaHo| Cepbis MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peuyenma
Ty6i; no 1 Ty6i B NpoAyKLii, NnepBuHHa KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
KapTOHHI ynakoBLi Ta BTOPUHHA OHOBJIEHHA BXe 3aTBEPIKEHNX METOZAIB KOHTPO/IO
ynakoBka, KOHTPO/1b AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
cepii: "Xemocpapm" TEKCTY [epXXaBHOI MOBOHO 3riJHO Cy4YacHUX BUMOT.
AL, BpLiau, Bigain
BMPOGHMYA AiNbHULA
LWa6au, Pecny6nika
Cepbist; KOHTPOb
cepii, f03BIN Ha
BUWMYCK Cepii:
«Xemothapm» All,
Pecny6nika Cepbis
58. | TENALE® NOpPOLLOK A/1A NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10752/01/01
KOMBI pO34nHy s iH'ekuii | "Knismean "KuiBmegnpenapart" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
no 1,0/1,0r;no2,0r penapat” 3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLieci BUPo6HMLTBA

y thnakoHi; no 1
donakoHy B nauywi; no
2,0 r y chnakoHi; no
10 donakoHiB y
KOHTYPHiIli
YapyHKOBIl
ynakosui; no 1
KOHTYPHiIli
YapyHKOBIli ynakoBLyi
B nauui

roTOBOrO /1iKapCbKOro 3acoby, BKIOYAUN NPOMDKHUI
NPOAYKT, LLLO 3aCTOCOBYETHLCS NPU BUPOOHULTBI
rOTOBOrO /liKapCbKoro 3acoby (iHLUi 3MiHK)
BMKIageHHs p. 3.2.P.3.3. Onuc Bupo6bHUYoro npotecy
Ta KOHTPO/I0 BUPOBHMLTBA NiKapCbKoro 3acoby B
HOBIli pegakuii. 3mMiHu | Tuny - 3MiHK 3 aKocTi. FoToBWMIA
nikapcbkuid 3aci6. 3MiHM Y BUPOBGHULTBI. 3MiHN
BUNPOGYBaHb abo AONYCTUMUX MEX, BCTAHOB/EHUX Y
cneundikauisix, nig yac BMpoBHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHW) - BUKNaAEHHS p.
3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTafili i TPOMiXHOT
NpoAyKLUii B OHOBJ/IEHIN peakLii, a caMe OHOBJ/IEHHS
Cneuudpikauii: - gogaHo n. «LjinicHicTb dnakoHiB» ans
norofpKeHHs BHeceHoT iHchopmaui mix n. 3.2.P.3.3. Ta
n. 3.2.P.3.4., ocKinbku faHuii NokasHUK HaBeAeHWin B
p. 3.2.P.3.3.; - BHeceHi 3miHu o cneuudikauii 3a n.
«CynpoBigHi gomiluku» ( npuBefeHHs 0o MKA IMN3); -
BUy4YeHO N. «CepeAHs Maca BMICTY (p/1akoHy»,
OCKIifIbKN AaHuiA NOKa3HUK He € 060B’A3KOBUM. - 3MiHN |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cuctema KOHTelHep/3aKynopoBasibHWiI 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa (Hanpuknag,
3acTapisioro NokasHuka)) BUIyYeHHs 3i cneuudikauii
Ta METOLIB KOHTPO/IH0 Ha KOBMAYKW asltoOMIHIEBI FOTOBI
00 cTepunisauii nokasHmka «CTiliKICTb 40 CYXOXapoBoi
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JliKapcbKo20
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dopma sunycky
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cTepwnizauii» - 3miHu | Tuny - 3miHK 3 skocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKOro 3acoby
(IHLWi 3MiHKW) - OHOBNEHHA po3giny 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnoproBasibHWiA 3aci6, a came
OHOB/IEHHSA cneungikalii Ha CKNSAHI 1akoHW Y 3B’A3KY
3 yHidpiKaLieto TMNOPO3MIpPIB CKAAHUX NAKOHIB - 3MiHU
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3acib.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa y
MeToAax BUNPoGYyBaHHA NEPBUHHOI YNakoBKW rOTOBOTO
nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNPO6YBaHb (BK/OUaloum 3aMiHy abo fofaBaHHs)) -
OHOBJ/IEHHSA po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akyrnoproBasibHWii 3aci6, a came
BUYYEHHSA HeakTyannx nocunaHb Ha FOCT y
MeToZax KOHTPOJIt0 Ha (h/1akOHM CKASIHI, MPO6KK
ryMOBI Ta KOBMaukn aslloMiHiEBI 3 N1aCTMKOBOIO
Haknagkoto: - BuganeHo Homepu FOCTIiB y MeToAax
KOHTPO/O Ha Pr1akoHU CKNSHI 3a M. «TepMiyHa
CTiliKiCTb» Ta «OCHOBHI po3Mipy (h/1aKOHIB», OCKINIbK/
AaHi FOCTu He fjtoTb B YKpaiHi; - BuaaneHo Homepu
FOCTiB y meToAax KOHTPO/IKO Ha NPO6KM ryMOBI 3a .
«30BHILWHIN BUrNAa» t1a «OCHOBHI pO3Mipy NPO60K»,
ockinbku aaHi FOCTwu He fjtloTb B YKpaiHi; - BUganeHo
Homep MTOCTY y meToAax KOHTPO/IK0 Ha KOBNaYku
/TIOMIHIEBI 3 N1ACTUKOBOK HaKNAAKOK Ha
AvHaMomeTp 3a N. «3ycunns HeobxigHe ANns 3HATTA
NAaCTUKOBUX HaKNafoK», ockinbkn fanuii TOCT He aie
B YKpaiHi.

59.

FECNEPUAVH

MOPOLLOK
(cybeTaHuin) y
noaBiHNX
nonieTNeHoBux
naketax gnsi
chapmaueBTUYHOIO
3aCTOCyBaHHs

MPAT
"OITOPA
PM"

YKpaiHa

CwnuyaHb Ceni
PapmacbsroTukan Ko.,
nro.

Kutait

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTpaLiiHOro
NnocBiAYEHHS)
3MiHa MicLe3HaxX0MKEHHS 3asBHMKa

UA/15915/01/01

60.

FAUUHTIA

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKO10, Mo 10
Mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepun y naJui; no
10 Tabnetok y
6nictepi; no 6
6nictepis y nayui

AT
"KNIBCbK
nn
BITAMIHH
nn
3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{I n
BITAMIHH1N
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHU Y npoLieci BUPO6HULTBA
roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUM
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npovueci BUpo6HULTBA) - 3MiHa TEPMiHY NPUAATHOCTI B
cneumaikaLii Ha NPOMiXHY Ta Hepo3dacoBaHy
npoaykuito. 3aTeepmakeHo: TepmiH npuaaTtHoOCTI Macu
Ansa TabnetyBaHHa — 5 Ai6 TepMiH NpuaaTHOCTI

3a
peyenmom

UA/17455/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tabnetok-aaep — 3 406y TepMiH NpMAATHOCTI
Hepo3schacoBaHoi npoaykuii — 10 Ai6 3anponoHoBaHo:
TepmiH npuaaTHOCTI Macy ans TabnetysaHHs — 10 fi6
TepmiH npugaTtHocTi Tabnetok-agep — 20 4i6 TepmiH

npuaaTHocCTi Hepo3sdacoBaHoi npoaykuii — 30 4i6 -
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0NyCTUMMX MeX, BCTAHOB/IEHUX Y creuudikaLisx, nig
Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHUM) - 3MiHa YacTOTW KOHTPOJIIO NMOKa3HWKIB
"KinbkicHe BU3Ha4yeHHs" (B cnewudikauii npoMikHOT
npoaykuii (maca ana tabnetysaHHsa Ta TabneTku-
aapa)) Ta "OAHOPIAHICT BMICTY Ait040i peyoBUHM B
OAVHWLi [030BAHOr0 NiKapcbKoro 3acoby
ecumTanonpamy " B cneyudikaLii npomikHOI NpoayKLii
(Maca gns TabneTyBaHHs), a came AOMOBHEHHS
MPUMITKOIO <«** - MOKa3HUK KOHTPOIETLCA Nif Yac
Banigauii BApO6HMYOro npouecy». 3aTBepaKeHo:
MpomixHa npoaykuis. Maca ans TabnetyBaHHs
KinbkicHe BU3HauyeHHA OAHOPIAHICTL BMICTY AitoUoil
PEYOBUHY B OAUHWLi [,030BAHOrO /iKapCbKOro 3acoby
ecunTanonpamy MpoMixHa npoaykuis. TabneTkm-agpa
KinbkicHe BM3Ha4yeHHs 3anponoHoBaHo: MNpoMixHa
npoaykuis. Maca gns tabnetysaHHsa **KinbkicHe
BWU3HAYEHHA ** -MOKa3HNK KOHTPOJIETLCA Nif vac
BanigaLii BUpo6Huyoro npouecy OAHOPIAHICTL BMICTY
L0401 PEYOBVHN B OAVHWLL 4030BAHOIO NiKAPCbKOro
3aco6y ecuuTanonpamy** ** - nokasHuK
KOHTPONMIETLCA Nif Yac Banigavii BUpobHMYOoro
npouecy - MNpomixHa npogykuis. TabneTkn-aapa
KinbkicHe BU3Ha4YeHHs **KinbkiCHe BU3HAYEHHS ** -
NOKa3HWK KOHTPOJIOETLCA Nif, Yac Banigauii
BMPOBHMYOro npouecy

61.

FAUMHTIA

TabneTkun, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 20
Mmr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauui

AT
"KNIBCbK
nn
BITAMIHH
nn
3ABOJ"

YkpaiHa

AT "KVTBCBKII
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
rOTOBOrO J1ikapCbKOro 3acoby, BK/IOYakUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
rOTOBOrO JIiKApCbKOro 3acoby (He3HayHa 3miHa y
npovueci BUpo6bHULTBA) - 3MiHa TePMiHY NPUAATHOCTI B
cneumaikaLii Ha NPOMiXHY Ta Hepo3acoBaHy
npoaykuito. 3aTtsepaxeHo: TepMiH NpUAATHOCTI Macu
Ans TabnetyBaHHsa — 5 Ai6 TepMiH NpuaaTHOCTI
Tabnetok-aaep — 3 nobu TepmiH NpuaaTHOCTI
Hepo3chacosaHoi npoaykuii — 10 4i6 3anponoHoBaHo:
TepmiH npugaTHOCTi Macu Ans TabnetyBaHHs — 10 fi6
TepMiH npuaaTHocTi Tabnetok-aaep — 20 4i6 TepMiH
npuaaTHoCTi HeposdhacoBaHoi npoaykuii — 30 aib -

3a
peyenmom

UA/17455/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHN BUNpobyBaHbL abo
[OMNYCTUMUX MEX, BCTaHOBMEHUX y crevuudikalisx, nig
Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) - 3MiHa YaCTOTU KOHTPO/TKO NOKA3HWKIB
"KinbkicHe B13HaueHHs" (B cneuymdikaulii NpoMiXHOT
npoaykuii (maca ans TabnetyBaHHs Ta TabneTku-
aapa)) Ta "OfHOPIAHICTb BMICTY Ait040T pevyoBUHN B
OAVHWLj A,030BAHOr0 MiKApPCLKOro 3acoby
ecuuTanonpamy " B cneyudikauii npomMikHOI Npoaykuii
(maca gns TabneTtyBaHHs), a came JONOBHEHHS
NPUMITKOIO «** - MOKa3HWK KOHTPO/TIOETLCA Mif Yac
BanigaLii BApPO6HMYOro npouecy». 3aTBepaKeHo:
MpomixHa npogykuif. Maca ans TabnetyBaHHS
KinbkicHe Bu3HauyeHHss OAHOPIAHICTb BMICTY fAito4oil
PEYOBVHM B OAVHWLI [,O30BAHOTO J1iKapCbKOro 3acoby
ecuuTanonpamy MNMpomixHa npoaykuis. Tabnetku-sapa
KinbkicHe BU3HaueHHs1 3anponoHosaHo: MpomixHa
npoaykuis. Maca gns tabnetyBaHHs **KinbkicHe
BW3HAYEHHA ** -MOKa3HNK KOHTPOJIIETLCA Nif Yac
Banigauii BMpobHmyoro npouecy OAHOPIAHICTL BMICTY
Ail040i PeYOBMHMN B OANHUL 4030BAHOIO NiKapCbKOro
3acoby ecuuTasnionpamy** ** - nokasHuK
KOHTPONIETLCA Nif Yac Banigavii BUpobHMYOro
npouecy - MNpomixHa npoaykuis. TabneTtkn-aapa
KinbkicHe Bu3HaueHHs **KinbKiCHe BU3HAYEHHSA ** -
NOKa3HWK KOHTPOMOETLCA Nif, Yac Banigavii
BMPOBGHMYOro npouecy

62.

riNOTIASNA®

TabneTkn no 25 mr;
Ne 20: no 20
TabneTok y 6nictepi;
no 1 6nicrepy y
KapTOHHI KOopoo6Li

TOB
"CaHocpi-
ABeHTIC
YkpaiHa"

YkpaiHa

BUPOBHULTBO,
nepBUHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/Ib SKOCTi Ta
Bunyck cepii M3 (3a
BUK/OYEHHAM
MiKpo6ionoriyHoro
TecTyBaHHs): Onenna
Xenckea XaHrepi
KT, YropwmHa;
Mikpob6ionoriuHe
TecTyBaHHA MN13:
XIHOIH 3aBog
dapmMaLeBTUYHMX Ta
XimiuHunx MpoaykTiB
Mpatisit Ko. fiTa,.
(XIHOTH Mpaiisit Ko.
Nta.) - nignpuemcTeo
HOnecT, YropwuHa;
XIHOIH 3aBsog

YropuimHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsagy

3a
peyenmom

UA/7593/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
dapmaLleBTUYHNX Ta
XimiyHux MpoaykTis
MpaiisiT Ko. NTA.
(XIHOTH Mpaiisit Ko.
NtA.) - nignpuemcTso
YaHikeenbp,
YropuwmHa
63. | MNOTIA3NA® Tabnetku no 100 wmr; TOB Ykpaina BUPOBHULTBO, YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/7593/01/02
Ne 20: no 20 "CaHodi- nepBuHHE Ta TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
TabneTok y 6nictepi; ABeHTIC BTOPUHHE MaKyBaHHS, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 1 6nicrepy y YkpaiHa" KOHTPO/b AKOCTI Ta y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHI KOopoo6Li BMnyck cepii N3 (3a (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
BUK/OYEHHAM dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHOT ocoou,
MiKpo6ionoriyHoro BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
TecTyBaHHs): Onenna KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
Xenckea XaHrepi 3piicHeHHs hapMakoHarnsay B YkpaiHi, SKLO0 BoHa
KT, YropwmHa; BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
Mikpob6ionoriuHe 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
TecTyBaHHA [N13: KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
XIHOIH 3aBog (haiina cuctemu chapmakoHarnsgy) 3miHa
dapmauleBTUYHNX Ta MicLe3HaxoKeHHS MacTep-haina cuctemm
XimiuHunx MpoaykTiB thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
Mpaiisit Ko. iTa,. LisiNbHOCTI 3 hapmakoHarnsaay
(XIHOTH Mpaiisit Ko.
Nta.) - nignpuemcTeo
HOnecT, YropwuHa;
XIHOIH 3aBsog
dapmauleBTUYHUX Ta
XimiyHux MpoaykTis
Mpaisit Ko. NiTa,.
(XIHOTH Mpavisit Ko.
NtA.) - nignpuemcTso
YaHiksenbg,
YropuwmHa
64. | TNAHOYM cnpeii Ans poToBol MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsie UA/17869/01/01
NOPOXHUHYK, 1,5 "XIMPAP "XIMGAPM3ABO/, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma ae
mr/mn no 30 mny M3ABO/[ "UEPBOHA 3IPKA" Ta/abo afpecu 3asBHMKA (B/1aCHUKa peeCTpaLiiiHoro
hnakoHi 3i cnpeii "YEPBOH nocBifyeHHs). 3MiHa HaliMeHyBaHHs 3asiBHUKA Y
Hacocom Ta A 3IPKA" 3B'A3KY 3i 3MIHOI0 OpraHi3aviliHo-npaBoBoi hopMun
HacagKow nignpuemcTea. BBefeHHS 3MiH NPOTAroM 6-Tu micALiB

NOBOPOTHOM; Mo 1
hnakoHy y nauui

nicnsa 3aTBepAXeHHS. 3MiHY | TUny - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa

roTOBOrO NikapcbKoro 3acoby, BKIYaKUN AiNbHALL
BUMYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/IHO

AKOCTI. (4ifNbHICTb, 3a Ky BiAnosigae

BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt).

3MiHa HaliMeHyBaHHS1 BUPOGHMKA Y 3B’A3KY 3i 3MIHOH
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
opraHi3aujiiiHo-npaBoBoi hopmMK MignpuemcTea. Takox
[OMOBHIOETHLCS HANUCaHHA aapecy Y BiANOBIAHICTb [0
Aitoyoi niyeHsii. BupobHunya ginbHnuA Ta BC
BMPOGHMYI onepauii 3ayimwwatTbecs 6e3 3MiH. 3MiHKn
BHECEHO B po34inv "BUpobHuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,itO ANs
MeAUYHOro 3acToCcyBaHHA Ta Sk HacNifokK - BiANOBIAHI
3MiHW Y TEKCTI MapKyBaHHS YNakoBKU NiKapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tv micsLiB nicns
3aTBepXEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHW). 3MiHWN BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
ynakoBKM fikapcbkoro 3acoby y n. 17 IHLE. BBeaeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEPKEHHS.
65. | TNEBO TabneTkun, BKPUTI "neHmapk IHAjs 'neHmapk IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8751/02/01
060/10HKO10, M0 250 dapmacb $apmacbloThkans My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mr; no 5 TabneTtok y loTVKan3 Nra. thapmakoHarnagy (iHwi 3MiHn) 3MiHn BHeceHo B n. 17.
6nicTepi; no 1 abo nra. IHLE TekcTy MapKyBaHHS BTOPUHHOT yNakoBKU
no 2 6nictepun y NiKapcbKoro 3acoby, a came: BuaasieHo iHopMaLiiio
KapTOHHI ynakosLi Npo eKCK/03NBHOTO ANCTPME'toTopa. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsLIB Nicns 3aTBEPAKEHHS
66. | MMEBO TabneTkn, BKpUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8751/02/02
o60s0HkKoto, no 500 Papmachb dapmacbloThKan3 TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Mr; no 5 TabneTtok y loTKaN3 nra. hapmakoHarnsgy (iHwi 3miHn) 3MiHW BHeceHo B . 17.
6nictepi; no 1 a6o nTa. IHLLE TekcTy MapKyBaHHS BTOPUHHOT yNakoBKMN
no 2 6nictepn y NiKapcbKoro 3acoby, a came: BugasieHo iHghopMaLiiio
KapTOHHI ynakoBLi Npo EKCK/3MBHOTO AUCTpub'toTopa. TepMiH BBELEHHS
3MiH - NPOTArom 6 MicsLIB NicNs 3aTBEPKEHHS
67. | rnoay NNCTA | nuctsa i kBiTkn no 50 MpAT Ykpaina MpAT "“NikTpaBun" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/6040/01/01
| KBITKU rabono60ry "NikTpasn” TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
nayvkax 3 BHyTPILHIM CuctemMa KoHTelHep/3akynoptoBasibHII 3aci6 (iHLi
naketom; no 1,5r 3MiHW) - BHECEHHS 3MiH 40 HOPMYBaHHS NMOKa3HWKIB
abono25ry «laeHTUiKaLis (30BHILLHI 03HaKW)» (foAaBaHHA onucy
iNbTp-NakeTi; No NAiBKN NaKyBasIbHOI ); « TOBLYMHA MNIBKA» (YTOYHEHHS
20 hinbTp-nakeTiB y [0NyCTUMMX HOPM NMOKasHUKa) cneumdikauii 3
nayui abo y nauui 3 KOHTPO/I0 NePBMHHOTO NakKyBaslbHOrO Matepiasty A5
BHYTPILLHIM NakeTom ynakosku 1o 50 r Ta no 60 ry naytii 3 BHYTPILLHIM
nakeTom (naiBka nakyBasibHa (NEPBMHHA).
68. | TNYTAPIIH Tabnetkn no 0,25 ; TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | 6e3 UA/4022/02/01
no 10 TabneTtok y TBO 3 BMPOOHMLTBA, TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbkunii 3aci6. peyenma
6nictepi; no 3abo 6 | OBMEXE KOHTPO/b SKOCTI, CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
6nictepiB y HOKO BUNYCK cepil: nocravasibHVKa nakyBasibHUX MaTepianis abo
KapTOHHiiA Kopo6Li BIANOBIA ToBapucTBO 3 KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B JOCHE) (3aMiHa
ANbHICT 06MEXEHO abo gofaBaHHA NMocTavyasibHUKA).
0 BiANOBIAaNbHICTIO JoaatkoBo A0 3aTBEpA)KEHOro BUPOBHMKa NEPBUHHOIO
«KOPIMOP "papmMaLeBTnYHa nakyBaHHs (AT «TexHonoris», YkpaiHa) BBoANTbCA

ALIA

KoMnaHisa "3gopos'a”,

HOBWIA BUPOBHMK Gh0osIbIv aitoMiHieBoi TOB
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
«340POB YkpaiHa; «AnTpeig», YkpaiHa. Cneundikauii Ta metoam
"HA» BCi cTagii KOHTPOJI0 AAKOCTI IE€HTUYHI. SAKICHI @60 KiNlbKiCHI 3MiHW
BMPOGHULITBA, CKnagy nakysasibHOro marepiany BifCyTHi. 3MiHu |
KOHTPO/b AKOCTI, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
BUNYCK cepil: CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
ToBapucTso 3 nocTavasibHVKa nakyBasibHUX MaTepianis abo
06MeXeHOI0 KOMMNIEKTYUNX (FKLWO 3a3Ha4YEHO B [OCHE)
BiANOBiAA/IbHICTIO (BUNYYEHHSA NocTavyasibHUKa) -
"®APMEKC IPYI1", BunyyeHHs 3aTBep)KeHOro nocradasibHmKa
YkpaiHa NepBUHHOIO NakyBaHHs O/brv antoMiHieBoi BAT
«Pycan CasiHan», pocilicbka theaepauisi.
3arBepmkeHo: BAT «Pycan CasHan», pociiicbka
depepauis; AT «TexHonoris», YkpaiHa.
3anponoHoBaHo: AT «TexHonoris», YkpaiHa. 3Minu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [JOCHE)
(BnnyyeHHs noctavasibHNKa) - BunyyeHHs
3aTBEPAKEHOr0 NocTavyasibH1Ka NePBUHHOTO
nakyBaHHs MNiBky nonisiHinxnopugHoi TOB «KnekHep
MeHTannact PYC», pocilicbka thefepauis.
3arBepaKeHo:
TOB «KnekHep MeHTannact PYC», pocilicbka
hepepauis; Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepyto4oto
KomnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpO6HMYOIO AiNbHULELD.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepytouyoto
KomnaHieto, a komnania Shantou Huadafu Plastic Co.,
Ltd, China € BUpOGHMYOIO AiNbHULELD.

69. | TNYTAPIIH Tabnetkn no 0,75; TOBAPUC YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/4022/02/03
no 10 TabneTok y TBO 3 BMPOGHMLITBA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
6nictepi; no 3 a6o 5 OBMEXE KOHTPO/b SIKOCTI, CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
6nictepis y HOKO BUWMYCK Cepii: noctayasibHuKa nakyBasibHUX maTtepianis abo
KapTOHHIA KopooLi BIANOBIA ToBapucTBO 3 KOMMJ/IEKTYIOUMX (SIKLLO 3a3HA4YeHO B JOCbE) (3aMiHa

AJTbHICT 06MeXeHo a60 fofaBaHHA NOCTaYasIbHUKA).
0 BIAMNOBIAA/IbHICTIO [opaTkoBO [0 3aTBEPAKEHOrO BUPOGHMKA NEPBUHHOIO
«KOPMNOP "PapmavueBTnyHa nakyBaHHs (AT «TexHonoris», YkpaiHa) BBOAUTbCS
AlIA KoMnaHisa "3gopos'a”, HOBWI BUPOGHWK (ponbrv antomiHieBoi TOB
«300POB YKpaiHa, «AnTpeng», YkpaiHa. Cneundikauii Ta metoam
"A» BCi cTagii KOHTPOJT0 SIKOCTI IAEHTUYHI. FKICHI @60 KiflbKiCHI 3MiHU
BUPOBHULTBA, cknagy nakyBasibHOro matepiasy BifCyTHi. 3MiHM |
KOHTPOb AKOCTI, UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
BUWMYCK Cepii: CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
ToBapwuCTBO 3 noctavasibHUKa nakyBasibHUX MaTepianis abo
06MEXEHO KOMMAEKTYHUMX (SIKLLO 3a3HAYEHO B JOCbE)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BiANOBIAA/LHICTIO (BWTy4eHHSI nocTavasibHuKa) -
"OAPMEKC IPyT11", BunyyeHHa 3aTBepaXeHoro nocravasibHmkKa
YkpaiHa NepBUHHOIO NakyBaHHA d)oNbrv antoMiHieBoi BAT
«Pycan CasHan», pocilicbka thegepauisi.
3aTBepmkeHo: BAT «Pycan CasiHan», pociicbka
depepauis; AT «TexHonoris», YkpaiHa.
3anponoHoBaHo: AT «TexHonoris», YkpaiHa. 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
noctayasibHvKa nakyBasibHUX MaTepianis abo
KOMMNEKTYUNX (AKLWO 3a3Ha4YeHO B JOCHE)
(BUNyYEHHSs nocTavyanbHKKa) - BunyyeHHs
3aTBEPKEHOr0 NocTavYasIbHNKa NEPBUHHOTO
nakyBaHHs nAiBky nonisiHinxnopugHoi TOB «KnekHep
MeHTannact PYC», pociiicbka thefepadis.
3aTBepaKeHo:
TOB «KnekHep MeHTannact PYC», pocilicbka
pepepauis; Rockman Company Ltd, China*
*komnaHis Rockman Company Ltd, China € kepytouoto
KomnaHieto, a KomnaHia Shantou Huadafu Plastic Co.,
Ltd, China € BUpO6HMUOIO AiNbHULELD.
3anponoHoBaHo: Rockman Company Ltd, China*
*komnaHiss Rockman Company Ltd, China € kepyto4oto
KomnaHieto, a komnanis Shantou Huadafu Plastic Co.,
Ltd, China € BUpPOGHMYOK AiNTbHULELO.
70. | TNYTAPIH Tabnetkn no 1 r; no TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/4022/02/02
ANKOKNIH 1 tabnetyiy TBO 3 BMPOGHMLITBA, UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6. peyenma
6nictepi; no 2 OBMEXE KOHTPO/b AKOCTI, CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepn y HOKO BUNYCK cepil: nocTavasibHVKa nakyBasibHUX MaTepianis abo
KapTOHHI kopo6Lyj; BIANOBIA ToBapucTBO 3 KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO B AOCbE) (3aMiHa
no 10 TabneTok y ANBHICT 06MEXEHO abo gofaBaHHS nocTavyasibHUKa) BBEAEHHS HOBOMO
6nictepi; no 1 10) BiANOBIAA/ILHICTIO BMPOBGHMKA NEPBUHHOIO NakyBaHHS (ObIv
6nictepy B «KOPIMOP "®apmavueBTuyHa antoMiHieBoi TOB «AnTpeiig», YkpaiHa. Cneumndikau,ii
KapTOHHIA KOopooLi ALIA KommaHisa "3gopos'a", Ta MeTOAY KOHTPOJIH0 SKOCTi iAeHTUYHI. FkicHi abo
(ans BMpobHUKa «340POB YkpaiHa,; KiNIbKICHI 3MiHW CKay nakyBaslbHOro marepiany
ToBapucTso 3 A BCi cTagil BIACYTHI. - 3MiHN | TMNY - 3MiHK 3 sKOCTi. FoTOBMI
obmexeHo BMPOGHMLITBA, nikapcbkuii 3aci6. Cuctema
BignoBiga/IbHICTIO KOHTPO/b SIKOCTI, KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
"papmMmaueBTUYHa BUWMYCK Cepii: noctayasibHuKa nakyBasibHUX maTepianis abo
KomnaHis ToBapwCTBO 3 KOMMNIEKTYUNX (FKLWO 3a3Ha4YEHO B OCHE)
"3popos’a™, 06MeXeHo (BUNy4YeHHA noctavyasibHuKa). BunyyeHHs

YkpaiHa); no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI KOopoo6Li
(ans BMpo6HMKa
ToBapucTso 3
06MEXEHO

BiANOBIAAILHICTIO
"®APMEKC IPyn"
YKpaiHa

3aTBEPKEHOr0 nocTtavyasibHMKa NEPBUHHOIO
nakyBaHHs osibru antoMiHieBoi BAT «Pycan
CastHan», pociiicbka dpegepadisi. - 3miHum | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOYMX (SIKLLO 3a3HAYEHO B OCHE)




58

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BiANOBIAA/TIbHICTIO (BTyYeHHs1 nocTavanbHvka). BunyyeHHs
"®APMEKC IPYT11", 3aTBEPXEHOroO noctavyasibH1Ka NepBUHHOIO
YkpaiHa) nakyBaHHs MNiBky nonisiHinxnopugHoi TOB «KnekHep
MeHTannact PYC», pocilicbka hegepauis
71. | rPN-reAH rpaHynu; no 10 r MpAT Ykpaina MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/8300/01/01
rpaHyn y neHani "HaujioHan [omeonaTtnyHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
nonimepHomy, rno 1 bHa Cninka" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
neHasy B nauui 3 fomeonar y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
KapToHy; abono 10 r NyHa (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
rpaHyn y cpnakoHi 3 Cninka" thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
KpULLKOIO, Nno 1 BiANOBIAANbHOI 3a 3iicCHEHHS thapmakoHarnaay;
hnakoHy B nadui 3 KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
KapToHy; abomo 5 3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLO0 BoHa
rpaHys y KOHTeliHepi BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
3 [103yBaHHAM, no 2 3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTeliHepy B navui KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
3 KapTOoHYy thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. fitova pefakuis: TkaueHko TeTsHa
MeTpiBHa. MponoHoBaHa pefakuis: Enb Kasnb
Hatanis OpiiBHa.
72. | AE3OPEMIH® TabneTkun, BKPUTI TOB Ykpaina mi6e Mm6X HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17211/01/01
30 nNiBKOBOK «MIBE ApuHaiimitTTens TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
060/10HKOt0, 110 0,03 | YKPAIHA» CucTema KoHTelHep/3aKynoptoBasibHuii 3aci6. 3MiHa y

mr/0,15 wr; no 21
Tabnetuiy énictepi,
no 1, a6o no 3, abo
no 6 6nictepiB y
KapTOHHIA Kopoo6Li

NepBWHHIl yNakoBLji rOTOBOrO JlikapCbKoro 3acoby
(siKicHWIA Ta KinbKicHWI cknag) - Teepai nikapcbki
chopmu - oHoBNEHHS p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoploBasTbHWI 3aci6, a came 3asBHUK JoAa€
NoCW/IaHHA Ha Te, L0 XOoAeH 3 MaTepianis, Ak
BMKOPVCTOBYIOTbCS A1 NEPBVMHHOTO NakyBaHHS, He
MicTUTb nitrocellulose, ockinbku B Aesknx oco6MBO
CTapux 3asBax nocTayasibHUKIB 3a3HaYeHO, Lo
nitrocellulose BUKOPUCTOBYETLCSA AK I'PYHT AN
Apykapcbkoi chapbu. AntomiHieBa donbra 3
HITPOLIE/10/103010 BXE [aBHO HE BUKOPUCTOBYETbLCS.
3axucHuii edpekT antoMiHieBoi 0L 06yMOBIEHWIA
asloMiHIEBMM LLAPOM, SIKUIA He BYB 3MiHEHMIA. XKoaHUX
3MiH He 6Gy/10 BHECEHO A0 crneuudikaLiii Ta MeTogis
BMNPOOYyBaHHA yNakoBku. B pamkax Lyx 3MiH OHOB/EHI
OKpemi YacTuHu popmyntoBaHb Ta hopmaT BCbOro
po3giny 3.2.P.7., BHeCeHi pefakLuiiiHi 3MiHW. 3MiHu |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
CucTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYeHO B AOCHE)
(BUNYy4YEHHA NOCTavasIbHUKA) - OHOBJIEHHA p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynoptoBasibHMiA 3aci6, a came
BW/IyY4EHO BCi MOCW/IAHHSA Ha Pi3Hi Ha3BY BUPOBHUKIB,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3a BYHAATKOM Has3B, 3a3HayeHnx y exemplary technical
documentation
73. | AEKBANIHIKO NOPOLLOK AT YkpaiHa Nebca Icnanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | - UA/10787/01/01
xnoeug (cybcTaHuis) B "®apmak” TUNy - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS
MiLLKax Ta/abo afpecu 3asiBHMKa (B/1aCHUKA pPeEECTpaLiiiHoOro

nonieTuIeHoBmx
NnoABiHMX Ans
BUPOGHMLTBA
HecTepuIbHNX
nikapcbknx chopm

MOCBIAYEHHS) - 3MiHA HaliMEHYBaHHS Ta agpecu
3aaBHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs).
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuXigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEP)KEHOro BUpobHMKa. MoAaHHsA HOBOro
cepTudpikaTa BignoBiAHOCTIi EBpONEChKil
thapmakonei Ne RO-CEP 2019-026 - Rev 01 ans
aitoyoi pevosrHy Dequalinium chloride Big Bxe
3aTBepAXeHOoro BupobHuka Laboratories Espinos Y
Bofill S.A. (LEBSA), IcnaHis (3amiHa DMF Version 8
2010-06-10). 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
015 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
papmakonei Ne RO-CEP 2019-026 - Rev 02 g5
aitovoi pevosrHy Dequalinium chloride Bupo6HuKa
Laboratories Espinos Y Bofill S.A. (LEBSA), IcnaHisi.
AK Hacnigok, BiAGyNNCb 3MiHV B
cneumdikauii/metogax KoHTposio A®l, B po3gini
YnakoBka (3aTtBepkeHo: B Millkax nonieTnaeHoBux
NoABiNHMX, 3a6e3MneYeHnx eTrKkeTKkamu,;
3anpornoHoBaHo: B millkax nonieTnaeHoBNxX NoABIiHNX
3 OCyLlyBayeM MK HUMW, BK1afeHi B NONieTUIEeHOBI
6apabanu). 3miHu | TRy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB's3aHi 3 HEO6XIAHICTIO NPMBEAEHHS Y BiAMNOBIAHICTb
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
[0 MoHorpadii dY abo EBponeiicbkoi hapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(IHLWi 3MiHK) -
npuBeaeHHs cneyudikauii/MeToaiB KOHTPOSO Aitouol
peyoBuHU Dequalinium chloride 3a nokasHVKoM
«laeHTUdikauis» y BigNoBIigHICTb [0 BUMOT
MOHorpadii €P*,
74. | BEKETA PO3YUH ANst iH'EKLIN, MicTtpan AHrnia BEM lnau CaH. Be Tik. TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/20346/01/01
50 mr/2 mn; no 2 mn Kenitan A.C. MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom
B amnyi; no 6 MeHepxm KoHTposb rOTOBOr0 Nikapcbkoro 3acoby. 3MiHa
amnys B KapTOHHIl eHT napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
Kopoo6Li Nimiteq rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK) -
KopuryeaHHsi hopMy/toBaHHA AOMYCTUMUX NOKa3HMKa
"Mpo3opicTb"
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBEpKeHVX MeTodax
BMNPo6YBaHHS) - He3HauHi 3mMiHM y MeToAax
BMNPO6YBaHHS 3a NOKa3HUKOM «KinbKicHe BU3HAYEHHS
[ekckeTonpodeHy», «laeHTndikauis/KinskicHe
BM3Ha4YeHHs ETaHony» B MKA /13 npuBegeHo y
BiANOBIAHICTb A0 OPUTiHAIBHUX AOKYMEHTIB
BMPOGHMKA.
75. | BEKCA- renb, no 12,5 mrir; TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19263/01/01
3400POB'A no 50 r a6o no 100 r TBO 3 06MeXeHo My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
y Ty6i; no 1 1y6i y OBMEXE BiANOBIAALHICTIO hapmakoHarnsgy (iHwi 3MiHn).
KOpOO6Li 3 KapTOHY HOKO "papmMaueBTNYHa 3MiHV BHECEHO Y TEKCT MapKyBaHHSA NepBUHHOI (M. 5,
BIANOBIA KoMnaHis "3gopos'a” 6) Ta BTOpUHHOI (N. 5, 11, 17) ynakoBOK NikapCbKoro
ANbHICT 3aco0y, a TakoxX BU/TyYeHO iHhopMaLito, 3a3HaueHy
10) POCIiCbKOK MOBOI; BHECEHO HE3HAYHI peAakKLiiiiHi
«KOPIMOP npaskn.TepMiH BBEAEHHS 3MiH NPOTAromM 6 micsuiB
ALIA nicns 3aTBEPIXEHHS.
«300POB
H»
76. | BEKCINAHT® Kancynm 3 Takepa CLWA BMPOGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/13660/01/01
MoAaucpikoBaHUM Papmacb NMOBHUM LUKOM: Ipnangis/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
BUBINIbHEHHSAM loTikas1C Takena M'm6X, micue ITanis Ta/abo afpecu 3asBHUKA (B/laCHUKA peECTpaLiiiHoro
TBepai no 30 mr; no CLA, IHK. BMPOOHULTBA nocBigueHHs1). 3MiHa agpecu 3asiBHMKa
14 kancyny OpaHieHbypr,
6nictepi; no 1 a6o HimeuunHa;
no 2 6nictepu B BMPOOHULTBO
KapTOHHIA Kopoo6Li Hepo3dacoBaHoi
NPOAYKLIi:
Takega lpnaHgis /T4,
IpnaHgis;

nepBuHHE Ta
BTOPWHHE NMaKyBaHHA,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
[103BiNT HA BUMNYCK
cepit:
Lendapm Hosapa
C.p.n., Itanis
77. | BEKCINAHT® Kancynm 3 Takepa CLWA BMPOBHULTBO 3a HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13660/01/02
MoamnhikoBaHUM dapmachb NMOBHUM LNKIOM: IpnaHgis/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
BVBI/TbHEHHAM toTikasic Takepa 'm6X, micue ITanisa Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTpaLiiHOro
TBEpAi no 60 mr; no CLA, IHK. BMPOOHULTBA noceifyeHHs). 3MiHa agpecu 3asBHUKa
14 kancyny OpaHieHbypr,
6nicTepi; no 1 abo HimeuumnHa;
no 2 6nictepu B BMPOOHULITBO
KapTOHHI KOPOOL Hepo3dghacoBaHo|
NPOAYKLi:
Takepa lpnaHgia /114,
Ipnangis;
nepBuHHe Ta
BTOPVHHE NaKyBaHHS,
[03BiN Ha BUMYCK
cepii:
Oendapm Hosapa
C.p.n., Itanis
78. | AEHIFMA® TabneTkun, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/13254/01/02
060/10HKOH0 1O 10 «NEAPA MBT NTA, IHAis; YkpaiHa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionse
Mr; no 14 TabneTok PM NTA» AnbTepHaTUBHUIA thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi ae

y 6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBsLi;
no 14 tTabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL;
no 10 KapTOHHUX
yMakoBOK y
KapTOHHI Kopoo6Li

BMPOGHMK, LLIO
34iliCHIOE BTOPUHHE
nakyBaHHs1, KOHTPO/1b

AKOCTi Ta BUMYCK cepii:

TOB "KYCYM ®APM",
Ykpaina

NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHsA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB nica BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWIA Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX faHnX) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MEeJUYHOTO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainu "dapmakonoriyHi
BnactueocTi", "MokasaHHs", "MNpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLi
BMAM B3aemogijit”, "Ocob/IMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyaaro”, "34artHicTb BNAMBATM Ha WUBUAKICTb peaku;i
npw KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWKMK
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta 403K,
"Oitn", "MepenosysaHHs", "MNo6i4HI peakuii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeaMYHOro 3acToCyBaHHs
pedrepeHTHOro nikapcbkoro 3acoby (ABIKCA,
Tabnetku, BKpUTI NNiBKOBO 060/10HKO, No 10 Mmr).
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS
3MmiHu | Tvny - 3MiHK W0 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAAYi peecTpauiiiHoro
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nocBigYeHHs, BKIoYaoun MnaH ynpaeiHHA pu3mkamm
(3acTOCyBaHHA TEKCTY, KNI NOrOMKEHNI 3
KOMMNETEHTHVUM OpraHom)
3asaBHMKOM HafiaHO OHOBJIEHWUI MnaH ynpasniHHSA
pu3nkamm Bepcist 3.0 3MiHY BHECEHO [0 YaCTUH:
| «3aranbHa iHthopmalis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 chapmakoHarnsgy»
V «3axoam 3 MiHimi3aLii pu3mnkis»
VI «Pe3iome nnaHy ynpasniHHSA pyu3nrkamms
VIl «dopatkun» (gogatku 7-8)

Yy 3B’513Ky 3 OHOBJ/IEHHAM iHdopMaLiii 3 6e3nekn gitouoi
PEeYOBMHN MEMaHTVIH BIANOBIAHO [0 aKTyaslbHOI
pedyepeHTHOI iHhopMaLil, @ TakoX Yy 3B'A3KY i3 3MiHO
hopmarty BignosigHo ao sumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).

Pestome MnaHy ynpasniHHA pusukamu sepcis 3.0
[OA3€ETLCA.
3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" LoA0 BaXNMBOCTI 3BiTyBaHHA NPO NOGIYHI
peaxuii. BBefeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA

79.

OEHTATE/NNb®

renb 415 ACeH; No
20 ry Ty6i; no 1 Ty6i
B NauLli 3 KapTOHY

MPAT
"OITOPA
PM"

YkpaiHa

BiAnoBiganbHUii 3a
BMPOGHMLITBO,
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/Tb

AKOCTI Ta BUNYCK Cepil:

MPAT "®ITO®APM",
YkpaiHa,;
BiANOBigabHNI 3a
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
akocTi: AT
"ly6HUapm”,
YkpaiHa,;
BiANOBiAa/IbHWIA 32
BMNYCK cepil, He
BK/THOHAI0UM
KOHTPO/b/BMNpOGYBaH
Hs cepii: MPAT
"PITOPAPM",

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |

TUny - 3MiHn 3 aKkocTi. AL, (iHWi 3MiHK) - OHOBNEHHS

matepianis DMF gitouoi peyoBuHu 3 Bepcii 3, 2017 p.
Ha Bepcito 2, 2023 p.

P034MH xnoprekcnavHy AUroKoHaTy BUPOGHMKa
Basic Pharma Life Science Pvt. Ltd, IHZisi. 3MiHu |
MYy - 3MiHKU 3 AKOCTI. AP, (iHLWi 3MiHKM) OHOBNEHHS
marepHianis DMF gitouoi peyoBmHn MeTpoHigasony
6eH30at BMpo6HuKa Aarti Drugs Limited, IHgis 3 Bepcil
7, 2019 p. Ha Bepcito 11, 2024 p.

6e3
peuyenma

UA/6966/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
YKpaiHa
80. | OXKOKEP CycneHsisi opasibHa AnbneH HimeyunH BUPOBHULTBO, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18813/01/01
no 25 mr/mn, no 30 Papma a nepBuHHE Ta TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
My d1aKkoHi 3 M6X BTOPUHHE NaKyBaHHS cepTudikaT BignoBigHOCTI EBponeiichKii
[,03YH04MM HaCcoCOoM; Ta Bunyck cepii hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
no 1 cpnakoHy y roTOBOrO NiKapCbKOro OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KapTOHHIA KOopooLi 3acoby: BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
ELEDAPM, C.11., thapmakonei: gna A®l; ans BUXiAHOTO
Icnanis; marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KOHTPO/Tb AKOCTi Ta BMKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; Ans
BUNYCK Ccepii roToBOro [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
niKkapcbKoro 3acooby: €Bponelicbkili hapmakonei) - OHOB/eHWI cepTudpikat
SAPMANIJEP, C.A., Bifl y)Ke 3aTBep/pKeHOro BUpoGHYKa - NOAAHHS
IcnaHis; OHOBJIEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeichKiii
MiKpo6ionoriyHunii thapmakonei R1-CEP 2013-219- Rev 00 Big,
KOHTPO/b: 3aTBepmxeHoro BupobHnka MSN ORGANICS
BIONAB, C.J1., IcnaHis PRIVATE LIMITED pgns fitoyoi pe4oBuHn
cungeHadiny yntpar (3aTBepmxeHo: RO-CEP 2013-
219- Rev 02; 3anponoHoBaHo: R1-CEP 2013-219- Rev
00). 3miHu | TNy - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl y)Ke 3aTBep)KEHOro BUPOGHYKa - NOAAHHS
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2013-219- Rev 01 Big,
3aTBEpAXKEHOro BupobHnka MSN ORGANICS
PRIVATE LIMITED pans gito4oi pe4oBvHN
cungeHadiny umtpar
81. | ANTOKCUH- Tabnetku no 0,25 TOBAPUC YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4231/01/01
340POB'A mr; no 10 TabneTok TBO 3 06MexeHo TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
y 6nicTepi; no 5 OBMEXE BiANOBIAAbHICTIO CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
6nictepiB y HOIO "®apmaveBTuyHa noctavasibHuKa nakyBasjbHUX maTepianis abo
KapTOHHI kopobuyj; BIANOBIA KomMnaHis "3gopos'a” KOMMNEKTYHOUUNX (AIKLLO 3a3HAYEHO B OCLE) (3amiHa
no 50 TabneTtok y AJIbHICT abo fofaBaHHA nocTavasibHYKa) BBEAEHHS HOBOro
6nictepi; no 1 10] BMPOGHMKA NEPBMHHOIO NakyBaHHSA doNbru
6nictepy B «KOPINOP antoMiHieBoi TOB «AnTpeiig», YkpaiHa. Cneumndikadii
KapTOHHI kopobLyj; ALIA Ta MEeTOAUN KOHTPOIO AKOCTI iAeHTUYHI. HkicHi abo
no 50 TabneTok y «340POB KiNIbKICHI 3MiHM CKNagy nakyBasIbHOTO MaTepiany
6nictepax A» BiACYTHI. - 3MiHK | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
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noctayasibHvKa nakyBasibHUX MaTepianis abo
KOMMNAEKTYUNX (FKLWO 3a3Ha4YEHO B AOCHE)
(BUnyYeHHs1 nocTavanbHuKa). BunyyeHHs
3aTBEPKEHOr0 NocTavYasIbHNKa NEPBUHHOTO
nakyBaHHs ponbru antomiHieBoi BAT «Pycan
CasiHan», pociiicbka hefepauis. - 3mMiHu | Tuny -
3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctayasibHuKa nakyBasjibHUX maTepianis abo
KOMMNIEKTYUNX (FKLWO 3a3Ha4YEHO B [OCHE)
(BMNYyYeHHs nocTavasnbHuKa). BunyyeHHs
3aTBEPKEHOr0 NocTavasibHUKa NEPBUHHOTO
nakyBaHHs MAiBkv nonisiHixnopugHoi TOB «KnekHep
MeHTannact PYC», pocilicbka dhefiepadisi.

82.

JVKNACEN

PO34nH ANs iH'eKLi,
no 2 Mn1 B amnyni;
no 5 a6o 10 amnyny
nauuj 3 KapToHy

TOB
«®PAPMA
CEJ»

Ykpaina

TOB «®APMACE/»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif] y)X€ 3aTBEPXEHOro BUPOOHUKA NoAaHHA
OHOBJ/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
dhapmakonei Ne CEP 1996-020-Rev 09 (3aTBepmxeHo:
R1-CEP 1996-020-Rev 08) ons Aito4oi peyoBruHU
Lidocaine hydrochloride monohydrate Big Bxe
3aTBepaxeHoro BupobHuka MOEHS IBERICA S.L.,
Icnanis.

3a
peyernmom

UA/20506/01/01

83.

AVIKNOCAH

renb no 40 ry Ty6i;
no 1 Ty6i y nauui 3
KapToHYy

AT
"Nly6Hndpa
pm"

Ykpaina

AT "Ny6Hncpapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy
(iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby fo
po3ainy "Mo6iyHi peakuii™ WoA0 BaX/IMBOCTI
3BiTyBaHHS Npo No6iyHi peakuii, Ta 40 po3giny
"Ocob6nMBOCTI 3aCTOCYBaHHA" WoA0 6e3nekn
3acTocyBaHHS AONOMIKHOT peyoBUHN. BBeAeHHSA 3MiH
NpoTArom 6-Tn MicALIB NiCNa 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnifgKeHb 3 6e3MeKkn 3aCTOCYBaHHS /iKapCbKoro

6e3
peyenma

nionsie
ae

UA/5712/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHV BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsA" Ta "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar” Wwoano
6e3nekn 3acTocyBaHHs fjl040i PeYoBUHN AnKIodeHak
BiANOBIAHO [0 pekomeHaauin PRAC. BBeaeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHO Y TEKCT
MapKyBaHHA g0 n.2, n.3, n.4, n.17 BTOPUHHOT YNaKkoBKu
Tan.1, n.2, .6 NnepBMHHOI YNakoBKN NiKapCbKOro
3ac00y, a TakoX BU/Ty4eHO POCiiCbKy MOBY 3 TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby. BBeeHHA 3MiH NPOTAroM 6-Tn
MicsILiB Micns 3aTBepAKEHHS!
84. | ANNPOCMNAH® | cycneHsia ans OpraHoH Wseiiuapi | Ans amnyn: Bupo6Huk ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9168/01/01
iH'eKUin; no 1 mn B CeHTpan a in bulk, nepsuHHe Benbris TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn lcT TM6X nakyBaHHs: CEHEKCI thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
B KapTOHHIl HSC, ®paHujs; y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
Kopobui; no 1 mn B Brnpo6HMK 32 NOBHUM (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTemy
nonepeaHL0 umknom: OpraHoH dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoT ocoou,
HanoBHEHOMY XelicT 6B, Benbris; BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
wnpuui; no 1 [ns nonepeHL0 KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
LUNPpULY B KOMM/IEKTI HaNoOBHEHUX LUMPWLB: 3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
31a6o2 Brvpo6HMK 32 NOBHUM BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
CTEepPUIbHUMU uuknom: CEHEKCI 3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
rosikamu B HSC, ®paHuis; KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
naacTMKoOBOMY Brvpo6HMK 32 NOBHUM (paiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTeliHepi B uuknom: OpraHoH KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U 3asBHNKa,
KapTOHHIA KOopooLi XelicT 6B, Benbris BiANOBiAaNbHOI 3a hapmakoHarnAg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANoBiAabHOI 3a
thapmakoHarnsag B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-haiina cucremm
chapmakoHarnsgy.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.
85. | OIANAK Kancysm m'ski no xn Em Ipy3ia Bupo6bHuk IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | bes UA/20638/01/01
POPTE 240 wmr, no 20 Papmacb Hepo3dacoBaHoro TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
Karcyn M'akux y ienle NpPoAyKTY chapmakoHarnsgy. BeefeHHs abo 3miHn o

6nictepi; no 1
6nictepy B nauui 3
KapToHYy

Na6opaTopioc Ankana
dapma C.J1., IcnaHis;
BMPOBHUK
BiAnoBiganbHUii 3a
NepBUHHY Ta

y3araslbHeHVX faHunx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0Cc06M 3 dhapmakoHarnsay 3asBHuKa A5
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BTOPWHHY YNaKoBKy, 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
[03BiN Ha BUNYyCK BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
cepii: laboparopioc 3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
Ankana ®apma C.J1. , KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
IcnaHis (haiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BigNoBigasibHOI 3a
hapmakoHarnsg,.
[Oitoua pepakuin: Dea Onoprishvili. NMponoHoBaHa
pefakuis: Maia Kavteladze. 3miHa KOHTaKTHUX faHWX
YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmMakoHarnsag.
86. | OIAHE-35 TabneTkn BKPUTI Baiep Al HimeuunH nepBrHHA, BTOPUHHA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/7893/01/01
060/10HKOI0; Mo 21 a ynakoBKa, [,03BiN1 Ha Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
Tabnetuiy 6nictepi BMNYCK cepii: baliep cepTudikaT BignoBigHOCTI EBponeiickkiii
3 KaJleH4apHow Al', HimeuunHa; hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
Lwkasnoto; no 1 NOBHWIA LMK OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
6nictepy B BMpOGHULTBA: Baliep BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHI KOPOOL Balimap Mv6X i Ko. thapmakonei: gna A®l; ans BUxigHOro
KI, Himeuunna mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMpOGHMKa (3aMiHa ab0 [ONOBHEHHS)
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne RO-CEP 2020-365 -
Rev 02 ansa pitoyoi pevoBuHu Cyproterone acetate Big
HoBoro BMpo6Hnka NEWCHEM S.p.A., ITanis
(AONOBHEHHS).
87. | AIKNOCEN®® cynosuTopii no 100 TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16445/01/01
Mmr; no 5 «[NIEA®PA MBT NTA TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Cyno3nTopiiB y PM NTA» thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo

cTpuni, no 1 a6o no
2 ctpunuy
KapTOHHI ynakoBLi

3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
noceigyeHHs, BktoYarouy Mnax ynpasniHHA pyu3nkamm
(3acTOCyBaHHA TEKCTY, KNI NOrOMKEHN 3
KOMMETEHTHUM opraHom) - 3asiBHUKOM HafaHo
OHOB/ieHUi MnaH ynpasniHHA pu3ukamu Bepcis 3.0.
3MiHV BHEeCeHO [0 YacTuH: | «3arasibHa iHthopmaL,isn»
Il «Cneundikauis 3 6esnekn» I «MnaH 3
hapmakoHarnsagy» V «3axofu 3 MiHimizaujii pusmnkis»
VI «Pe3tome nnaHy ynpasniHHA pusnkamun» VI
«Jopatkn» (oopatku 1-8) y 3B’A3Ky 3 BUAAIEHHAM
BaXK/IMBMUX iAEHTNPIKOBAHNX PU3NKIB, BEXK/TUBUX
MOTEHLAHMX PU3KKIB, @ TAKOX BUAASIEHHS BiACYTHBOI
iHdhopmauii BignosigHo fo HaRP Assessment Report
for diclofenac, a Takox y 3B'A3Ky i3 3mMiHOIO hopmaTy
BignosigHo Ao sumor Evaluation Guidance on the
format of the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). B mexax 3miHu
Ha/iaHO OHOBJIEHWIA NNaH yNpaB/iHHA pU3nKamm,
Bepcisa 3.0.
88. | AIMAPUN® TabneTkn no 2 Mr no NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14726/01/01
10 TabneTtoKy "Kuismegn "Kuismepgnpenapar" TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 3, 5a6o | penapat" dhapmakoHarnsgy (iHwi 3MiHu) 3MiHW BHECEHO Y TEKCT
6 6nicTepiB y naywi 3 MapKyBaHHs NepBuHHOI (N. 6) Ta BTOPMHHOT (N. 8, 17)
KapToHy ynakoBKM fikapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTSArom 6-Tv MicsLiB Nic/s 3aTBepAKEHHSs!
89. | AIMAPUN® Tabnetkn no 3 Mr no NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14726/01/02
10 TabneTtok 'y "Kuismegn "Kuismepgnpenapar" TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 3, 5 abo penapat” thapmakoHarnagy (iHwi 3MiHW) 3MiHW BHECEHO Y TEKCT
6 6nicTepiB y nayui 3 MapKyBaHHs NepBMHHOI (N. 6) Ta BTOPMHHOT (n. 8, 17)
KapToHy ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTAroM 6-TW MicsAUIB NicNsA 3aTBEPAKEHHS
90. | AIMAPUN® Tabnetkn no 4 Mr no MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14726/01/03
10 TabneTok y "Kuismegn "Kuismegnpenapart" TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 3, 5 abo penapat” thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y TEKCT
6 6nicTepiB y naywi 3 MapKyBaHHsi NepBMHHOI (M. 6) Ta BTOPMHHOT (. 8, 17)
KapToHYy YNaKoBKM JliKapCbKOro 3acoby. BeefieHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
91. | APOTABEPVH Tabnetkn no 40 mr NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/6289/01/01
no 10 TabneTok y "KniBmean "KniBmegnpenapat” TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenma
6nictepi; no 1 a6o 2, penapat” thapmakoHarnsagy (iHwi 3MiHn). 3MiHWM BHECEHO Y TeKCT
abo 3 bnictepn y MapKyBaHHS NepBuHHOI (M. 6) Ta BTOpUHHOI (. 3, 8,
nauu,i 17) ynakoBku nikapcbkoro 3acoby. BeegeHHs 3miH
NPOTAroM 6-Tu MicALiB Nicia 3aTBepPAKEHHS
92. | EKCTPAHIN po34nH Ans BakcTep IpnaHgis BakcTtep Xenckea C.A. Ipnangis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu | 3a UA/3426/01/01
nepuTOHeanbHOro Xenckea TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
nianizy; no 2,5 n C.A. thapmakoHarnagy (iHwi 3mMiHu). 3MiHW BHECEHO B TEKCT
PO3UMHY Yy MapKyBaHHA BTOPMHHOT YNakoBKW /TikapcbKoro 3acoby
NNacTUKoBOMY y NyHKT «IHLWE>» woao HasBHOCTI 2D WTpux-Koay.
MiLLKY, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
obnagHaHomy 3aTBEPLKEHHS
iH'EKLiiHUM MOPTOM i
3'egHyBaveMm,
BK/1aEHOMY Y
npo3opwuii

NAacTUKoBUiA NakeT;
no 4 KOMNEeKTU y
KapTOHHI kopobuyj;
no 2,5 1 po3yuHy y
nnacTuKoBOMY
MiLLIKY,
obnagHaHoMy
iH'EKLiiHUM MopTOM,
3 iHTErpoBaHUM 3a




68

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[0MOMOroK ABOX
marictpaneiii Y-
3'egHyBava
NMOPOXHIM
NAacTUKoBUM
MiLLKOM A8
ApeHaxy,
BK/TafEeHUX y
npo3opwuii
NNacTUKOBUIA NakeT;
no 4 KOMNNEKTN y
KapTOHHiii Kopo6Lj;
no 2,0 1 po3unHy y
n1acTKoBOMy
MiLLKY,
obnagHaHomy
iH'EKLiiHUM MOPTOM i
3'eiHyBayeM,
BK/1aleHOMY Y
npo3opwuii
NNacTUKOBUIA NakerT,;
no 5 KOMMIeKTiB y
KapTOHHI kopobuyj;
no 2,0 1 po3umHy y
n1acTKoBOMy
MiLLKY,
obnagHaHomy
iH'EKLiiHMM MopTOM,
3 iHTerpoBaHuUMm 3a
[0MOMOrOH 1BOX
marictpaneii i Y-
3'egHyBava
MOPOXHIM
nAacTUKoBUM
MiLLKOM ON151
ApeHaxy,
BK/afeHNX Yy
npo3opwuii
NNacTUKOBUIA NakerT,;
no 5 KOMMIekTiB y
KapTOHHI Kopoo6Lli

93.

ENIKBIC

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 5 Mr;
no 10 TabneTok y
6nictepi; no 6
6nicTepis y nayui 3
KapToHYy

Mdpaiizep
IHK.

CLWA

Brpo6HMLTBO,
KOHTPO/Ib AKOCTi Ta
KOHTPO/b SKOCTi Npn
BMNYCKY cepil:
BpicTon-Maiiepc
CkBi66
MeHtoekyypuHr

cuA/
HimeuunHa/
Ipnangis/
ITanisa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHSA y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMK 3 chapmakoHarnsay - 3MiHM BHECEHO 0

3a
peyermom

He
niosnsie
ae

UA/13699/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MapKyBaHHAM KomnaHi, CLUA; IHCTPYKLUIi 4155 MEAUYHOrO 3aCTOCYBaHHS /likapcbKoro
aHrniiceko abo MakyBaHHS, KOHTPO/Ib 3acoby A0 po3ainis "®apmakonoriyHi BacTuBocTi” Ta
iHLLIOIO iIHO3EeMHOI0 AKOCTI Ta BUMNYCK cepil: "[iTn", a TaKoX He3HauHi pegaryeaHHs iHdopmadii no
MOBOIO 3i CTUKEPOM KataneHT AHarHi TEKCTy B po3gisax "Cnoci6 3acTocyBaHHS Ta fo3u" Ta
YKpaiHCbKOI MOBOIO; c.p.n., Itanis; "Mo6ivHi peakui’™ (Hymepauis Tabnuup). BBeaeHHs
no 10 TabneTok y nakyBaHHs, KOHTPO/1b 3MiH NPOTAroM 9 MicALIB NICNSA 3aTBEPLYKEHHS.
6nicTepi; no 3 abo SKOCTi NpW BUMYCKY
no 6, aéo no 10 cepii Ta BUNycK cepi:
6nicTepiB y nauyuj 3 Mdpaiizep
KapToHy 3 MeHtodekuypuHr
MapKyBaHHAM [Joiunena rmoéX,
YKPaiHCbKOK MOBOIO; HimeyunHa,;
no 14 tTabneTok y BMPOGHMLTBO,
6nictepi; no 2 KOHTPO/b AKOCTi Npu
6nictepun y nauyui 3 BUNYCKY cepil:
KapToHY 3 Mdpaiizep IpnaHgis
MapKyBaHHAM dapmacbloTikans,
YKparHCbKO MOBOIO IpnaHgis; sunyck
cepii: Copga3s
Nab6opatopis T/A
Bpicton-Maiiepc
CkBi66
dapmacbioTikan
OnepenH3,
EkctepHan
MeHoheKkyypuHr,
Ipnangis
94. | ENIKBIC TabneTkun, BKPUTI Mdpaiizep CLWA Brpo6HMUTBO, CLUA/ BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a He UA/13699/01/01
nNiBKOBOK IHK. KOHTPO/b AKOCTI Ta HimeuunHa/ TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsie
o60noHkKoto, no 2,5 KOHTPO/Ib SKOCTi Npn IpnaHgis/ thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi ae
mr; no 10 TabneTok BMNYCKY cepil: ITanisa NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
y 6nicTepi; no 2 Bpicton-Maiiepc 0151 MeANYHOrO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
6nictepun y nauui 3 CkBi66 OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
KapToHy 3 MeHtodekuypuHT AaHuMu 3 hapMakoHarnagy - 3MiH1 BHECeHo [0
MapKyBaHHAM Komnasi, CLUA; IHCTPYKLUT 419 MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro

aHrnincobkoo abo
iHLLIOIO iIHO3EeMHO10
MOBOIO 3i CTUKEpPOM
YKparHCbKOI MOBOIO;
no 10 TabneTok y
6nictepi; no 2
6nictepn y nauui 3
KapToHy 3
MapKyBaHHAM
YKparHCbKO MOBOIO

MakyBaHHSA, KOHTPO/Ib
AKOCTI Ta BUNYCK cepii:
KartaneHT AHarHi
c.p.n., Itanisi;
nakyBaHHs!, KOHTPO/Tb
AKOCTI MPW BUNYCKY
cepii Ta BUNYCK cepii:
Mdpaiizep
MeHtodekuypuHr
[Joiuneng rméX,
Himeuunha;
BUPOBHULTBO,
KOHTPO/1b SKOCTi Npu

3acoby A0 po3ginis "d®apmakonoriyHi BlacTMBocTi” Ta
"[iTn", a TakoX He3HauHi pefaryBaHHs iHdhopmadii no
TeKCTy B po3ginax "Cnoci6 3acTocyBaHHs Ta fo3n" Ta
"Mo6iuHi peakuii" (Hymepauis Tabnuupb). BBegeHHs
3MiH NPOTAromM 9 MicALIB MiC/A 3aTBEPKEHHS.
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo2o

95.

ENIKBIC

BMNYCKY Cepil:
Mdpaiizep IpnaHgis
dapmachbioTikans,

Ipnangis; Bunyck
cepii: Copas
Nab6opaTtopis T/A
BpicTon-Maiiepc
CkBib6
dapmachbloTikan

OnepenwH3,

EkctepHan
MeHtoekuypuHr,
Ipnangis

Hs

nocsBi0YeHHs

TabneTkn, BKpUTI
nNiBKOBOKO
o6osoHkKoto, no 2,5
Mmr; no 10 TabneTok
y 6nicTepi; no 2
6nictepun y nauui 3
KapTOoHY

Mdpaiizep
IHK.

CLWA

BUPOBHULTBO,
KOHTPO/b AKOCTi Ta
KOHTPO/b SAKOCTi Npun
BUMYCKY cepii:
Bpicton-Maiiepc
CkBi66
MeHtodek4ypuHr
KomnaHi AHnimiTeq
Komnani, CLUA,
nakyBaHHs1, KOHTPO/Tb

AKOCTI Ta BUNYCK Cepil:

KataneHT AHarHi
C.p.n., Itanis;

nakyBaHHs, KOHTPO/Tb
AKOCTI MPW BUNYCKY
cepii Ta BUNYCK cepii:
Mdpaiizep
MeHtodekuypuHr
[Joiunena rméxX,
Himeuunha;

BMPOGHMLITBO,
nepBuHHEe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/Ib SKOCTi Npn
BUMYCKy cepil Ta
BUNYCK cepil:
Mdpannzep IpnaHgis
dapmacbloTikans,
Ipnangis;

BMNYCK Cepil:
Coppaa NabopaTtopi3
AnnimiTeq Komnasi,

CLUA/
ITania/
HimeuunHa/
Ipnangis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
3aco6y (gibHMLA ANS BTOPUHHOTO NakyBaHHS) -
[0AaBaHHA (hYHKLT BTOPUHHOTO nakyBaHHS
nNiKapcbKoro 3acoby 4717 3aTBEPIAXEHOr0 BUPOOHUKA
"Pfizer Ireland Pharmaceuticals, Ireland”. BeeaeHHs
3MiH NPOTArom 9-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
3aco6y (AinbHMLA AN NEePBUHHOTO NaKyBaHHS) -
[oAaBaHHA (OYHKLIT NepBMHHOTO NaKyBaHHS
nNiKapcbKoro 3acoby 4717 3aTBEPIAXEHOr0 BUPOOHUKA
"Pfizer Ireland Pharmaceuticals, Ireland"”. BeeaeHHs
3MiH NPOTAroMm 9-Tu MICALIB NiC/A 3aTBEPAXKEHHS.
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisIbHOCTI BUpOBOHUKa (BK/IHOYakoUK, 3a HeobXigHOCTI,
MicLie NpoBefEHHS KOHTPO/IO SKOCTI), ab0 BacHuka
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BnxigHOro Matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y A0CbE Ha JlikapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANoOBIAHOCTI EBPONEiChKili
thapmakonei y 3aTBepKeHOMY [40CkbE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[0CbE) - 3MiHA HAa3BU Ta agpecu BUPO6HMKa AdI
"Bristol-Myers Squibb". BupobHuya ginbHnua Ta yci
BMPO6HUYI onepavii 3a/MwarTbes He3MiIHHUMU. 3MiHN
| Tuny - AAMiHICTpPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS

Ta/abo agpecu micus NPOBaKEeHHS AisIbHOCTI

3a
peyenmom

He
nionsie
ae

UA/13699/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
IpnaHgjs BVPOGHMKa/iMMopTepa roToBoro /ikapcbKoro 3acoby,

BK/IOUAKOUM AiNbHULI BUMYycKy cepii abo micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHWK/IMNOPTEP, BKIOUAKUY BUMYCK
cepiid) - 3MiHa Ha3BW Ta YTOYHEHHS afipecn BUPOOHUKa
N3 BignosiganbHoro 3a BMnyck cepii "Swords
Laboratories", BifnoBiAHO f0 OHOBEHOrO cepTudikaTty
GMP. BupobHuya finbHuLA Ta yci BUpo6HMYi onepadii
3a/IMLLATLCA HE3MIHHUMUW. 3MiHN BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS iKapCbKOro
3acoby y po3ainn «BUpobHuK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
MPOBaPKEHHS AOT0 AiSSILHOCTI» 3 BiANOBIAHUMMN
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. BBefeHHA 3MiH NpoTAroMm 9-Tu micAuiB nicns
3aTBEpKEHHSA. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn AiNbHULI
BMNYyCKy cepii abo MicLe NnpoBefeHHS KOHTPO/I0
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, He BK/TKOYakuM BUMYCK cepili) -
3miHa Ha3BM Ta agpecu BUpobHuka M3, wo
BiANOBIAAa€e 3a BUPOBGHULTBO, KOHTPOSIb SKOCTI Ta
TecTyBaHHA npu Bunycky 13 "Bristol-Myers Squibb".
Bupo6Huya ainbHUUS Ta yci BUpo6HUYi onepadii
3a/IMWA0TLCSA HE3MIHHUMUW. BBEAEHHSA 3MiH NPOTAroM
9-T MicALIB MiC/A 3aTBEPMXEHHSA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - 3MiHU BHECEHO B
nyHkT¥ 3, 8, 15, 17 (BTOpMHHA yNakoBKa) Ta MyHKTU 4,
6 (NepBMHHa yNakoBKa), a TakoX NepeHeceHHs dpasu
«[lns geTtanbHoI iHbopmav,i AvB. IHCTPYKLio ANns
MeAMYHOro 3acTocyBaHHa» 3 n. 15 B n. 3 (4N BCix
BUPOGHUKIB). OHOB/IEHHSA TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPVMHHOI YNaKoBOK /liKapCbKOro
3acoby, a came Ans BUpo6HuKa «KaTtaneHT AHarHi
C.p.n.» Ans 060x A03yBaHb: — BUIYYEHHS MapKyBaHHA
015 CTUKepa YKPaiHCbKOK0 MOBO; — A04aBaHHsA
OAMHULb BVMIPIOBAHHSA y cuctemi Sl; — 3MiHWM BHECEHO
B NyHKTW 1, 2, 4, 8 (BTOPUHHA yNaKoBKa) Ta MyHKTN 1,
2, 4 (nepBuHHa ynakoBska). BBefieHHs1 3MiH NpoTArom
9-T MicALIB MiC/A 3aTBEpMXEHHSA. 3MiHu | TNy -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHsA
BMPOGHMKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

BMMYCK cepii) - He Bkoyaroun
KOHTPONb/BUNPOBYBaHHSA cepil - oAaBaHHA YHKUT
BMNYCK Cepii rOTOBOrO JlikapCbKOro 3acoby ans
3aTBepmxeHoro BupobHuka "Pfizer Ireland
Pharmaceuticals, Ireland”. 3miHV BHeceHo B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS MiKapCbKoro
3aco6y y po3aiin «Bnpo6Huk» Ta
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca Micus
NPOBaXEHHS MOro AiANBLHOCTI», SIK HACNILOK —
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans AOAAaTKOBOro BUPOBHMKA.
BBefeHHs 3MiH NpoTArom 9-Tn MicALiB nicns
3aTBEpPKEHHSA. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpoBafKEHHA AiS/IbHOCTI BUPO6HMKA (BK/THOYatoun, 3a
HeoObXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPO/IO SIKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW Ta YTOUHEHHS agpecy
BMpoGHUMKa A®| "Swords Laboratories", BignosigHo [0
OHOBrieHoro ceptudikaty GMP. BupobHuya AinbHuus
Ta yci BUpo6HMYi onepawjii 3anuwalTbCs HE3MIHHUMMU.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaLKEHHS
AiSNIbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIHYAKUU [iTbHULL BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy BigNoBigae BMpOOHUK/iMMopTep, He
BK/IOUA0UM BUMYCK Cepild) - 3MiHa afpecy BUPOGHUKa
'N3 BignosifanbHOroO 3a BUPOOGHULITBO, KOHTPOSIb
AKOCTI npy BUNYycKy cepii "Pfizer Ireland
Pharmaceuticals, Ireland". Bupo6Huya finbHuUA Ta yci
BMPOGHWUYI onepauii 3a/IMLanTbCs HE3MIHHUMMU.
BBefeHHs 3MiH NpoTarom 9-Tu MicAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SAKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPOOGHULTBI ADI (AKLLIO 3a3HAYEHO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY [0CkE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (AIKLLO 3a3Ha4YEHO Y
[ocbe) - 3MiHa agpecu BupobHuka Adl "Pfizer Ireland
Pharmaceuticals", BignoBigHO A0 OHOBNEHOIO
ceptudpikaty GMP. Bupo6bHuua ginbHuusa Ta yci
BMPOGHUYI onepadii 3aMWatTbCs HE3MIHHUMMU.
96. | ENIKBIC TabneTkun, BKPUTI Mdpainzep CLWA BMPOGHMLITBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/13699/01/02
NAiBKOBOO IHK. KOHTPO/Ib AKOCTi Ta ITanis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nidnse
060/10HKOH0, M0 5 Mr; KOHTPO/b AKOCTi Npu HimeuunHa/ 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS ae
no 10 TabneTok y BMNYCKY cepil: Ipnangis [0[aTKOBOI fiTbHUL BUPOGHMLTBA A5 YacTUHN abo

6nicTepi; no 3 abo
no 6, aéo no 10
6nicTepis y nauuj 3
KapTOHy; no 14
Tabnetok y énictepi;
no 2 6nictepn y
nauuj 3 KapToHy

BpicTon-Maiiepc
CkBi66
MeHtohekuypuHr
KomnaHi AHnimiTeq
KomnaHi, CLUA;
nakyBaHHs1, KOHTPO/1b

AKOCTI Ta BUMNYCK cepii:

KaTaneHTt AHarHi
C.p.n., Itanis;

nakyBaHHs1, KOHTPO/Tb
AKOCTi NpU BUMYCKY
cepii Ta BUNycK cepii:
Mdpaiizep
MeHtohekuypuHr
[Loiuneng Mv6X,
HimeuunHa,
BMPOGHMLITBO,
nepBuHHEe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/Ib SKOCTi Npn
BUMYCKy cepil Ta
BUNYCK cepil:
Mdpannzep IpnaHgis
dapmacbloTikans,
IpnaHgis;

BMNYCK Cepil:
Coppaa NabopaTtopi3
AnnimiTeg Komnai,

IpnaHgjs

BCbOr0 BMPOOGHMYOrO NPoLEecy roToBOro Nikapcbkoro
3aco06y (4iNbHULA A5 BTOPUHHOIO NakyBaHHS) -
[ofaBaHHsA (PyHKLIT BTOPUHHOIO NakyBaHHS
nNikapcbKoro 3acoby N5 3aTBepAKEHOro BUPOOHMKa
"Pfizer Ireland Pharmaceuticals, Ireland". BBefeHHs
3MiH NPOTAroM 9-TU MIiCALLIB MiCNA 3aTBEPIXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOOGHNYOro NPoLEecy roToBOro Nikapcbkoro
3aco6by (4i/IbHMUA 418 NePBUHHOMO NakyBaHHS) -
AofaBaHHA OYHKLIT NEPBUHHOIO NakyBaHHS
nNikapcbKoro 3acoby N5 3aTBepAKEHOro BUPOOHMKa
"Pfizer Ireland Pharmaceuticals, Ireland". BBefeHHs
3MiH NPOTAroM 9-TU MIiCALLB MiCNA 3aTBEPIKEHHS.
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHSI
AISNbHOCTI BUPOOHUKa (BK/THOYAtoun, 3a HEOOXIAHOCTI,
MicL,e NpoBeAEeHHS KOHTPO/IO SIKOCTI), abo BiacHuKa
macTep-paiina Ha A®l, abo nocTavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCS Y BUPOOHULTBI ADI
(AIKLLLO 3a3HAYEHO Y A0ChE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKIl
dhapmaxonei y 3aTBepkeHOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yoBUHN (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW Ta agpecu BMpobHuka Ad|
"Bristol-Myers Squibb". BupobHuya ginbHnud Ta yci
BMPOOHUYI onepauii 3annwaTbCa HE3MIHHUMUW. 3MiHK
| Tuny - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecy Micus NPOBaPKEHHS AISNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BAMYCK
cepili) - 3MiHa Ha3BM Ta YTOYHEHHS afpecn BUPOOHUKa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

N3 BignosiganbHOro 3a Bunyck cepii "Swords
Laboratories", BignoBigHO A0 OHOBIEHOro cepTuduikaty
GMP. BupobHuya ginbHnusa Ta yci BUpo6bHu4i onepadii

3a/MWATLCA HE3MIHHUMUW. 3MiHW BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro

3aco6y y po3ainn «BupobHuk» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AifNbHOCTI» 3 BiANOBIAHUMM
3MiHamMW Y TEKCTi MapKyBaHHS yNakoBKW NiKapCbKoro
3acoby. BBegeHHs 3MiH MpoTAroM 9-Tu micsuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roToOBOro Nikapcbkoro 3acoby, BKIYaKUN AiNbHALL
BUMYCKy cepii abo MicLe NpoBefeHHS KOHTPO/IHO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEpP, He BK/TKOYakoun BUMYCK cepild) -
3miHa Ha3BuM Ta agpecu BUpobHuka M3, wo
BiANOBIAAE 3a BMPOGHMLTBO, KOHTPOJIb SKOCTI Ta
TecTyBaHHsA npu Bunycky /13 "Bristol-Myers Squibb".
Bupo6Huya fAinbHuusa Ta yci BUpobHuyi onepadii
3a/IMWA0THCA HE3MIHHUMW. BBEEHHA 3MiH NPOTArOM
9-TW MicALiB Nicna 3aTBEPMKEHHSA. 3MiHK | TNy -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
nyHkTY 3, 8, 15, 17 (BTOPUHHA YNaKkoBKa) Ta MyHKTU 4,
6 (NepBMHHA yNakoBKa), a TakoX NepeHeceHHs pasm
«[lns geTtanbHOI iHbopMmav,i AnB. IHCTPYKLUi0 ANs
MeAMYHOro 3acTocyBaHHsA» 3 n. 15 B n. 3 (414 BCiX
BMPOGHUKIB). OHOBNEHHA TEKCTY MapKyBaHHs
NepBUHHOT Ta BTOPVHHOI YNakoBOK JTlikapCbKOro
3acoby, a caMme 519 BUPOOHKKa «KaTaneHT AHarHi
C.p.n.» Ana 060X A03yBaHb: — BUTYYEHHS MapKyBaHHS
ANA CTUKepa YKpPaiHCbKO MOBOIO; — JoAaBaHHSA
OAMHWLb BUMIPIOBAHHSA Y cucTeMi Sl; — 3MiHW BHECEHO
B NyHKTW 1, 2, 4, 8 (BTOPMHHA YNakoBka) Ta MyHKTW 1,
2, 4 (nepBuHHa ynakoBka). BBeieHHs1 3MiH NpoTArom
9-TW MicALiB nicnsa 3aTBEPMKEHHSA. 3MiHK | TUny -
3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOThCA
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOr0
NiKkapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHKKa, L0 BiAMOBIAAE 3a BBE3EHHS Ta/abo
BUNycK cepii) - He BkIovaroumn
KOHTPONb/BMNPOGYBaHHSA cepii - fJoAaBaHHSA qYHKLT
BWMYCK Cepii roTOBOro MikapcbKoro 3acoby ans
3aTBepmXeHoro BupobHuka "Pfizer Ireland
Pharmaceuticals, Ireland". 3miHn BHeceHO B
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS iKapCbKOro
3acoby y po3ainn «BUpobHuK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/IbHOCTI», SIK HACNIA0K —
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
niKkapcbKoro 3acoby N5 404aTKOBOr0 BUPOOHUKA.
BBefeHHs 3MiH NpoTarom 9-Tu MicAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SAKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HaYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
hapmakonei y 3aTBepAKeHOMY JOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3Ha4YEHO Y
[0Cbe) - 3MiHa Ha3BW Ta YTOUHEHHS agpecy
BUpo6HMKa APl "Swords Laboratories”, BignosigHo A0
OHOBJ/IeHOrO cepTudpikaty GMP. Bupo6Huya AinbHuus
Ta yci BUpo6HMYi onepauii 3anwatoTbCs He3MiHHUMMU.
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecyt MiCL NPOBaKEHHS
LisNbHOCTI BUpOo6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIHOYAUN [iTbHULL BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJTH AKOCTI.
(OisnbHICTb, 3a Ky BignoBigae BUPO6HMK/iMNopTep, He
BK/THOHAIOUM BUMYCK CEPiid) - 3MiHa agpecy BUPOOHMKa
'N3 BignoBiganbHOro 3a BUPOH6HULITBO, KOHTPOSIb
AKOCTi npu BUnycky cepii "Pfizer Ireland
Pharmaceuticals, Ireland". Bupo6Huya finbHuua Ta yci
BMPOGHWUYI onepauii 3a/IMLIaTbCs HE3MIHHUMMU.
BBefeHHA 3MiH NpoTArom 9-Tu MicALiB nicas
3aTBEPKEHHS. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHSA AiSIbHOCTI BUPOOHUKA (BK/ItOYaoun, 3a
HeoObXiAHOCTI, MicLie NPOBeLEHHS KOHTPOIO AKOCTI),
abo BracHuka macTep-thaiina Ha A®l, abo
nocravanbHuka APl/BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
3aCTOCOBYIOTbCH Y BUPOOHULTBI ADI (AKLLO 3a3HaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiichkiit
dhapmaxonei y 3aTBep/pkeHoOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4OBUHN (SIKLLIO 3a3HAYEHO Y
[0CbE) - 3MiHa agpecu BupobHuka APl "Pfizer Ireland
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Pharmaceuticals”, BignoBigHo 40 OHOBMEHOIO
ceptudikaty GMP. BupobHuya ainbHuus Ta yci
BMPO6HUWUYI onepauii 3a/IMLIaTbCs HE3MIHHUMMU.
97. | ENIKBIC TabneTkun, BKPUTI Mdpaiizep CLWA Brpo6HMUTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13699/01/01
nNiBKOBOK IHK. KOHTPO/b AKOCTI Ta ITania/ TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
o60onoHkoto, no 2,5 KOHTPO/1b SKOCTi Npn Himeuunna/ thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr; no 10 TabneTok BUWMYCKY cepii: IpnaHgisa y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
y 6nicTepi; no 2 Bpicton-Maiiepc (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
6nictepun y nauui 3 CkBi66 thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
KapToHY MeHtohekuypuHr BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KomnaHi AHnimites KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
Komnasi, CLUA; 3AiicCHEHHS (papMakoHarnsay B YkpaiHi, SKLWO BOHA
MakyBaHHS, KOHTPO/b BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
AKOCTi Ta BUMYCK cepii: 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KataneHT AHarHi KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
c.p.n., Itanis; thaiina cuctemu papmakoHarnsgy) - 3miHa
nakyBaHHs1, KOHTPO/Tb KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHNKa,
AKOCTi NpU BUMYCKY BIANOBIAA/bHOI 3a 34iiCHeHHA thapmakoHarnagy B
cepii Ta BUNyCK cepii: YkpaiHi.
Mdpaiizep
MeHtohekuypuHr
[Loiuneng Mv6X,
HimeuunHa,
BMPOGHMLITBO,
nepBuHHEe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/Ib SKOCTi Npn
BUMYCKy cepil Ta
BUNYCK cepil:
Mdpannzep IpnaHgisn
dapmacbloTikans,
IpnaHgis; Bunyck
cepii: Copas
Na6opatopis
AHnimiTeq Komnai,
Ipnangis
98. | ENIKBIC TabneTku, BKPUTI Mdpaiizep CLWA Brpo6HMUTBO, CLlA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13699/01/02
nNiBKOBOK IHK. KOHTPO/b AKOCTi Ta ITanis/ My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr; KOHTPO/Ib SKOCTi Npn Himeuunna/ thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 10 TabneTok y BUWMYCKY cepii: IpnaHgisa y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
6nictepi; no 3 abo BpicTton-Maiiepc (BBELEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy
no 6, aéo no 10 CkBib6 hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
6nicTepiB y nauuj 3 MeHtodek4ypuHr BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KapToHy; no 14 KomnaHi AHnimites KOHTaKTHOI 0c0o6M 3 hapmakoHarnsay 3asBHuKa /15
TabneTtok y 6nicrepi; Komnasi, CLUA;

no 2 6nictepu y
nauui 3 KapToHy

MakyBaHHs, KOHTPO/Ib
SAKOCTi Ta BUMYCK cepii:
KataneHT AHarHi

3fiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa

BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum

KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
c.p.n., ltanis; thaiina cuctemu hapmakoHarnsgy) - 3miHa
nakyBaHHs, KOHTPO/Tb KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKa,
AKOCTI NpW BUMYCKY BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay B
cepii Ta BUNyCK cepii: YkpaiHi.
Mdpaiizep
MeHtohekuypuHr
Loiuneng Mv6X,
HimeuunHa,
BMPOGHULITBO,
nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/Ib AKOCTi Npn
BUMYCKy cepil Ta
BUNYCK cepil:
Mdpaiizep Ipnangaisn
dapmacbloTikans,
IpnaHgis; Bunyck
cepii: Copas
Na6opatopis
AHnimiTeq KomnaHi,
Ipnangis
99. | ENOKCATVH® KOHLeHTpaT Ans TOB YkpaiHa CaHodi-ABeHTIC HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9385/02/01
pPO34nHY ANs "CaHodi- Hoiunang TmM6X TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
iHdy3in, 5 mr/mn; Ne ABEHTIC thapmakoHarniagy. BeegeHHs abo 3miHu o
1: no 10 mn YkpaiHa" y3araslbHeHrX faHux Npo cucteMy papmMakoHarnsgy
KOHL,eHTpaTy, Wwo (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
MicTATb 50 mr hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
okcaninaatuHy, y BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
dhnakoHi abo no 20 KOHTaKTHOI 0co6u 3 hapmakoHarnsay 3asBHuKa A5
MJ/1 KOHUEHTpaTy, LWo 3AiicCHEHHS (hapMakoHarnsay B YkpaiHi, SKLWO BOHA
MicTaTb 100 mr BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
okcaniniaTuuy, y 3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
hnakoHi; B NigaoHi, KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
3anasHomy thaiina cuctemu papmakoHarnsgy) - 3miHa
KpWLLIKOO, B MicLie3Haxo4KeHHs MacTep-ghaiina cuctemm
KapTOHHI Kopoo6Li thapmakoHarnsgy. 3miHa Micus 3[ilACHEHHS OCHOBHOI
LisNIbHOCTI 3 hapmakoHarnsay
100. | E/IOHBA PO3YUH NSt iH'EKLiN OpraHoH LLiseiiuapi Brvpo6HMuTBO HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13125/01/01
no 100 mkr/0,5 mn; CeHTpan A Hepo3cacoBaHol Higepnangn TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 0,5 Mn po3unHy B lcT TM6X npoaykuii Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
nonepeaHLo nepBMHHA yNakoBKa, y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
HanoBHEHOMY KOHTPOb AKOCTI, (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
wnpuui; no 1 TecTyBaHHSA dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
nonepegHL0 CTepWIbLHOCTI Ta BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
HanoBHEHOMY 6GakTepiasibHMX KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
LINpuLy pasom 3i €HO0TOKCUHIB 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
CTepUIbLHOI roTOBOrO NiKapCbKOro BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI

iH'EKUIAHOIO rOMIKO

3aco6y (KOHTpO/1b

3a 34jicHeHHs hapmMakoHarsay (Bkayaluu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Y BigKpuTOMY AKOCTI), BidyasibHa KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
Nnn1acTUKOBOMY /10TKY iHcnekuisn: BeTTep thaiina cuctemun hapmakoHarnsgy). 3MiHa KOHTaKTHUX
B KapTOHHIii KOpO6L Papma-dPepTuUryHr [aHyX YNOBHOBAXEHOI 0CO6U 3asBHNKa,
'm6X i Ko. KT, BiANOBiAabHOI 3a thapmakoHarnAg. 3MiHa KOHTaKTHUX
HimeuyuunHa; KoHTpob [aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaIbLHOI 3a
AKOCTI, TECTyBaHHSA hapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
CTEpPUIBHOCTI Ta mMacTep-aiina cuctemu dpapmakoHarisgy. 3MiHa
6akTepiasibHUX MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
€HA,0TOKCUHIB thapmakoHarnagy.
roTOBOrO J1iKapCbKOro
3acoby (KOHTposb
AKOCTI), BidyasibHa
iHCnekuisa: BeTTep
Papma-dPepTUryHr
v6X i Ko. KT,
HimeuyumnHa; BisyasibHa
iHcnekuisn: BeTTep
Papma-dPepTuUryHr
m6X i Ko. KT,
HimeuuunHa; KoHTpob
AKOCTI Ta TECTYBaHHSA
CTabiNbHOCTI,
BTOPWHHA ynakoBka,
[03BiN Ha BUMYCK
cepii: H.B. OpraHoH,
HigepnaHgy; TecT Ha
iMyHOaKTVBHICTb: MC[,
BioTek B.B.,
Higepnanan
101. | E/IOHBA PO34nH ANS iH'EKLN OpraHoH LLiseiiuapi Brpo6HMuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/13125/01/02
no 150 mkr/0,5 mn CeHTpan A Hepo3dacoBaHol HinepnaHvgn TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 0,5 Mn po3uvHy B lcT TM6X npoaykuii Ta thapmakoHarnagy. BeegeHHs abo 3miHn fo
nonepegHL0 nepBUHHA ynakoBkKa, y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
HanoBHEHOMY KOHTPO/b SIKOCTI, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
wnpuui; no 1 TecTyBaHHS dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
nonepegHL0 CTEPUIBHOCTI Ta BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
HanoBHEHOMY HakTepianbHUX KOHTaKTHOI 0c0obM 3 (hapMakoHarnAgy 3asBHuKa gns
LINpu1Ly pasom 3i €HO0TOKCUHIB 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
CTEepPU/ILHOK rOTOBOrO /1iKapCbKOro BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
iH’EKUIAHOIO roMKoo 3acoby (KOHTposb 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
y BigKpuUTOMY SIKOCTI), Bi3ya/lbHa KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-

N1acTUKOBOMY NOTKY
B KQpPTOHHI kopobLj

iHcnekuisa: BeTTep
Papma-depTUryHr
v6X i Ko. KT,
HimeuumHa; KoHTponb
AKOCTi, TECTYBaHHS
CTEPUILHOCTI Ta
6akTepianbHuX

dhaiina cuctemmn hapmakoHarnsagy). 3MiHa KOHTakTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3as1BHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAabHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
MacTep-aiina cuctemu chapmakoHarnisgy. 3MiHa
MiCLS 34iICHEHHS OCHOBHOI AifNIbHOCTI 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€HA0TOKCUHIB
roTOBOrO /iKapCbKOro
3acoby (KOHTpO/1b
AKOCTI), BidyasibHa
iHcnekuisn: BeTTep
Papma-PepTuUryHr
v6X i Ko. KT,
HimeuuunHa; BisyanbHa
iHcnekuisa: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeuunHa; KoHTponb
AKOCTi Ta TECTYBaHHS
cTabifnbHOCTI,
BTOPUHHA YNaKoBKa,
[103BiNT HA BUMNYCK
cepii: H.B. OpraHoH,
HigepnaHngu; Tect Ha
iMyHOaKTMBHiCTb: MC/,
biotek b.B.,
Higepnangn

thapmakoHarnsgy.

102.

EHBPEN®

PO3YUH ANS iH'EKLN,
50 mr/mn; 4
nonepeaHbLo
HanoBHEHI LWNpULK
no 0,5 mn (25 mr)
a6o no 1 mn (50 mr),
ab6o 4 nonepefHbO
HanoBHEHI pyyku Mo
1 mn (50 mr), 4
TammnoHw 3i CNMPTOM
y NNacTUKOBOMY
KOHTelHepi;
NaacTVKOBWiA
KOHTEliHep y
KapTOHHI Kopoo6Li

Mdpaiizep

EiAu.Ci.Mi.

Kopnopeii
LUIH

CLWA

KOHTPO/b AKOCTI
nikapcbKoro 3acoby B
nonepeaHbLO
HanoBHEHWX LUNPULAX:
Mdpaiizep IpneHp,
PapmaceyTukanic,
IpnaHgjs;
BMPOOHULITBO
nikapcbKoro 3acoby B
nonepeaHbLO
HanoBHEHWX LLUNPULAX,
KOHTPO/b SAKOCTi
nikapcbKoro 3acoby B
nonepeaHbLO
HanoBHEHWX LUNPULAX,
Kpim TecTy "BioaHanis
anonTosy"; cknajaHHsA
i TeCTyBaHHsA
nonepeaHbLO
HaMoBHEHWX PYYOK;
MapKyBaHHS,
BTOPVHHE NaKyBaHHS,
BUNYCK Cepii roToBOro
nikapcbKoro 3acoby:
Mdpaiizep
MeHtodek4ypuHr
Bensris HB, Benbria

IpnaHgis/
Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 4actoT Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nNiKapcbknx 3aco6iB - 3MiHWN y YacTOTi Ta gaTax
nofaHHsA perynsipHO OHOB/IIOBAHOTO 3BIiTY 3 6e3neKu.
[itova pepakuis: YactoTa nojaHHsa perynspHo
OHOB/IOBAHOIO 3BITYy 3 6e3neku 1 pik. KiHueBa aara
ONs BKNOYeHHA faHnx o PO3B - 02.02.2018 p. faTta
nogaHHs - 12.04.2018 p. - NponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOrO 3BITY 3
6e3nekn 5 pokis. KiHueBa fata 419 BKIHOYEHHS daHnX
no PO3b - 02.02.2028 p.[arta nogaHHs - 02.05.2028
p. PekomeHA0BaHO [0 3aTBEPLKEHHS BiAMNOBIAHO A0
nepioguYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHNX
3BITiB 3 6e3nekn nikapcbknx 3acobis y EC.

3a
peyenmom

UA/16786/01/01
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Hassa

®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

103. | EHOOKCAH® TabneTkun, BKPUTI Bakctep HimeuwunH | Bunyck cepii: Bakctep | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/0027/01/01

LlyKpOBOIO OHKoNnoAX a OHkonomxki MM6X, IcnaHis TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom

060/10HKOI0, N0 50 i rmeX HimeuunHa,; Ta/abo agpecu MicuUs NPOBaKEHHNA AISNbHOCTI

mr, no 10 TabneTok Brpo6HMUTBO BMPOGHMKa (BK/TO4akouM, 3a HEOOXIAHOCTI, MicLe

y 6nicTtepi; no 5 Hepo3gracoBaHOT NpoBeEeHHSA KOHTPO/O AKOCTI), abo BNacHUka mactep-

6nictepiB y
KapTOHHI KOopooLi

nNpoAykKLii, NnepBuHHa
Ta BTOPVHHA
ynakoBka:
Mpacdapma, C.J1.,
Icnanis; Maynt ®apma
Amaper 'm6X,
HimeuunHa

thaiina Ha A®I, a6o nocTayasibHuKa AdI/BUXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmakonei y 3aTBepkeHOMy A0Cbe, ab0 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
focbe) 3MiHM Y Ha3Bi Ta agpecy BUPo6HuKa Ta
nocravasnibHUKa Ajto4oi pevyoBuHY Lkiodoctamin
[itoua pepakuis:
3.2.S.2 Manufacture
3.2.S.2.1 Manufacturers
The full manufacture of Cyclophosphamide
monohydrate (cyclophosphamide L) and packaging
are performed at a production plant 15 km from the
site in Halle (and managed from Halle):
Baxter Oncology GmbH
Artur-Ladebeck-Strasse 136
33647 Bielefeld
Germany
The analytical testing, stability testing and release of
Cyclophosphamide monohydrate (cyclophosphamide
L) are performed at:
Baxter Oncology GmbH
Kantstrasse 2
33790 Halle/Westfalen
Germany
MponoHoBaHa pegakuis:
3.2.S.2 Manufacture
3.2.5.2.1 Manufacturers
The full manufacture of Cyclophosphamide
monohydrate (cyclophosphamide L) and packaging
are performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany
The analytical testing, stability testing and release of
Cyclophosphamide monohydrate (cyclophosphamide
L) are performed at:
Baxter Oncology GmbH
Kantstrasse 2
33790 Halle/Westfalen
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Germany
104. | EHTEPO®YPU CyCneHsisi opaUibHa, BocHanek BocHis i BocHanek g.4. BocHist i BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1991/02/01
ne 200 mr/5 mn; no 90 a.a. l'epuerosun lepuerosuH | Tuny - 3MiHM 3 akocTi. A®L. KoHTponb A®I (iHLWi 3MiHW) peyenmom
My dhnakoHi, no 1 Ha a - BHECEHHS 3MiH Y Cneuudikayito/ MeToan KOHTposio
donakoHy i3 A®| Hichypokcasng 3a nokasHukom "Specific
3axuLLEHOI0 Bif absorbance" (2.2.25). (3atBepaxeHo: Specific
BiAKPMBaHHSA AiTbMU absorbance: 940 to 1000 at the absorption maximum
KPULLKOIO Ta at 367 nm; 3anponoHoBaHo: Specific absorbance: 940
N1acTVKOBOH to 1000 at the absorption maximum at 364 + 2 nm).
JI0XKO0-103aTOPOM 3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO.
Y KapTOHHiIli KopoobLi 3MiHu B npoueci BUpobHULTBa AP (iHLWi 3MiHK) -
nogaHHsa HoBoi pegakuii ASMF (O-NR-E-2209-s0022-
EU) gnsa Adl Hidypokcasng Big Bupo6Hika MOEHS
IBERICA S.L. IcnaHis (3aTBepmxeHo: ref. O-NR-E-
1901). 3miHn | TMRY - 3MiHK 3 akocTi. AdI.
Brpo6HMUTBO. 3MiHM B Npoueci BupobHuutea Ad|
(He3HauHa 3MiHa y 3aKpuTiil YacTUHI MacTep-goaiina Ha
A®I) - nogaHHsA HoBOI pepakuii ASMF (Restricted part
ref C-NR-E-2105-s0013-EU agns A®| Hidpypokcasng,
Big, BUpo6HMKa MOEHS IBERICA S.L. IcnaHis
(3atBepmxeHo: ASMF (ref. C-NR-E-2006- s006-EU).
3MiHM He BN/IMBalOTb Ha AKICTb AdI.
105. | EHYPAH rpaHynu; no 10 r MpAT Ykpaina MpAT "HauioHansHa YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3820/01/01
rpaHyn y neHani "HaujioHan [omeonaTtnyHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
nosimepHomy, no 1 bHa Cninka" thapmakoHarnsgy. BeegeHHs abo 3miHM Ao
neHasny B nauui 3 fomeonar y3arasisHeHNX faHnx Npo cucTemy dapmakoHarnsgy
KapToHy; abono 5r N4yHa (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
rpaHys y KOHTeliHepi Cninka" thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
3 [03yBaHHAM, No 2 BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTeliHepu B nauui KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3 KapTOHY 3AiiCHeHHA hapMakoHarnagy B YKpaiHi, SKLL0 BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.
[itova pepakuis: TkavyeHko TeTsaHa lMeTpiBHa.
MponoHoBaHa pegakuis: Enb Kasne Hatanis OpiiBHa.
106. | EPFOC® Tabnetku no 50 mr; TOB Ykpaina TOB "®apmaueBTNYHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/6666/01/02
no 1 a6o 2, a6o 4 "®apmaue komnanis "®apKoC" ™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenmom nionse
Tabnetkn y énicrepi; BTUYHA Onuc Ta ckiag,. 3miHa abo AofgaBaHHs LWTaMmniB, ae
no 1 6nictepy B KOMnNaHis NOTOBLUEHb ab0 iHLLNX MapKyBaHb, YK/04aoumn 3amiHy
Kopobui; no 4 "®apKoC" ab60 fgofaBaHHA hapb ANns MapKyBaHHSA NikapcbKoro

TabneTkun B 6aicTepi;
no 2 6nictepu B
Kopoo6Li

3aco6y (3MiHa LWTammniB, MOTOBLLEHb ab0 iHLLINX
MapKyBaHb) - 3MiHa Y 30BHILUHLOMY BUIIA4]
nikapcbKoro 3acoby, a came 3MiHa LUTaMny Ha
Tabnetui 3 BiANOBIAHMMM 3MiHAMK B po3aia «Onmc»
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MK$ N13. 3MiHN BHECEHO B iIHCTPYKLiI0 4719 MeAn4YHOro
3aCcTOCyBaHHS Nikapcbkoro 3acoby Ao posginy "Cknag”
(OCcHOBHI hi3nKo-ximi4Hi BNACTUBOCTI) Ta SIK HACNIAOK -
[0 po3giny "Cnocib 3acTocyBaHHS Ta A03U", OCKISIbKM
pucka noginy He nepegb6ayae noain TabneTkm Ha Agi
piBHi eKBiBaNIEHTHI 4,031. BBEAEHHSA 3MiH NpoTArom 6-
TV MiICALB NiC/1A 3aTBEPAKEHHS.
107. | EPFOC® Tabnetku no 50 mr; TOB Ykpaina TOB "dapmaueBTUYHaA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | - UA/5760/01/02
in bulk: no 5000 "®apmaue komnanis "®apKoC" UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
TabneToK y nasikax BTUYHA Onuc Ta cknag,. 3miHa abo AofaBaHHA LWTaMniB,
KOMNaHis NOTOBLLEHb ab0 IHLWMX MapKyBaHb, YK/oHalouu 3amiHy
"®apKoC" a60 fogaBaHHA hapb 4ns MapKyBaHHSA NikapcbKoro
3aco6y (3miHa WTamnis, NOTOBLLEHb ab0 iHLLINX
MapKyBaHb) - 3MiHa Y 30BHILUHLOMY BUI/IA4]
nikapcbKoro 3acoby, a came 3MiHa LWTaMny Ha
TabneTui 3 BigNOBiAHMMYN 3MiHAMM B po3Ain «Onuc»
MKSA N13. BBefieHHA 3MiH NPOTArom 6-Tv MicAuiB nicns
3aTBEPKEHHS.
108. | EPFOUETAN TabneTku, BKPUTI AT Ykpaina AT "KUIBCbKWUM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | bes UA/17457/01/01
nNiBKOBOK "KMIBCbK BITAMIHHW TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
060/10HKOI M0 5 Mr nn 3ABO" 3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLieci BUPo6HMLTBA
no 10 TabneTok y BITAMIHH roTOBOrO JlikapCbKoro 3acoby, BK/IYaUn NPOMIKXHWIA
6nictepi; no 1 a6o 3 717 NPOAYKT, L0 3aCTOCOBYETLCHA NPY BUPOOHULTBI
6nictepn y nauui 3ABO4" rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y

npovueci BUpo6bHULTBA) - 3MiHa TePMiHy NPUAATHOCTI B
cneumaikaLii Ha NPOMiXHY Ta Hepo3hacoBaHy
npoaykuito. 3atBepaxeHo: TepMiH NpUAATHOCTI Macu
Ansa TabnetyBaHHsa — 5 Ai6 TepMiH npuaaTHOCTI
Tabnetok-aaep — 3 [obu TepmiH npuaaTHOCTI
Hepo3schacosaHoi npoaykuii — 10 4i6 3anponoHoBaHo:
TepmiH npugaTHOCTi Macu Ans TabnetyBaHHs — 10 ai6
TepMiH npuaaTHocTi Tabnetok-aaep — 20 4i6 TepmiH
npugaTHoCTi Hepo3sdhacoBaHoi npogykuii — 30 aib -
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNpOoGYyBaHb abo
[OMNyCTUMUX MEX, BCTaHOBNEHUX y crevudikalisx, nig
Yyac BMpO6GHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHK) - 3MiHa YaCTOTU KOHTPO/IKO NOKa3HWKIB
"KinbkicHe BM3HaueHHs" B cneuudikaLii NpOMiKHOT
npoaykuii (vaca aAna TabnetyBaHHa Ta TabneTku-
aapa) Ta "OAHOPIAHICTL BMICTY Ail04OT peyoBUHN" B
cneuudikavii NPomMiKHOT NpoAykLii (Maca Ans
TabneTyBaHHS), a came [JONOBHEHHS MPUMITKOIO «** -
NOKa3HWK KOHTPOOETLCA Nif, Yac Banigauii
Texnpouecy». 3arBepxeHo: MpomMikHa NpoayKLis.
Maca gns TabneTtyBaHHs KinbkicHe BU3HAYEHHSN
OfHOpPIAHICTb BMICTY Ai04O0T PEYOBUHU B OAVHULL
[,030BaHOr0 JlikapcbKoro 3acoby MpoMixHa npoaykuis.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Tabnetkn-agpa KisbkicHe BU3Ha4YeHHS
3anponoHoBaHo: MpomixHa npoaykuis. Maca gns
TabnetyBaHHA **KiflbKiCHe BU3HAUYEHHS ** - NOKa3HUK
KOHTPOMIOETLCA Mifg, Yyac Bastigauii Texnpouecy
OfHOPIAHICTb BMICTY Ail040T PEYOBUHU B OAVHULL
[,030BaHOr0 MikapcbKoro 3acoby ** ** - KOHTPOIETLCS
nig yac Banigauii Texnpouecy MpomikHa NpoaykKuis.
TabneTkn-agpa KinbkicHe BU3HauYeHHs **KinbkicHe
BM3HAUYEHHS ** - NOKa3HWK KOHTPOOETLCSA Nif, Yac
BaUlifauji Texnpouecy
109. | EOMEPVH NOPOLLOK A/1A AHaHTa Benuka "BeHyc Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16125/01/01
po3unHy ans iH'ekuin | Megikeap BpuTtaHis Nimitea", Ingjs; TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 1r, 1 chnakoH 3 nra. AHaHTa Megikeap dhapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO y TEKCT
NOPOLLKOM B KOPOOBLL NimiTep, IHAis MapKyBaHHA NepBUHHOI N. 6. IHLE Ta BTOPMHHOT n.
17. IHUE ynakoBku nikapcbkoro 3acoby
110. | EMEPUH NOpPOLLOK A/1A AHaHTa Benvka "BeHyc Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16125/01/02
pO3unHy ans iH'ekyin | Megikeap BpuTaHis Nimiteq", IHAis; TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 2r, 1 chnakoH 3 nra. AHaHTa Megikeap hapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHO y TeKCT
NOPOLLKOM B KOPOOL NimiTeq, IHAiA MapKyBaHHA NepBUHHOI M. 6. IHLE Ta BTOPUHHOT .
17. IHLWE ynakoBku nikapcbKoro 3acoby
111. | EBPOLUE®DTAS3 NMOPOLLOK A5 €Bpo IHgis Csicc MNapeHTepan3 IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/12595/01/01
iH'ekyii; 1 chnakoH 3 Navicokep nra. TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
NOPOLLKOM B KOPOOLLi MpaiisiT hapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
3 KapTOHY Nimiteq TEeKCT MapKyBaHHS1 nepBuHHOI (M. 3, 4, 5, 6) Ta
BTOPWHHOI (n. 8, 11, 12, 13, 14, 17) ynakoBKu
nikapcbkoro 3acoby. BeefeHHsA 3MiH NPOTAroM 6-Tu
MicsILiB Mic/s 3aTBepPAKEHHS!
112. | 30BIPAKC AYO | kpeM; no 2 r Kkpemy y XaneoH Benvka BMPOGHMLITBO Benuvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsie UA/14784/01/01
Ty6i; no 1 Ty6i y IOK BpuTtaHis nikapcbKoro 3acooby, Bputanis/ TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenma ae
KapTOHHI KOopoo6Li TpengiHr nepBuHHE Ta LLBeiuapis 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
Nimitep BTOPVHHE NakKyBaHHS, [04aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YaCTUHU abo

KOHTPO/b SKOCTI,
BUWMYCK Cepii:
nakco OnepewHc
HOK Nimiten, Benuka
BpuTaHis

nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
XaneoH KX C.a.p.n.,
LBeiiuapis

BCbOr0 BMPOGHWNYOrO MPOLECY roTOBOro MiKapCbKoro
3aco06y (AinbHVULA AN BTOPUHHOTO NakyBaHHS).
BBefeHHA a/ibTepHaTUBHOT BUPOOHUYOI AinbHULI [/13:
XaneoH KX C.a.p.n., Pyt ge Netpa 2, HioH, 1260,
LLsefiuapis (Haleon CH S.a.r.l., Route de I'Etraz 2,
Nyon, 1260, Switzerland), BignosiganbHoi 3a
BTOPVHHE NaKyBaHHSA. TakoX, 3a3HauyeHHs (OyHKLl
BMpO6HMKa Makco OnepeiiweHc HOK NimiTes, Benvka
BpuTaHia (Glaxo Operations UK Ltd, United Kingdom).
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA A5t NePBUHHOTO
nakyBaHHs) - BBefleHHs1 a/flbTepHaTUBHOT BUPOBHUYOT
AinbHuui MN3: XaneoH KX C.a.p.a., Pyt ae Jletpa 2,
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HioH, 1260, Weeiiyapis (Haleon CH S.a.r.l., Route de
I'Etraz 2, Nyon, 1260, Switzerland), BignosiganbHoi 3a
NepBUHHE NakyBaHHS. TakoX, 3a3HaueHHs pyHKLl
BMpO6HMKa Mnakco OnepeiiweHc HOK NimiTes, Benvka
BpuTaHia (Glaxo Operations UK Ltd, United Kingdom).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOIO /liKapCbKOro 3acoby (3amiHa
abo gofaBaHHS BUPOGHUKa, LU0 Bignosigae 3a
BBE3€eHHs Ta/abo BuUnyck cepii) - Bkatovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii. BBeaeHHS
anbTepHaTUBHOI BUPOOHUYOT AinbHULi M13: XaneoH
KX C.a.p.n., Pyt ge fletpa 2, HioH, 1260, LUBeliLapis
(Haleon CH S.a.r.l., Route de I'Etraz 2, Nyon, 1260,
Switzerland), BignoBiganbHOI 3a KOHTPO/Ib AKOCTI /13
Ta Bunyck cepii. 3MiHn (AoaaBaHHA BUPOOHNMKA)
BHECEHi B po34i/in «Brpo6HMK» Ta
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca Micus
NpOoBaXEHHS MOro AiSNbHOCTI» IHCTPYKUT ANA
MeAMYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby. Ak
HacnifoK 3aTBepAKEeHHA TEKCTY MapKyBaHHSA ynakoBku
nikapcbKoro 3acoby N5 404aHOro BUPOGHMKA.
BHeceHi 3MiHW B TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby LWoA0 HasABHOCTI 10roTuny
3asBHMKa. BBeeHHs 3MiH NpoTArom 6-Tn MicALiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.
CepTudpikat BignosigHocTi/lE-cepTudpikar
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHSA
OHOBJ/IEHOrO cepTudpikaty signosigHocTi EP R1- CEP
1998-029-Rev 09 (nonepegHs Bepcis CEP R1- CEP
1998-029-Rev 08) ans A®I Auukniosip Bif, Bxe
3aTBEpAXEHOro BUpo6Hrka Mylan Laboratories
Limited (Unit 7), India, y 3B’3Ky 3 OHOB/IEHHAM
NepPCOHaIbHUX JaHNX KOHTaKTHOT 0cobU TpuMaya
CEP, a TakoX OHOB/IEHHAM crneuudikauii Ta
npoueaypy Bunpo6ysaHb CUPOBVIHM Ta OHOB/IEHHAM
[aHuX Npo AOBrocTPOKOBY CTabinbHICTL (60 micAUiB)
A®| Aumknosip. 3MiHK | Tuny - 3MiHK 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP R1- CEP
2002-220-Rev 02 (nonepeaHs sepcis CEP R1- CEP
2002-220-Rev 01) ana A®I IigpokopT30H Bif BXe
3aTBepxeHoro BupobHnka PHARMACIA & UPJOHN
COMPANY ,USA, y 3B’A3Ky i3 3MiHOI0 Ha3BK
BMpOGHMKa API, 6€3 3MiHU MicLA BUPOGHMLTBA, a
TaKoX, Y3rofpkeHHsIM 3 MoHorpadieto EP
ineHTMdIKkaLiiHUX MeToAiB BUNPOGYBaHHS;
OHOB/IEHHAM NPOTOKOY CTabiNIbHOCTI Ta Y3ro)KEHHSM
[aHuX i3 3anponoHOBaHO creyndikaieto;
BUAAIEHHAM crneumdikauii XxpoMy Ans kiHuesoro Adl,
3aCHOBAHOIO Ha OLHLi PU3KKY eleMeHTapHNX
[OOMILLOK Ta flaHnX Npo napTii Ta iH. 3MiHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofax
BUMPOOYBaHHS). BHECEHHS He3HauHVX 3MiH 40 MeToAy
BWU3HAYEHHS B'A3KOCTI; BHECEHHS peAaKTOPChKMX
npaBsoK, AKi NONAralTb Y BUIYYEHHI HOMEpIB NOCMNaHb
Ha BHyTpilLHbO1abopaTopHi MeToan Medivir 3 YAHHUX
aHaniTMYHUX Npoueayp, Ski Hapasi He €
peneBaHTHUMUW. 3MiHW | TUNY - 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYa0un 3aMiHy abo JONOBHEHHS)
A®| abo BMXifHOro/MPOMKHOro NPoAyKTy). 3aMiHa
aHasliTYHOT NpoLesypw, L0 BUKOPUCTOBYETLCA A1
TECTYBaHHS 3a/IMLLKOBOr0 PO34nHHMKa (aueToHy) APl
Auuknosip. Bupo6Huk A®| (Mylan Laboratories Limited
(Unit 7), India), 3miHMB MeToA BMNpPOOYyBaHHSA
3a/IULLKOBOrO PO34MHHWMKA 3riAHO 3 METOAO0M (gas
chromatography), HagaHum y OHOB/IEHOMY
cepTudikaTi BignosigHocTi EP ans A®l Aumnknosip.

113.

30/10TOTUCA
YHMKA TPABA

TpaBa, Mo 751y
nayvkax 3 BHYTPILWHIM

MpAT
"MikTpasn"

YkpaiHa

MpAT "NikTpasu"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapCbkuWii 3acib.

6e3
peyenma

UA/8472/01/01
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naketom; mo 1,5ry CucTemMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
iNbTp-nakeTi; No 3MiHW) - BHECEHHS 3MiH 10 HOPMYBaHHS NMOKa3HWKIB
20 dinbTp-nakeTiB y «laeHTucbikauis (30BHILLHI 03HaKW)» (f0AaBaHHsA onucy
nayuj 3 BHYTPILWHIM NiBKN NakyBasIbHOI ); « TOBLLMHA MAiBKM» (YTOYHEHHS
naketom; no 1,5ry [0NyCTUMUX HOPM NOKa3HWUKa) cneumdikauii 3
iNbTp-nakeTi; No KOHTPO/O NEPBUHHOIO NaKyBasIbHOro MaTepiasty Ans
20 dhinbTp-nakeTiB y yMakoBKM MO 75 1y mayui 3 BHYTPILLHIM NakeToM
nauui (nniBka nakysanbHa (NepBUHHA).
114. | 3054 po3uunH ang iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpavljiiiHuX maTtepianis: 3MiHa 3a UA/20584/01/01
25 mr/mn, no 2 mn TBO 3 0bMexeHoto 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom
abo no 4 mn B OBMEXE BiANOBIAA/bHICTIO noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
amnyni, no 5 amnyn HOKO «®apmaLeBTnyHa 460). BBeAeHHs 3MiH NpOTArom 6-T1 MicAUiB nmicns
y 6nicTepi, no 2 BIANOBIA KOMMaHis «310poB’s» 3aTBepMKEHHS. 3MiHu | Tuny - 3MiHK Woao
6nictepun y kopobui 3 | AJIbHICT 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.
KapToHYy ,0) BeefeHHs ab0 3MiHM [0 y3arasibHeHVX AaHuX nNpo
"KOPINOP cuctemy dpapmakoHarnsgy (BBeAeHHs y3arasibHeHux
AUIA [aHux npo cuctemy hapmakoHarnagy, 3amiHa
"300POB YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
Rzl thapmakoHarnsay; KOHTakTHOi 0cobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsaay (Bkoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy)
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag. [itoya pegakuis:
LLleBueHko OneHa IropiBHa. MNponoHoBaHa pefakuis:
MaHoBa OneHa MukonaiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag.
3mMiHa HoMepa macTep-thaiina cuctemm
hapmakoHarnsgy.
115. | IHOAN® Tabnetku no 1,25 NPO.MEL Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/4237/02/02
mr; no 10 TabneTok .UC MNpara | Pecny6nik NMOBHWUM LK/OM: Pecny6nika TMNYy: 3MiHM 3 SKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenmom nionsie
y 6nicTepi; no 3 abo a.c. a MPO.MEZA.LC lMpara KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y ae

6 6nicTepiB y
KapTOHHIA Kopoo6Li

a.c., Yecbka
Pecny6nika; nepsrvHHe
i BTOPMHHE NakyBaHHs:

KOO®APMA c.p.o.,
Yecbka Pecny6nika

MeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOOGYBaHHS) HE3HaYHa 3MiHa Yy 3aTBEpAKEHOMY
MeToAi BUNpobyBaHHA Nikapcbkoro 3acoby 3a
nokasHukom «KinbkicHe Bu3HaveHHs» (€8p.P.2.2.29).
- 3miHu | TMny: 3MiHK 3 AKocCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO Nikapcbkoro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHX meTodax
BUMPOOYBaHHA) He3HauHa 3MiHa y 3aTBepKeHOMY
MeTOoAi BUnpobyBaHHS Nikapcbkoro 3acoby 3a
NOKa3HUKOM «P0O34MHeHHa» (€Bp.@.2.2.29, 2.9.3). -
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3MmiHu | TMny: 3MiHM 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX METOAAX
BUNPO6YBaHHS) He3HaYyHa 3MiHa y 3aTBepAKeHOMY
MeToZi BUNpobyBaHHA NikapcbKoro 3acoby 3a
nokasHukom «CynpoBigHi Aomilkn» (€Bp.®.2.2.29). -
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepMXeHNX MeTodax
BMNPOBYBaHHA) He3HayYHa 3MiHa Y 3aTBepKeHOMY
MeToZi BUNpobyBaHHA NikapcbKoro 3acoby 3a
nokasHukamu «lgeHTudikauis», «laeHTudikauis
3a/i3a». - 3MiHu | TMny: 3MiHK 3 sAKkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToJax BUMPOOYBaHHS) HE3HAYHA 3MiHa Y
3aTBEPAKEHOMY MeTOZi BUNPOBYBaHHS NikapCbKoro
3aco6y 3a nokasHukom «CepegHa maca Tabnetkv»
(€Bp.9.2.9.5). - 3miHn | TUNY: 3MiHK 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y meToAax
BMNPO6YBaHb (BKOYa4M 3aMiHy a0 [ONOBHEHHS))
3MiHa B MeTofi BUNpobyBaHHA NikapcbKoro 3acoby
Ans nokasHuka «OAHOPIAHICTb [030BaHNX OAVHNLIb»
(€Bp.9.2.9.40). - 3MiHM | TMNY: 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNpoOGyBaHb (BK/IOYaUM 3amiHy abo [ONOBHEHHS))
3amMiHa MeToAy BUNPO6yBaHHS NikapCcbKoro 3acoby
[ON5 nokasHuka «laeHTudikauis» «lgeHTudikadis
iHanamigy, 6» 3 metogy HPTLC Ha meTog UV
(EBp.9.2.2.25). - 3MiHM | TUNY: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHLi 3MiHK) nepeknag, TeKCTy
MK$ Ha ykpaiHcbKy MOBY. - 3MiHu Il Tuny: 3miHu 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO fiKkapCbKoro 3acoby
(3miHa 3HaxoAMTbCA NO3a 3aTBEPAKEHNMM
[0NyCTUMUMU MeXxamu cneumdikauiil) po3LwmnpeHHs
mMex cneumdikauii 13 3a nokasHkom «CynpoBigHi
OOMILLKM» ANs 6YAb-AKUX OKpeMUX HecneLngivuHnx

[JOMILLIOK Ta CyMV AOMILLOK Y BifNOBIAHOCTI [0
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opuriHasIbHUX MaTepiasliB BUPOOHUKA, Ta Ha OCHOBI

3MiHM) BHECEHHSA 3MiHM A0 cneuudikauii N3 Ta onucy

opuriHanbHMX MaTepianis BUpo6HUKa. [litoua pefakuis:

MponoHoBaHa pegakuis: Onuc (Tabnetkm no 1,25 mr):

[0nycKaeTbCs flefBe NoMiTHa MapMypoBiCTb. 3MiHU
BHECEHO [0 [HCTPYKUii 418 MeguyHoro 3actocyBaHHs

OTpUMaHUX pe3ybTaTiB AOoC/iAXeHb CTabiNbHOCTI
F'N3. fitoya pepaxuis, NponoHoBaHa pefakuis;
ConyTcTBytowme npumecy; MNpumeck «B» - He 6onee
0,5%; Mobas Hecneunduyeckas npuMech — He 6onee
0,2%

Cywma npvimeceii (kpome npumeck «B») — He 6onee
0,3%; CynposigHi gomiwku; Mpu Bunycky; Jomilwka
«B» - He 6inbLue 0,5%;

Byab-sika okpema HecneuudivyHa JoMillka — He
6inblue 0,2%; CyMa AOMILLOK (OKPIM JOMILLKN «B>» - He
6inblue 0,5%; CynpoBigHi AOMiLLKK; MPOTArOM TepMiHY

npugaTHocTi; Jomiwka «B» - He 6inbLwe 0,5%; byap-
sKa okpema HecneuudivHa goMillKa — He BinbLie
0,3%

Cyma AoMilok (OKpiM AOMiLLKM «B» - He GinbLue
1,0%; - 3MiHu | TUNY: 3MiHK 3 AKOCTI. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo

[0MyCTUMUX MEX roTOBOTO NiKapcbkoro 3acoby
(3BY)KEHHS OMYCTUMUX MEX) 3BY)XXEHHS AOMYCTUMUX
MeX crneuundikauii 4ns nokasHuka «Btpata B Maci npu

BUCYLLYBaHHI» (€Bp.®.2.2.32). [liloua pefakuis: He
6onee 5%; MNponoHoBaHa pefakLis: He GinbLue 5,0 %.

- 3miHu | Tvny: 3MiHM 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa

napameTpiB cneyudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (3BYXEHHS [ONyCTUMUX
MeX) YTOUHEHHS A0MYCTUMUX MeX cneumdikauii ons

nokasHuka «KinbkicHe BU3HAYEHHS», 3a3HaUYeHHS
[0MyCTUMOrO fiana3oHy BiAXUIEHHA HOPMYBaHHSA y
BicoTKax. - 3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0MYCTUMMUX MEX rOTOBOTO JiKapCbKOro 3acoby (iHLwi

MeToAy 3a nokasHUkoMm «Onuc» y BiANOBIAHOCTI 40
Onucanue (tabnetkn no 1,25 mr): Po3oBble Kpyrible
naockme TabneTku, AMamMmeTpoM OKOJ10 7 MM;

AonyckaeTca efie 3aMeTHas MpPaMOPHOCTb.

PoxeBi kpyrnii nnocki Tabnetky giameTpom 7 MM,

nikapcbKoro 3acoby Ao po3ziny "OCHOBHI hi3nko-

peecTpaviiiHoro Aocbe. BBeAEHHS 3MiH NPOTArom 6-Tu

XiMiYHi BNnacTMBOCTI" BIiANOBIAHO A0 MaTepianis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

MICALIB MIiC/1A 3aTBEPKEHHS. - 3MiHM | Tuny: 3MiHu 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikaw,i
Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby

(iHWi 3miHW) 3MiHa NepioANYHOCTI TECTYBaHHSA 3
NepiofMYHOro Ha PYTUHHWIA ANSi MOKa3HWKa
cneuudikaLii KOHTPOJIHO SKOCTI NiKapCbKOro 3acoby —
«Mikpob6ionoriyHa ymctota». MpuBeaeHHs y
BIANOBIAHICTb A0 [OKYMEHTIB BUPOOHUKA. - 3MiHM |
Tuny: 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHa BHOCUTbLCSA
yepes [OMNOBHEHHS IHCTPYKLUT AN MeAUYHOro
3acTocyBaHHs iHhopMmaLieto 3 6e3nekn Wwoao
Heo6XiAHOCTI 3BiTyBaHHS NP0 NOGIYHI peakLyii.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

116.

IHAAMN®

Tabnetku no 2,5 mr;
no 10 TabneTok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI KOopoo6Li

NPO.ME[,
.LIC Mpara
a.c.

Yecbka
Pecny6nik
a

BMPOBHULTBO 3a
MOBHVM LK/IOM:
MPO.ME/A.LC lMNpara
a.c., Yecbka
Pecny6nika; nepsuHHe
i BTOPVMHHE MaKyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMNy: 3MiHW 3 AKOCTi. [OTOBWIA NiKapcbKuii 3acio.
KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPobyBaHHA rOTOBOTO /1iKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBeppKeHnX meTogax
BMMNPOOYBaHHA) He3Ha4YHa 3MiHa Y 3aTBEpAKEHOMY
MeToAi BUnpobyBaHHSA nikapcbkoro 3acoby 3a
nokasHukom «KinbkicHe BU3HaueHHs» (€8p.P.2.2.29).
- 3miHu | TMny: 3MiHM 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3mMiHa
y MeTogax BunpobyBaHHSA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEepPKEHNX MEeTOoAaX
BUNPOGYBaHHSA) He3HaYHa 3MiHa y 3aTBepAKEHOMY
MeToZi BUNpobyBaHHSA NikapcbKoro 3acoby 3a
noKasHUKOM «Po3unHeHHs» (EBp.®.2.2.29, 2.9.3). -
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUnpobyBaHHA rOTOBOrO NikapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBEpKEeHMX MeTofax
BMNPOOGYBaHHS) HE3HaYHa 3MiHa Yy 3aTBEepAKEHOMY
MeToZi BUNpobyBaHHsA NikapcbKoro 3acoby 3a
nokasHukoMm «CynposifHi AoMilLkn» (€Bp.P.2.2.29). -
3MiHn | TURY: 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBEpKEHNX MeTodax
BMMNPOOYBaHHA) He3Ha4YHa 3MiHa Y 3aTBEpAKEHOMY
MeToAi BUnpobyBaHHSA Nikapcbkoro 3acoby 3a
nokasHukamu «lgerTudikauis», «lgeHTrdikauis
3aniza». - 3MiHW | Tuny: 3miHun 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMnNpobyBaHHs rOTOBOro

3a
peyenmom

He
nionsie
ae

UA/4237/02/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
NikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX

MeToAax BUNPoOyBaHHA) He3HaYHa 3MiHa Y
3aTBEPAKEHOMY METOAi BUNPOGYBaHHS NiKapCbKOro
3aco0by 3a nokasHvkom «CepefHs maca TabneTkm»

(EBp.9.2.9.5). - 3MiHK | TUNY: 3MiHW 3 AKOCTIi. FOTOBMIA

nikapcbkuii 3aci6. KOHTPObL rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax

BMNpoOGyBaHb (BK/IOYaUM 3amiHy abo [ONOBHEHHS))

3MiHa B MeToZi BUNpobyBaHHS MikapcbKoro 3acoby

Ans nokasHuka «OAHOPIAHICTb [4030BaHNX OAVNHNLb»

(€Bp.9.2.9.40). - 3minm | TMNy: 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMNpoOGyBaHb (BK/IHOYaO4M 3amiHy abo [OMOBHEHHS))
3aMiHa MeToAy BUNPo6GyBaHHA NikapCbKoro 3acoby
A5 nokasHuKa «lgeHTudikauis» «lgeHTudikauin
iHanamigy, B» 3 metogy HPTLC Ha meTog UV
(€Bp.®$.2.2.25). - 3MiHuM | TUNY: 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHKM) nepeknag TekcTy

MK$ Ha yKpaiHCbKy MOBY. - 3MiHW Il TUNY: 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby

(3MiHa 3HaxoAUTbCA Mo3a 3aTBEPAKEHUMU

[OonyCTUMMMK Mexamu cneuudikauii) po3LLNpeHHs

Mex crieundikauii 13 3a nokasHWKoOM «CynpoBigHi

[OMILLKM» ANS BYAb-AKUX OKpEMUX HecneungiuHnx
[JOMILLIOK Ta CyMy AOMILLOK Y BiANOBIAHOCTI fO

opuriHafIbHNX MaTepiasliB BUPOOHUKA, Ta Ha OCHOBI

OTpUMaHMX pe3ynbTaTiB AOCiAKEeHb CTabiNbHOCTI

'N3. fitoya pegaxuis, NponoHoBaHa pejakuis;
ConyTcTBytoLme npumecy; MNpumeck «B» - He 6onee
0,5%; Mobas Hecneundmyeckass npuMech — He 6onee

0,2%
Cyma npumeceii (kpome npumecu «B») — He 6onee
0,3%; CynposigHi fomiluku; Mpu Bunycky; Jomilika
«B» - He binbLe 0,5%;

Byapb-sika okpema HecneuudiyHa AoMillKa — He
6inblue 0,2%; Cyma AOMILLOK (OKPIM JOMILLKN «B>» - He
6inblue 0,5%; CynpoBigHi AOMiLLKW; MpOTArOM TepMiHy

npugaTHocTi; Jomiwka «B» - He 6inbLue 0,5%; byapb-
sika oKpema HecneumdivHa AoMillKa — He Ginblue
0,3%
Cyma oMiLIOK (OKpiM AOMILLKM «B» - He 6inblue

1,0%; - 3MiHu | TUNy: 3MiHK 3 AKOCTi. FoTOBWMIA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro

nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby

cneuudikaLii KOHTPOSIHO SKOCTI NiKapCbKOro 3acoby —

3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[ONYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BYXXEHHSA [OMYCTUMUX MEX) 3BY)XXEHHS AONYCTUMUX
MeX crneumndikauii 4ns nokasHuka «Btpata B maci npu
BUCYLLYBaHHI» (€Bp.®.2.2.32). [litoya pefakuis: He
6onee 5%; NponoHoBaHa pefakuis: He GinbLue 5,0 %.
- 3MiHu | TMny: 3MiHM 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3BYXXEHHS [0NyCTUMUX
MeX) YTOUHEHHSI AoNYCTUMMUX MeX cneuudikauii s
nokasHuka «KinbKicHe BU3HAYEHHS», 3a3Ha4YeHHs
[0MyCTUMOrO fiana3oHy BiAXWUIEHHA HOPMYBaHHS y
BificoTKax. - 3mMiHu | Tny: 3miHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (iHLwui
3MiHM) BHECEHHS 3MiHM A0 cneuudikauii 13 Ta onucy
MeToAy 3a NokasHUKoM «Onuc» y BiANOBIAHOCTI 40
opuriHanibHUX Matepianis BUpo6Huka. [litoua pefakuis:
Onucaxue (Tabnetku no 2,5 mr): CBeT/10-OpaHXeBble
Kpyr/ble TabneTkn ¢ KpecToobpasHoii puckoli ans
[leneHns ¢ 0fHOl CTOPOHbI, ANAMETPOM OKOJI0 8 MM;
JonyckaeTcs efle 3aMeTHas MPaMOpPHOCTb.
MponoHoBaHa pepakuisi: Onuc (Tabnetku no 2,5 mr):
CBiT/10-0paHXeBi Kpyrnii Tabnetkv giameTpom 8 mm 3
XPecTonogi6HO PUCKOIO, AOMNYCKAETLCA Nease
NOMiTHa MapMypoBICTb. 3MiHWU BHECEHO A0 IHCTPYKLIT
0151 MeQUYHOro 3aCToCyBaHHSA NikapcbKoro 3acoby Ao
po3giny "OCHOBHI i3VKO-XiMi4Hi BNacTnBoCTi"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro foche.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. - 3MiHM | TUMy: 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro

(iHWi 3miHW) 3MiHa NepioANYHOCTI TECTYBaHHS 3
NepiofNYHOro Ha PYTUHHWIA ANsi NOKa3HWKa

«Mikpob6ionoriyHa ynuctota». MpuBeaeHHs y
BIANOBIAHICTb A0 [OKYMEHTIB BUPOOHUKA. - 3MiHM |
Tuny: 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHa BHOCUTBLCA
yepes [OMNOBHEHHS IHCTPYKUT AN MeAUYHOro

3acTocyBaHHs iHhopMmaLieto 3 6e3nekn Wwoao

Heo6XiAHOCTI 3BiTyBaHHS NPO NOGIYHI peakLii.
BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aTBEPMKEHHS.
117. | IHOPAHPUKC cycneHnsis (DTPa- "nakcoCwmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu || 3a UA/15832/01/01
INB XIb IPV) gns iH’exuiin no TKnsiH BpuTtaHis Bionogxikans C.A. TMny - 3MiHu 3 akocTi. AP, BupobHuuTBO. 3MiHU B peyenmom
KOMBIHOBAH 0,5 mn (1 gosa) Ta Ekcnopt npoueci BupobHuuTBa APl (3MiHa CTOCYETbLCA
A BAKUVHA niocpinizat (Hib); Nimiteq aKTMBHOI pevoBUHY 6i0N0rYHOro/iMyHO/OM4YHOro
ana cycnensis (DTPa- NOXO)KEHHS b0 BUKOPUCTAHHSA XiMiYHUX AdD| y
ANPO®PINAKTUK | IPV) gns iH’ekuiin no BMPOGHMLTBI iKapCbKOro 3acoby
n ANDTEPII, 0,5wmn (1 po3za) y 6i0N10ri4YHOro/iMyHOOMNYHOr0 NOXOKEHHS, SIka MOXe
NMPABLA, nonepegHL0 MaTtun 3Ha4YHWiA BNIMB Ha SAKICTb, 6e3neky Ta
KALLTHIOKY HanoBHEHOMY ePeKTMBHICTb NiKapCbKOro 3acoby, i He CTOCYETbCA
(ALENONAPH 0flHOpa30BOMY npoToKony) - BBeeHHA NpoToKoNy KBanidikauii ans
i wnpuyi Ne 1y nNpuroTyBaHHsA po60o4oro nociBHoro matepiasty (WS)
KOMMOHEHT), KOMM/IEKTI 3 ABOMA C.diphtheriae i foaaBaHHs TPbOX HOBUX Cepiii
nonioMIeENITY | ronkamu Ta po6ouyoro nocisHoro matepiany (ADTOHWMO004,

TA
3AXBOPIOBAH
b,
36YAHUNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B

niogpinizat (Hib) y
dhnakoHi Ne 1, wo
3MiLLYOTbCA Nepes,
BUKOPWCTaHHSAM; N0
1 nonepeAHLO
HanoBHEHOMY
0fjHOpa3oBOMy
LUNPULY Y KOMNEKTI
3 IBOMa rosikamu Ta
1 donakoHom 3
niogpinizatom (Hib) y
BaKyyMHiii
CTepWbHIN
ynakosLi; no 1
BaKyyMHiii
CTepusbHIli ynakoBsLi
Y KapTOHHIli Kopobui

ADTOHWMO005, ADTOHWMOO06), BUpo6IeHnX Ha
ainbHuui GSK Biologicals Kft, Godollo, YropwuHa i3
3aTBEPKEHOr0 NonepeaHbLOro NOCIBHOTO MaTepiany

(pre-WS T9). BHeceHHs1 pefakLiiiHuX NpaBoK 3 METOH
npuBeAeHHs 3apeecTpoBaHoi iHdhopmauii y
Bi4NOBIAHICTb 40 BHYTPILIHLOI OKYMEHTaLji KOoMNaHil,
a came 3MIHIETbCA KpUTEpIli NPUAHATHOCTI ANS TeCTy
Ha igeHTndikaLito, L0 BUKOPUCTOBYETLCSA NP
KOHTPOAI SIKOCTi BUMYCKY pO60YOro nociBHOIO
matepiany C.diphtheriae 3 "C.diphtheriae, 6iotun
mitis/belfanti" Ha "C.diphtheriae - 3minHu Il Tvny - 3miHK
3 AkocTi. A®l. BupobHuuTBO. 3MiHa BUpOOHUKa
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BVIKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci AdDl, abo
3MiHa BUPOGHYMKa (BKNtOYauu, ae HeobxigHo, micue

NpoBefEeHHS KOHTPOIIO AKkocTi) AP (3a BigCyTHOCTI

cepTudpikaTa BignoBiAHOCTIi EBpONEiChKil
thapmakonei y 3aTBepKeHOMY A0Cbe)(3MiHa B AD|
6i010rYHOro NOXOMAXXEHHS ab0 BUXIAHOMY
marepiani/peareHTi/NPOMiXXHOMY MPOAYKTI, L0
BMKOPWCTOBYIOTLCS A4/19 BUPOOHMLTBA
6i0N10r4YHOro/iMyHOIOTNYHOTO J1iKapCbKOro 3acoby ) -
[opaBaHHA dyHKUil BAPO6HULITBA Ta KOHTPOSIO
AKOCTi po60Y0ro NoCcCiBHOrO Matepiany
Corynebacterium diphtheriae gnsa ginbHuui GSK
Biologicals Kft., Godollo, YropiivHa 3 BignoBigH1Mu
3MiHamu B npoLieci BUPO6GHULITBA, a came:
Temnepartypa po3MOpOXYyBaHHS, TeMneparypa
iHKy6aUii, LUBMAKICTb | TPUB&aUTICTb NepemilLyBaHHS
Towo. MprBeAeHHs y BIANOBIAHICTb PiBHSA iHhopmaLii,
npeacTasneHoi B mogyni 3.2.5.2.1 gna
3aTBepaxeHoro BupobHuka GSK Vaccines GmbH
Marburg, HimeuyunHa Ta GSK Biologicals Kft., Godollo,
YropuivHa, BHECEHHS pefaKLiiiHUX NpaBok
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
118. | INIAAKPUH- po3uunH ans iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpavjiiiHux maTepianis: 3miHa 3a UA/20348/01/01
3400POB'A 5 mr/mn, no 1 mn B TBO 3 06MeXeHo 3asBHuKa /13 (MIBIM) (BnacHWKa peecTpaviiiHoro peyenmom
amnyni, no 5 amnyn OBMEXE BIANOBIAAILHICTIO nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
y 6nicTepi, no 2 HOIO "®dapmaueBTUyHa 460). BBeAeHHS 3MiH NpOTArom 6-T1 MicAUiB Micns
6nictepun y kopobui 3 | BIAMNOBIA KoMnaHis "3gopos'a” 3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
KapToHy; no 10 AJTbHICT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
amnyn y 6nictepi, no 10] BBeaeHHs1 ab0 3MiHU 40 y3arasibHeHVX AaHNX Npo
1 6nictepy y "KOPINOP cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
KOpOoO6Li 3 KapTOHY ALIA JaHnx npo cuctemy dhapmakoHarnsagy, sMmiHa
"300POB YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Nzl hapmMakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemn
thapmakoHarnsagy)
3MiHa yNnoBHOBaXXeHOI 0Cc0bM 3asBHUKA,
BiANOBIAa/bHOI 3a chapmakoHarnsag. [itoya pegakuis:
LLleBueHKo OneHa IropisHa. MponoHoBaHa pefakuis:
MaHosa OneHa MukonaisHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BigNOBifa/IbHOT 3a
thapmakoHarnag. 3MiHa HoMepa macTep-ghaina
cucTeMu dpapmakoHarnagy.
119. | INIAAKPUH- po3uunH ang iH'ekuin, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3miHa 3a UA/20348/01/02
3400POB'A 15 mr/mn, no 1 mn B TBO 3 06MeXeHo 3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiHoro peyenmom
amnyni, no 5 amnyn OBMEXE BiANOBIAABHICTIO noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
y 6nicTepi, no 2 HOIO "®apmavueBTUYHa 460). BBeeHHS 3MiH NpoTArom 6-Tu MicAuUiB micns
6nictepun y kopobui 3 | BIANOBIA KoMnaHis "3gopos'a” 3aTBEPXKEHHS. 3MiHM | TUny - 3MiHK WoA0
KapToHy; no 10 AJTbHICT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
amnyn y 6nictepi, no 10] BBefeHHs ab0 3MiHU [0 y3arasibHeHVX AaHNX Npo
1 6nictepy y "KOPINOP cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
KOpOoO6Li 3 KapTOHY ALIA [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
"300POB YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
et

dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHvKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkroyatoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsay)
3MiHa YNOBHOBaXXEHOI 0CObM 3asiBHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag. [itoya pegakuis:
LLleBueHKo OneHa IropisHa. MponoHoBaHa pefakuis:
MaHosa OneHa MukonaisHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
thapmakoHarnag. 3MiHa HoMepa macTep-chaina
cucTeMu dpapmakoHarnagy.




94

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
120. | IPUHOTEKAH KOHLeHTpaT Ans LWnnna IHgis MMoBHUIA LKA IHais BHECEHHS 3MiH 1O peecTpauiitHux maTepianis: 3miHu || 3a He UA/18000/01/01
wnnA pPO34nHY ANs Megikea BMPOBHUYOrO TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom niosnsie
iHdpy3iid, 20 mr/mn, Nimiten npouecy: CuctemMa KoHTeliHep/3akynoptoBasibHUI 3aci6. 3MiHa ae
no 5 mn a6o no 15 Lvnna Megikea pO3Mipy YnakoBKy roTOBOrO JlikapcbKoro 3acoby (3MiHa
MY ¢pnakoHi; no 1 Nimitep, HAis; Macu/o6'eMy BMICTy KOHTeliHepa 6araTto1030B0ro
donakoHy y KoHTpO/b SiKOCTi | CTepW/ILHOTO JliKapcbKoro 3acoby (abo oAHOL030BOrO,
KapTOHHI KOopooLi BMNPOBYBaHHSA 4acTKOBOrO BMKOPWCTaHHS) Ta 6aratoj030BOro
cTabinbHocTi (Pi3nyHi nikapcbKoro 3aco6y 6i0n10riYHoro/iMyHosI0r4YHOro
i XiMmiuHi TecTn): NOXOKEHHS AN NapeHTepasibHOro 3aCTOCYBaHHS) -
Lvnna Megikea BHECEHHS [0AAaTKOBOI YNaKoBK/, 3 HOBUM PO3MipOM
NimiTen, IHAiA KOHTeliHepa, a came no 5 mn (100 mr) y chnakoHi 3
TemHoro ckna (| Tuny), 3akpuTOro ryMoBOH NPo6Koo
Ta a/IloMiHIEBMM KOBNavkoM 3 chnin-odpdp
KOMIMOHEHTOM, 6€3 3MiHU KifIbKICHOrO Ta sIKiCHOro
CKnagy NepBMHHOIO NakyBaslbHOrO Marepiany, 3
BiANOBIAHMMY 3MiHAMW Y p. «YMakoBka» Ta
cneuudikauii/meTogax KOHTPOO AKocTi N. «O6’eM Lo
BUTATAETLCSA». 3MiHN BHECEHO B PO34in "Ynakoska" B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS iKapCbKOro
3aco0y y 3B'3Ky BBeAEHHSIM [0AaTKOBOI YNakoBK/ Ta
AK HACNIAOK - 3aTBEPKEHHSA TEKCTY MapKyBaHHS
[0AaTKOBOI YNakOBKW NiKapCbKOro 3acooy.
121. | IPUHOTEKAH- KOHUEHTpaT ans Tosapuct Ykpaina AkTasic ITanis C.n.A., ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14240/01/01
BICTA NPUroTyBaHHsA BO 3 ITanis; PymyHis TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
pO34uHy Ans 06MeXeHo CivgaH ®apma C.P.J1., 3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
iHdpysiia, 20 mr/m; 10 PymyHis [04aTKOBOT AiNIbHUL BUPOBHULITBA [/151 YaCTUHU abo
no 5 mn (100 mr) Bignosiga BCbOr0 BMPOBHMYOrO NPOLECY FOTOBOTO JiKapCbKOro
a6o no 15 mn (300 NBHICTIO 3aco06y (AinbHWLSA 415 BTOPUHHOTO NakyBaHHS)
Mmr), a6o 25 mn (500 «BYCT BBE[EHHS [0AATKOBOI BUPOOHMYOT AinbHuui MN3 ana
Mr) y donakoHi; no 1 PAPMA» po3ysaHHa 300 mr/15 mn - CingaH ®apma C.P.J1.,

hnakoHy B
KapTOHHIA KOopoo6Li

PymyHis, Lo BignoBigae 3a BTOPNHHE NakyBaHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3miHM y BUpobHULTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPoLEeCy roToBOro Nikapcbkoro
3acoby (AinbHWLA, Ha AKili NpoBOAATLCSA ByAb-AKi
BMPOBHMYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEePU/IbHUX JiKapCbKUX 3ac06iB (BKIOUYAOUM
BMPOG/IEHi acenTUYHUM MeTOA0M), KpiM NiKapCbKUX
3aco06iB 6i0/10r4HOro/iMyHONOMNYHOIO NOXOKEHHS)
BBE/EHHS A04aTKOBOI BUPOOHMYOI AinbHULi M3 ans
po3yBaHHa 300 mr/15 mn - CingaH ®apma C.P.J1.,
PymyHis, Wwo Bignosigae 3a BUPpOOGHULTBO Ta NepBUHHE
nakyBaHHs. 3MiHu | Tuny - 3MiHK 3 aKocTi. FoToBUI
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi rOTOBOrO MliKapCcbKoro 3acoby (3amiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

abo gogaBaHHS BUPO6GHUKA, LU0 Bignosigae 3a
BBE3eHHs Ta/abo BuUmnyck cepii) - Britovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHSA [04aTKOBOI
BMPOG6HUYOI ainbHuLi N3 ans gosysBaHHa 300 mr/15
M - CiHgaH ®apma C.P.J1., PymyHis, wo signosigae
3a KOHTPO/1b AIKOCTi Ta BUMYCK cepil. 3MiHn | Tuny -
3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3MiHM BUNPO6BYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y crieuudikalisx, nig yac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(OoopaBaHHsA HOBOro MeToAy BUNPOGyBaHHA Ta
[0MNYCTUMUX MEX) BBELEHHS KOHTPONIO skocTi 13
onsa posysaHHa 300 Mr/15 M nig yac BUPOGHNYOro
npouecy. Sk Hacnigok, OHOB/EeHHA po3giny 3.2.P.3.4.
KOHTPO/b KpUTUYHKX CTagill | NPOMIXHOT NPOAYKLiT.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLECi
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(He3Ha4Ha 3MiHa y npoLeci BUPOGHMLTBA) BHECEHHS
He3HauHWX 3MiH A0 BUpo6HUYoro npotecy M3 ansa
[o3yBaHHb 100 mr/5 mn, 300 mr/15 mn, 500 mr/25 mn
Bmpo6HuuTea CiHgaH ®apma C.P.J1., PymyHis,
3okpewma: filter integrity testing with air before filtration.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (3mMeHLeHHs ao 10 pasis)
BBEJleHHS f04aTKOBOro po3mipy cepii N3 gna
Ao3yBaHHa 300 mr/15 mn, BupobHuytea CiHgaH
dapma C.P.J1., PymyHia — 51.0 kr / 50.0 n (3,225
thnakoHis). MNponoHoBaHa pepakuis: CiHaaH ®apma
C.P.J1., PymyHisi: 100 mr/5 mn: 10.2 kr / 10.0 n/ 1,887
dn.; 30.6 kr / 30.0 n /5,660 chn.; 51.0 kr / 50.0 n /
9,434 chn.; 300 mr/15 mn: 51.0 kr / 50.0 n/ 3,225 ¢n.;
500 mr/25 mn: 10.2 kr / 10.0 n/ 385 don.; 51.0 kr / 50.0
n /1,923 cn.; Aktasic ITanis C.n.A., Itanis: 100 mr/5
M: 96.9 kr / 95 n /17924 con.; 300 mr/15 mn: 96.9 kr /
95 n /6129 don.; 500 mr/25 mn: 96.9 kr / 95 n/ 3653
don.; 204.0 kr / 200 n / 7690 pn.

122.

NOAOMAPUH®
100

Tabnetkun no 100
Mkr, no 50 a6o no
100 TabneTok y
dnakoHi, no 1
hnakoHy B
KapTOHHIA Kopoo6Li

BEP/IH-
XEMI Al

HimeyunH
a

Brpo6HMUTBO “in
bulk”, KoHTpOnb Ccepiii:
BEP/NIH-XEMI AT,
HimeuumHa; KoHTponb
Ta BUNYCK cepiii:
BEP/NIH-XEMI AT,
HimeuunHa,;

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
IHCTPYKLiO 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby A0 po3ainy "Mob6iyHi peakyii” WoAo 3BiTyBaHHSA
npo No6iyHi peakuii Ta Ao po3giny "OcobamBoCTi
3aCcTOCyBaHHA" 040 6e3Nekn 3acTOCyBaHHS

6e3
peyenma

nionsie
ae

UA/0156/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Brpo6HMUTBO “in [OMOMDKHMX PEYOBWH; SIK HACNIAOK - BiANOBIAHI 3MiHM
bulk”, nakyBaHHs Ta BHECEHO /10 TEKCTY MapKyBaHHS yrMakoBKW NiKkapCbKoro
KOHTPOb Cepili: 3aco6y. TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB
MeHapiHi-®oH XeligeH nicns 3aTBepgKeHHs. - 3MiHu | Tuny - 3MiHu WoAao
vM6X, HimeuunHa 6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHY) - 3MiHW BHECEHI B TEKCT MapKyBaHHS NePBUHHOI
Ta BTOPVMHHOT YNakoBKM /TiKapCbKOro 3acoby LLoAo
3a3HayeHHs noroTuny KoMmnaxii. TepmiH BBe,eHHSA
3MiH NPOTArom 6 MicsLiB NiCNs 3aTBEPLKEHHS.
123. | KANEHAYNN KBiTkM; no 30 r abo MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/6047/01/01
KBITKA no 50 r y naykax 3 "NikTpasn" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
BHYTPILLHIM CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6 (iHLWi
naketom; mo 1,5ry 3MiHM) - BHECEHHS 3MiH 1O HOPMYBaHHS NOKa3HUKIB
inbTp-nakeTi; No «laeHTuiKalia (30BHiLLHI 03HaKW)» (f0AaBaHHA onucy
20 dhinbTp-nakeTiB y NAiBKN NaKyBasIbHOI ); « TOBLLMHA MANIBK» (YTOYHEHHS
nayyj abo y nauui 3 [ONyCTUMMX HOPM MoKasHMKa) crnevmdikauii 3
BHYTPILLHIM KOHTPO/I0 NePBMHHOTO NakKyBaslbHOrO MaTepiasy A5
naketom; no 1,5ry ynakosku o 30 r Ta 50 r y nauyui 3 BHYTPILLHIM
inbTp-nakeTi B nakeTom (nniBka nakyBasibHa (NepBUHHA)).
iHAMBIAyabHOMY
nakeTuky; no 20
iNbTp-NakeTiB y
nauui
124. | KANCON® PO3YUH HALLKIPHWA, MPAT YkpaiHa BiANOBigabHUI 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nions2 UA/1046/01/01
cnupToBwiA; no 10 "®ITOPA BMPOGHMLTBO, TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma ae
MY hnakoHi 3 PM" nepBrHHE, BTOPVHHE Ta/abo afpecu 3asiBHMKa (B/1aCHUKA PEECTpaLiiiHOro
npo6Koto- nakyBaHHs, KOHTPO/1b noceigyeHHs). 3MiHa agpecy 3asBHMKa. 3MiHU
KpanenbHuULEelo, No AKOCTI Ta BUMYCK Cepil: BHECEHO B iHCTPYKL,it0 419 MEAMYHOIO 3aCTOCYBaHHSA
4,8 abo 12 MPAT "®ITO®APM", NiKapcbKoro 3acoby LLoA0 MiCLEe3HaX0KEeHHS
hnakoHiB B nauLyj; YKpaiHa; 3asBHMKaA. TepMiH BBEAEHHS 3MiH NPOTArom 6 micsL,iB
no 100 mn a6o no BiANOBiAA/IbHWIA 3a nicns 3aTBepKeHHs.
200 M1y h1akoHi, BMPOBHULTBO,
no 1 donakoHy B nepBUHHE, BTOPUHHE
nadui; no 100 mn nakyBaHHs Ta
ab6o no 200 mny KOHTPO/b SKOCTi:
nakoHi 3 NPo6Koto- AT "ly6Hnchapm",
KpanesibHuLeto, no 1 YkpaiHa,;
donakoHy 3 BiAnoBiganbHUii 3a
npo6Koto- BUMYCK Cepii, He
KpanenbHuULEl B BK/THOHAI0UM
nauui KOHTPONb/BMNPOGYBaH
HS cepil:
MPAT "®ITO®APM",
YKpaiHa
125. | KACAPK® Tabnetkn no 32 mr NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/12457/01/01
no 10 TabneTok y "Kuismegn "Knismegnpenapar” TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
6nictepi; no 3 penapart" hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y

6icTepn B navLi

TEKCT MapKyBaHHsi NepBMHHOI (M. 6) Ta BTOPMHHOI (N.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
8, 17) ynakoBKu nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.
126. | KACAPK® TabneTkn no 16 mr MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/12457/01/02
no 10 TabneTok y "KviBmean "KvniBmegnpenapat” TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 penapat" thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
6nictepu B nayw,j TEKCT MapKyBaHHA NepPBUHHOI (M. 6) Ta BTOPMHHOI (M.
8, 17) ynakoBKku nikapcbkoro 3acoby. BBegeHHS 3MiH
NPOTArom 6-Tv MicAILiB NicAs 3aTBEPAXKEHHS.
127. | KACAPK® TabneTkn no 8 Mr no NAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/12457/01/03
10 TabneTtok y "Kuismegn "KuiBmegnpenapart" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 a6o 9 penapat" thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
6nicTepis y naui TEKCT MapKyBaHHS NepBUHHOI (M. 6) Ta BTOPMHHOI (M.
8, 17) ynakoBKu fikapcbKkoro 3acoby. BBefeHHS 3MiH
NPOTSArom 6-Tv MicALIB NiCAs 3aTBEPAKEHHS.
128. | KEAON PO34MH AN iH'EKLN, ToBapuct Ykpaina MpuBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/17035/01/01
50 mr/2 mn; no 2 mn BO 3 TOBapUCTBO “J1EKXiIM- TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
npenapary B amnysii; | o6MexeHo Xapkis” hapmakoHarnagy (iHwi 3MiHK) - 3MiHY BHECEHO Y
no 50 amnyny 10 TEeKCT MapKyBaHHsi NepPBMHHOI (M. 6) Ta BTOPMHHOT (N.
KapTOHHI kopobuyj; Bignosiga 3, 8, 11, 17) ynakoBku nikapcbkoro 3acoby. BBeeHHS
no 5 amnyny NBHICTIO 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPAKEHHSA
6nictepi, no 1 a6o 2 "BEPKAH
6nictepu y A+"
KapTOHHiiA Kopo6Lli
129. | KETOHAN® PO34YUH NS iH'EKLN, CaHpo3 CnoBeHis ek ®apmaueBTUYHa CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/8325/01/01
100 mr/2 mn; no 2 dapmacb KoMnaHisa g.4. BUNPAaB/IEHHA TEXHIYHOT MOMUIKK, 3rigHO n.2.4. n.n. 4 peyenmom
M B amnyni; no 5 toTiKan3 po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
amnyn y 6nictepi; no a.a. 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
2 6nictepn y Ne 460) 3a nokasHukamu «lgeHTudikadis
KapTOHHiiA Kopo6Li (keTonpodpeH)» Ta «lgeHTugikalis (cnnupt
6eH3nnoBuiA)» B po3gini Cneumdikayis MKA N3 gns
y3romKeHHs 3 posginom 3.2.P.5.1. Cneuudpikauis
OpuriHasIbHOro A0CbE. 3a3HayveHe BUMNpaB/eHHS
BiANOBiAaE maTepianam peecTpauiiHoro focbe, SKi
npeacTasneHi B apxisi, a came po3giny 3.2.P.5.1.
Cneumdpikauis
130. | KNCNOTA TabneTkn no 50 mr MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4362/01/01
HIKOTUHOBA no 50 TabneTtok y "TexHonor MYy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPO6HMNYOT peuyenma

KOHTeliHepi; no 1
KOHTeliHepy B maui
3 KapTOHY

AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
npoAykTy abo roToBOro ikapcbKoro 3acoby, AinbHULi
NSl NpoBefieHHs NakyBaHHA, BUPOBHYKa,
BiANOBIA&1bHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) BUTyYEHHS BUPOGHMKa AD|
HikOTMHOBA Ku1cnota «G. Amphray Laboratories»,
India. 3atBeppkeHo: «G. Amphray Laboratories»,
India; Amsal Chem Private Limited, India
3anponoHoBaHo: Amsal Chem Private Limited, India
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
131. | KIMALE®® MOPOLLOK A5 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/0501/01/02
pO3unHy s iH'ekuii | "Knismean "KuiBmegnpenapart" My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom nionsie
no 0,75 r; 1 donakoH penapat" thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y ae
3 MOPOLLKOM Yy nauui TEKCT MapKyBaHHS NepBUHHOT (M. 4, 6) Ta BTOPUHHOI
(n. 8, 15, 17) ynakoBKku Nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEpPKEHHS.
132. | KIMALE®® MOPOLLOK ANs MAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/0501/01/01
pO3unHy s iH'ekuin | "Knismean "KuiBmegnpenapart" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
no 1,5r; 1 dpnakoH 3 penapart” hapmakoHarnsgy (iHwi 3MiHn) - 3MiHW BHECEHO Y ae
MOPOLLKOM y navi TEKCT MapKyBaHHS NepBUHHOT (M. 4, 6) Ta BTOPUHHOI
(n. 8, 15, 17) ynakoBKku Nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-TU MiCALLIB MiCA 3aTBEPMAKEHHS.
133. | KITPYQA® KOHUEHTpaT ans Mepk LLiseiiuapi BMPOBHUK Ipnangis/ BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu || 3a UA/16209/01/01
pPO34MHYy ANns Wapn i A Hepo3dgracoBaHOl HigepnaHan TMNy - 3MiHK 3 ikocTi. A®L. MpoekTHUIA NpocTip Ta peyenmom
iHdpysin, 25 mr/mn; Joym NPOAYKLii, KOHTPOsb / HimeyunHa/ nicnapeecTpauiiHiii NPOTOKO yNpaBAiHHA 3MiHaMK.
no 4 mn IOEA AKOCTI Ta TeCTyBaHHS Benbris BHeceHHs 3MiH y nicnspeecTpawiiiHnii NpoTokon
KOHUEeHTparty y 6X cTabinbHoCTi, ynpas/iHHA 3MiHaMy Ana Ad| - BnpoBamKeHHs

dnakoHi; no 1
dhnakoHy 3
npenapaTtom B
KapTOHHI KOopoo6Li

NepBrHHE MakKyBaHHS:
MCLA IHTepHeLwHn
MEX/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/Ib SKOCTi Ta
TecTyBaHHS
cTabinbHocTi: MCA
IHTepHeLwHN
M6X/MCL, IpnaHgis
(BpiHHi), IpnaHgjs;
KOHTPO/Ib SKOCTi Ta
TecTyBaHHS
CTabiNbHOCTi FOTOBOrO
nikapcbKoro 3acoby,
BUK/OYA0UN
TecTyBaHHS
akTmBHOCTI ELISA
(aKkTMBHICTb Ta
ineHTudikauis):H.B.
OpraHoH,
HigepnaHaw;
KOHTPO/b SKOCTi Ta
TecTyBaHHSA
CTabiNbHOCTI FOTOBOrO
nikapcbKoro 3acoby:
MC/[ biotek B.B.,
HigepnaHaw;
KOHTPO/b SKOCTi Ta
TecTyBaHHSA
CTabiNbHOCTI FOTOBOr0
niKapcbKoro 3acooby,

NPOTOKO/Y YNpaB/iHHS 3MiHAMM NiCNS 3aTBEPAKEHHS
(PACMP), L0 NOB'A3aHO 3 YA0CKOHAaIEHHAM
BMPOBHMYOrO NpoLecy 3 BUKOPUCTaAHHAM XiMIYHO
BM3HauyeHnx cepegosuy (KCDM) gns ginbHWLI
Boehringer Ingelheim Pharma GmbH & Co KG,
Biberach, Germany Ta noganbLunx AiNbHALb.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUK/OYA0UN
TecTyBaHHS
akTuBHocTi ELISA
(akTuBHICTb Ta
iaeHTudikauin): MCL,
biotek B.B.,
HigepnaHgu;
TecTyBaHHS
CTabifIbHOCTI:
TeCcTyBaHHs LiMiCHOCTI
3aKpUTTA KOHTElHepy:
HysicaH MM6X,
HimeyunHa; BTOpMHHE
nakyBaHHs Ta
MapKyBaHHS, [03BiN
Ha BUMYCK cepii:
OpraHoH XelicT 68,
Benbrisa abo Mepk
Wapn i foym B.B.,
Higepnanan

134.

KITPYJA®

KOHL,eHTpaT ans
pO34nHy AnA
iHdpysiia, 25 mr/m;
no 4 mn
KOHUEeHTpaTty y
donakoHi; no 1
dnakoHy 3
npenapaTtom B
KapTOHHIA Kopoo6Li

Mepk
Wapn i
Joym

IAEA

m6X

LLiseiiuapi
A

BMPOBHUK
Hepo3dacoBaHol
NPOAYKLUIT, KOHTPO/Ib
AKOCTI Ta TECTyBaHHSA
CTabiNbHOCTI,
nepBUHHE NaKyBaHHA:
MCA IHTepHeLwHn
M6X/MCA IpnaHgis
(Kapnoy), Ipnangis;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
cTabinbHocTi: MCL
IHTEepHeLwHN
M6X/MCA IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
CTabifIbHOCTi FOTOBOrO
niKkapcbKoro 3acooby,
BUK/OYA0UN
TecTyBaHHS
akTuBHocTi ELISA
(akTuBHICTb Ta
ineHTudikauisn):H.B.
OpraHoH,
HigepnaHgu;
KOHTPO/Ib SKOCTi Ta
TECTYBaHHS

IpnaHgis/
HinepnaHvgn
/ Himeuwunxa/

Benbris

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOOHMUTBI. 3MiHU Y npoLeci BUPO6HULTBA
roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOrO JliKapcbKoro 3acoby (nikapcbkuii 3acio €
nikapcbkM 3aco60m 6i0/10riYHOro/iMyHONOTYHOro
NOXOKEHHS Ta 3MiHa BUMarae npoBefeHHs
NOPIBHANBHUX AOCAIMKEHb). HafaHHA faHuX Woao
CTabiNIbHOCTi AN OBrPYHTYBAHHA TEPMiHY
npugatHocTi [N13. BHeceHHs 3miH go p.3.2.P.8.3, a
came- HafalTbCsA KYMyNATUBHI AaHi WoAo
ctabinbHocTi ToS, (Time out of storage) o 36 micsuis
Ons 3asHadeHoro N3 (tabnvua 15), wo
niagTBEPAXYIOTH TEPMIH 14 AHIB Npu BiaxuneHHi 25°C,
LLIO 3a3HAYEHO Y BXE 3aTBEPKEHOMY B YKpaiHi
p.3.2.P.8.1.

3a
peyenmom

UA/16209/01/01




n/n

Hassa
JliKapcbKo20

dopma sunycky

3asBHUK

Kpaina

Bupo6Huk

100

Kpaina

3acoby

(nikapcbka chopma,
ynakosKa)

3asiBHUKa

CTabiNbHOCTI FOTOBOr0

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

135.

KITPYAA®

KOHUeHTpart ans

Mepk

LLiseiiuapi

niKkapcbKoro 3acoby:
MCJ Biotek B.B.,
HigepnaHgu;
KOHTPO/Ib SKOCTi Ta
TeCcTyBaHHS
CTabiNIbHOCTi FOTOBOrO
niKkapcbKoro 3acoby,
BUK/THOHA0UM
TecTyBaHHSA
akTuBHoCTiI ELISA
(aKTuBHICTb Ta
iaeHTudikauis): MCL,
BioTek b.B.,
HigepnaHgu;
TecTyBaHHSA
cTabinbHoCTI:
TecTyBaHHA LiNiCHOCTI
3aKpUTTA KOHTEHepy:
HysicaH MM6X,
HimeuumnHa; BTOPUHHE
nakyBaHHs Ta
MapKyBaHHS, 403BiN
Ha BUMYCK cepii:
OpraHoH XelicT 6B,
Benbris abo Mepk
Wapn i foym B.B.,
Higepnangn

pO3unHy Ans
iHdpysin, 25 mr/m;
no 4 mn
KOHLeHTpaTy y
dhnakoHi; no 1
donakoHy 3
npenapaTtom B
KapTOHHIA KopooLi

Wapn i
Joym
IOEA
6X

A

BMPOBHUK
Hepo3dghacoBaHol
NPOAYKLii, KOHTPO/Tb
AKOCTi Ta TECTYBaHHS

cTabinbHoOCTI,
nepBUHHE NaKyBaHHSA:
MCJ, IHTepHelHN
M6X/MCA IpnaHgis
(Kapnoy), IpnaHgis;
KOHTPO/Ib SKOCTi Ta
TeCTyBaHHS
cTabinbHocTi: MCA
IHTepHeLwHN
M6X/MCA IpnaHgis
(BpiHHi), IpnaHgjs;
KOHTPO/Ib SKOCTi Ta
TeCTyBaHHS
CTabiNIbHOCTi FOTOBOrO
nikapcbKoro 3acooby,

BUKKOYa4n

Ipnangis/
Higepnangn
| HimeuunHa/
Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKocTi. A®L. MpoekTHUiA NpocTip Ta
nicnapeecTpauiiHiii NPOTOKO/ yNpaBAiHHA 3MiHaMK.
BrnpoBamkeHHs 3MiH, Lo nepenbdayeHi y
3aTBEPKEHOMY NPOTOKOAI YNpaB/iHHA 3MiHaMu
(BNpoBagKeHHs 3MiHW ANs
6i0N10rivYHOro/iMyHONOrNYHOrO JliKapCLKOro 3acoby)-
BMNPOBaKEHHSA 3MiH, NepefbdayeHnx 3aTBepmkeHnM
NPOTOKO/IOM YNpPaB/liHHA 3MiHaMW Ajto40i PEeYOBUHM
nem6ponizymab [n1a BNpoBapKeHHS npoLecy
BMPOGHMLITBA Ail04OT PEYOBMHN 3 BUKOPUCTAHHAM
XimMiyHO BM3Ha4eHnx cepegosmy, KCDM (Keytruda
Chemically Defined Media) Ha ginbHuULi Boehringer
Ingelheim Pharma GmbH & Co KG, Biberach,
Germany.

3a
peyenmom

UA/16209/01/01




101

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

TecTyBaHHSA
aKkTuBHocTi ELISA
(aKTuBHICTb Ta
ineHTudikauis):H.B.
OpraHoH,
HigepnaHgu;
KOHTPO/Tb SKOCTi Ta
TecTyBaHHS
CTabiNbHOCTi FOTOBOrO
nikapcbKoro 3acoby:
MC/ Biotek B.B.,
HigepnaHgu;
KOHTPO/Tb SKOCTi Ta
TecTyBaHHS
CTabiNIbHOCTi FOTOBOrO
nikapcbKoro 3acooby,
BMK/IOYA0UN
TeCcTyBaHHS
akTMBHOCTI ELISA
(aKTMBHICTb Ta
ineHTudikauis): MCL
BioTek B.B.,
HigepnaHaw;
TeCcTyBaHHS
CTabiNIbHOCTI:
TeCTyBaHHS LjiNiCHOCTI
3aKPUTTA KOHTEHepYy:
HysicaH Mm6X,
HimeyunHa; BTOpMHHE
nakyBaHHs Ta
MapKyBaHHS, 403BifN
Ha BUMyCK cepii:
OpraHoH XelicT 68,
Benbris abo Mepk
Wapn i Joym B.B.,
Higepnangn

136.

KNEKCAH®

PO3YUH ANS iH'EKLN,
10 000 aHTK-Xa
MO/mn; Ne 2: no 0,8
My LINpUL-A03i i3
3aXMCHOI0 CUCTEMOIO
ronkn ERIS; no 2
LUNpWL-A03K y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
Ne 2: no 0,8 mny
LnNpuy-A03i i3

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOIN
IHOACTPIA

®paHuisa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-

3a
peyenmom

UA/7181/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aXVICHOK CUCTEMOIO thaiina cuctemu hapmakoHarnsgy) - 3miHa
ronkvn PREVENTIS; MiCLLe3HaX0[PKEHHS MacTep-chaiina cuctemm
no 2 Wnpuuy-£0o3un y thapmakoHarnagy.
6nictepi; no 1 3MiHa Micus 34iliCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
6nictepy B thapmakoHarnsgy.
KapTOHHiii Kopobu;
Ne 2: no 0,8 mny
wnpuu-ao3i 6e3
3axuCHoOI cnuctemu
roIKu; Mo 2 Wwnpuy-
[osun y 6nictepi; no
1 6nictepy B
KapPTOHHI KOpooL;j
137. | KNIEKCAH®300 | po3uuH ANns iH'ekwiit TOB Ykpaina PAMAP XENC KEAP IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/10143/01/01
no 10 000 aHTK-Xa "CaHocpi- CEPBICI3 MAAPNA, HimeuunHa TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
MO/mn; Ne 1 (no 1 ABeHTIC C.AY., IcnaHis; thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6araTo030BOMY YkpaiHa" CaHochi-ABeHTiC y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
hnakoHy no 3 mn B [Joiunang rméX, (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHI Kopo6Lii) HimeuyunHa thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
AiSbHOCTI 3 thapmakoHariagy.
138. | KOKAPHIT niogpinizat gns TOB YkpaiHa yorPng MEANLIH TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/8392/01/01
PO3YUHY ANS iH'EKLLA "YOPNA INAY CAH. BE TIK. TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyenmom niosnsie
3 hnakoHu 3 MEANLIA Al y 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS ae
niocpinizatom y H" [04aTKOBOT 4i/bHUL| BUPOBHULTBA /15 YacTMHU abo

KOMM/IEeKTi 3 3
amnynamm
po3unHHuKa (0,5 %
PO34MH NigokaiHy
rigpoxnopugy) no 2
My KOHTYpHIli
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B KapTOHHIi kopobuyi

BCbOr0 BMPOOGHMYOrO NPoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHMLS, Ha sKili npoBOAATLEA Byab-AKi
BMPOBHUUI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AAKOCTi Ta BTOPUHHOIO NakyBaHHA 15
CTEepPUIbHUX NiKapCbKUX 3acobiB (BKIOUYa0UM
BMPOGEHi acenTMyHUM MeTOA0M), KpiM NiKapCbKUX
3ac06iB 6i0/10rYHOr0/iIMyHOOFYHOTO MOXOKEHHS).
CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKMii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[00aTKOBOI AiNIbHUL BUPOGHULITBA A1 YaCTUHM abo
BCbOr0 BMPOGHNYOrO MPOLECY roTOBOro NiKapCbKOro
3aco6y (AiNbHWLUS 415 BTOPUHHOTO NakyBaHHS) 3amiHa
BUPOOHWKA, BiNOBIAa/IbHOMO 38 BUPOOHULITBO,
nepsuHHe nakyBaHHA N3 3 E.I.M.1.Ko., €runeT (TeHc
oB PamagaH CiTi, Mepwa Mpomucnosa 30Ha, B1, a/s
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

149 TeHc, €rvneT)/ E.I.P.1.Co., Egypt (Tenth of
Ramadam City, First Industrial Area B1, P.O. box: 149
Tenth, Egypt Ha YOP/4 MEAVNUWH INAY CAH. BE
TIOXK. A.LL. (ON3Y, kBapTtan .0O.Mawa, 6-Ta By,
Ne30, Yepkeskoii/Tekipaar, TypeuyunHa) / WORLD
MEDICINE ILAC SAN. VE TIC. A.S. (COSB G.O.Pasa
Mah. 6. Cad. Ne:30, Cerkezkoy/Tekirdag, Turkey)
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCA BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCcbKoro 3acoby (3amiHa
abo gogaBaHHS BUPO6GHUKA, LU0 Bignosigae 3a
BBE3eHHs Ta/abo Bunyck cepii) - Bkitoyatoun
KOHTPO/b/BUNPOBYBaHHSA cepii - 3amiHa BUPOBHYKa,
BiAMNOBIAA/ILHOrO 3a KOHTPO/Ib Ta BUNyck cepii 13 3
E.L.M.1.Ko., €rvneT (TeHc oB PamagaH Ciri, MepLia
Mpomucnosa 3oHa, B1, a/a 149 TeHc, €runeT)/
E.l.P.I.Co., Egypt (Tenth of Ramadam City, First
Industrial Area B1, P.O. box: 149 Tenth, Egypt Ha
YOPNA MEAVUWH INAY CAH. BE TIAX. A.LL.
(0ON3Yy, kaptan .0.MNawa, 6-ta Bynuud, Ne30,
Yepkeskoii/Tekipaar, TypeyunHa) / WORLD
MEDICINE ILAC SAN. VE TIC. A.S. (COSB G.O.Pasa
Mah. 6. Cad. Ne:30, Cerkezkoy/Tekirdag, Turkey).
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3acToCyBaHHSA y po3ainn "BupobHuk” Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta agpeca Micus
NPOBaKEHHS Or0 AiS/IbHOCTI" y 3B'A3KY 3 3aMiHO0
BMPOGHMKA Ta K HACNIfOK - BIANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3minu | Trny - 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) OHOBNEHO TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a came NpuBEAEHO y
BiANOBIAHICTb 3 IHCTPYKLIE AN MEAUYHOTO
3aCTOCyBaHHS, YTOYHEHO NIOrOTUN Ta BHECEHO
He3HauHi pefakuiiiHi npaBkv. BBefeHHs 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MmiHu Il TURYy - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUlA 3acio.
3MiHa y NepBVHHIli ynakoBLji rOTOBOrO /iKapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHSA HOBOTO
KOHTelHepa) - CTepusbHI Nnikapcbki 3acobu Ta
nikapcbki 3aco6u 6ioNoriYHOro/iMyHoOI0r4YHOro
NOXO/PKEHHS - 3MiHa NEPBUHHOIO NakyBaHHs /13 3
amnys Ha nakoHW. FK HacnioK, BHECEHHS 3MiH A0




104

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneuudikaLii Ta MeToAiB KOHTPOsI0 AKkocTi M13. 3MiHn
BHECEHO B po3/in "YnakoBka" B iIHCTPYKLUitO A/1s
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
3B'AI3KY 3 3aMiHOI0 MEPBMHHOI YNakoBKy (3 aMmnys Ha
donakoHun) Ta AK Hacnigok - y posgin "Cknag'”.
BignoBigHi 3MiH/ BHECEHO Yy TEKCT MapKyBaHHSA
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

139.

KOKCIKEA

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKO10, No 60
Mr; M0 7 TabneTok y
6nictepi, no 4
6nictepu B nauuj 3
KapTOHY

xn Em
dapmachb
HoTUKasIC

Ipy3is

PoHTic Xennac
Megikan EHg,
dapmacboTikan
Mpopaktc C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
hapmakoHarnag,.

[Litoua pepakuin: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
dhapMakoHarnsag.

3a
peyermom

UA/20600/01/01

140.

KOKCIKEA

TabneTku, BKPUTI
nNiBKOBOK
060/10HKO0, M0 90
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepu B nauuj 3
KapToHYy

Dk Em
dapmacb

HOTUKaJ1C

Ipysia

PoHTic Xennac
Mepikan EHg,
dapmacbtoTikan
Mpogaktc C.A.

peuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 chapMakoHarnaay 3asBHUka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
thapmakoHarnag,.

[litoua pepakuin: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3miHa KOHTaKTHUX faHWX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg.

3a
peyenmom

UA/20600/01/02

141.

KOKCIKEA

TabneTkun, BKPUTI
NiBKOBOO

xn Em

Papmacb

Ipysis

PoHTic Xennac
Megikan EHg

Ipevis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/20600/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
o060s10HKo0, Mo 120 HoTUKasC dapmachbloTikan thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
M, Mo 7 TabneTok y MpoaakTc C.A. y3arasisHeHUX faHux Npo cucTemy dhapmakoHarnsgy
6nictepi, no 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepy y nauuj 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
KapToHy BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu papmMmakoHarnsay) - 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BignoBigasibHOI 3a
hapmakoHarnsg,.
[litoua pepakuin: Dea Onoprishvili. MponoHoBaHa
pefakuis: Maia Kavteladze. 3miHa KOHTaKTHUX faHWX
YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
hapmMakoHarnsag.
142. | KOMAKCOH 40 | po3uunH Ans iH'ekuii, TOB YkpaiHa Brpo6HuLTBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/6307/01/02
40 mr/mn; no 1 mn «TeBa NOBHMM LMK/IOM: TeBa Benvka TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom niosnsie
pPO34MHY B YkpaiHa» $apmaueBTikan BpuTtaHis/ dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuu ae
nonepegHL0 IHpacTpis N14., Higepnangn NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
HanoBHEHOMY I3painb; BupobHuuTBO / AN MeAnYyHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
wnpuui; no 1 3a MOBHUM LIMK/IOM: YropuyHa OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,

Lwnpuuy B 6nicTepi;
no 12 wnpwuis B
KapTOHHIA KOopoo6Li

HopToH Xenckea
Nimiten T/A AMBEKC
®apmackioTukans FOK,

Benuka BpuTaHis;
KoHTponb cepii (Tinbkn

6ionoriuHe

TecTyBaHHs): ABGiK

nra., 13painb;
KoHTporb cepii (noBHe
TecTyBaHHS,
BK/THOHAIOUN Ha
CTepPUSIbHICTb Ta
H6akTepianbHi
©HA0TOKCUHN, ane
OKpim 6iosoriyHoro
TECTYBaHHS):
dapmaxewmi B.B.,
HigepnaHaw;
KoHTponb cepii (Tinbkn
6ionoriuHe

TecTyBaHHs): AT

dapmaueBTUYHNI

3aBof TeBa,
YropumHa; KoHTponb
cepii (aHaniTnyHe

ab0 JocnigxeHb 3 6e3MneKkn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis: "Oco6MBOCTI 3acTocyBaHHsA", "TOGIYHI
peakuii” woao 6e3nekn 3acTocyBaHHA Aito4yol
peyoBVHY rnatupamepy auertar BignoBigHO 0
pekomeHgauii PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEpKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
TecTyBaHHs Ta
BMBYEHHSA
cTabinbHOCTI): A3is
Kewmikan IHgacTpi3
N14., 13painb
143. | KOMAKCOH®- PO34UNH ANS iH'EKLN, TOB YkpaiHa BMPOGHMLITBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/6307/01/01
TEBA 20 mr/mn; no 1 mn «TeBa NOBHMM LMK/IOM: TeBa Benvka TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsie
npenapary y YkpaiHa» $apmaueBTikan BpuTaHis/ dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuu ae
nonepegHL0 IHpacTpis N14., Higepnangn NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
HanoBHEHOMY I3painb; BUPOGHULITBO AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
wnpuyi; no 1 3a MOBHUM LIMK/IOM: OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
nonepegHsL0 HopToH Xenckea ab0 JocnifxeHb 3 6e3MneKkn 3aCTOCyBaHHS NikapCbKoro
HanoBHEHOMY Nimiteg T/A AMBEKC 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
LUNPWLY B KOHTYpPHIli dapmacbioTukans oK, pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
YapyHKOBIli ynakoBLyi Benuka BpuTaHis; BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
3anasHiii nanepom KOHTpPO/b cepii (NoBHe (iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
abono 1 TeCcTyBaHHs, MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
nonepenHL0 BK/THOHAKOUN Ha po3ginis: "Oco6MBOCTI 3acTocyBaHHs", "TOGIYHI
HanoBHeEHOMY CTEPWIbHICTb Ta peakuii” woao 6e3nekn 3acTocyBaHHA Aito4vol
LUNPULLY B KOHTYpHIlA bakTepiasibHi pPeyYoBUHY rnatmpamMepy aueTar BignosigHo 40
YapyHKOBIli ynakoBLyi €HAO0TOKCUHN, ane pekomeHgauii PRAC. BeefeHHS 3MiH NpOTArom 6-Tu
3anasiHiii NiBKo OKpiM biosioriyHoro MiCALIB MiCNsA 3aTBEpAKEHHS
6e3 MapKyBaHHs; No TECTyBaHHS):
28 nonepegHb0 dapmaxemi b.B.,
HanoBHEHNX Higepnanaw;
npuuis y KOHTPOb cepil (Tinbkn
KOHTYPHUX 6ionoriuHe
YapyHKOBUX TecTyBaHHs): AT
ynakoBkax y dapmaLeBTUUHUIA
KapTOHHI KOopoo6Li 3aBof, TeBa,
YropLuHa; KOHTPOb
cepii (TiNbkn
6ionoriuHe
TecTyBaHHs): ABGiK
nra., 13painb;
KOHTPO/b cepii
(aHaniTmuHe
TecTyBaHHs Ta
BWBYEHHS
cTabinbHOCTI): A3is
Kewmikan IHaacTpi3
N14., 13painb
144. | KONAUUN® TabneTku; no 6 abo NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/2930/01/01
10 Tabnetok y "Tanuucpa "KuiBmegnpenapart" TMny - 3MiHK 3 AkocTi. APl KoHTponb APl. 3miHa y peuenma
6nictepax; no 10 pm" napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,

TabneTok y 6nictepi,
no 1 a6o 2 6nictepu
B navuji

BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AP| (iHwi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

3MiHuW) -CynyTHS 3MiHa - 3MiHK 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUpO6HMUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeTodax BunpobysaHHs)MNpuBeaeHH: cnevudikauii Ta
MeTOZiB KOHTPOJII0 MOKa3HMKa SKOCTi «Onuc» Ad|
KMcnoTa aueTtuncaniyunosa eignosigHo 1o DMF
BMpo6HMKa Shandong Xinhua Pharmaceutical Co.,
Ltd.», KuTain Ta moHorpacii € 0309
«ACETYLSALICYLIC ACID», fito4oro BuaHHs.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS - 3MiHM | TUMny - 3MiHK 3 skocTi. AdI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BU3HAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HULTBA AP (iHLWI 3MiHKM) CynyTHA 3MiHa - 3MiHK
3 AkocTi. A®l. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y npoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNpOGYyBaHHS) MNpuBeaeHHNA cneuudikalii Ta MeTozis
KOHTPOJI0 NOKa3HUKa AKOCTi «CynpoBigHi LOMILLKN»
BignosigHo o DMF Bupo6Hrka Shandong Xinhua
Pharmaceutical Co., Ltd.», Kutaii Ta MoHorpacii €®
0309 «ACETYLSALICYLIC ACID», gjto4yoro BugaHHs.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS - 3MiHK | TUny - 3MiHM 3 iKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo AoNyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BUpo6HULUTBa AP (iHLWi 3MiHK) - CynyTHSA 3MiHa -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHSA) 3MiHW Y NOCW/IaHHI Ha MeTo[,
KOHTPOJIH0 MOKa3HMKa AKoCTi «CynbdaTtHa 30na»
BignosigHo Ao DMF Bnpo6Huka Shandong Xinhua
Pharmaceutical Co., Ltd.», Kutain Ta MoHorpacii E®
0309 «ACETYLSALICYLIC ACID», aito4oro BuaaHHs.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS 3MiHN | Tuny - 3MiHK 3 aKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneundikauii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta/abo fONYCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BU1yYeHHs 3actapinoro
nokasHuka)) BunyueHHs 3i cnevyudpikauii Ta meTogis
KOHTPO/I0 NOKa3HMKa SKOCTi «PO3UMHHICTb» ADI|
Kucnota auetuncaniynnosa BignosigHo o DMF
BMpo6HMKa Shandong Xinhua Pharmaceutical Co.,
Ltd.», KuTain Ta moHorpacii € 0309
«ACETYLSALICYLIC ACID», gjto4oro BuaHHs,
OCKi/TbKW NOKa3HMK Mae iHpopMaLiliHuii xapakrep
3rigHo €®, 1.4, 5.11. BBeAeHHS 3MiH MPOTArOM 6-Tn
MicaLiB nicnsa 3aTBepApKeHHs

145.

KOM/NABIKC®

TabneTkn, BKpUTI
o6osoHKom, 75
Mmr/75 mr Ne 28
(7x4): no 7 TabneTok
y 6nictepi; no 4
6nictepu B
KapTOHHI KOopoo6Li

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

CAHO®I BIHTPOI
IHOACTPIA

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy

3a
peyernmom

UA/11680/01/02

146.

KOPBANTAB

Tabnetku; no 10
Tabnetok y
6nictepax; no 10
TabneTok y 6nictepi;
no 2 a6éo 10
6nicTepiB y nauuj 3
KapToHYy

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWYYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Ke 3aTBep/)KeHOro BUpoGHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne CEP 2003-017 - Rev 04
(3aTBEepaxeHo: R1-CEP 2003-017 - Rev 03) gns Adl
heHobapbiTany Bif BXe 3aTBEPKEHOTO BUPOGHMKA
HARMAN FINOCHEM LIMITED, IHgis.

6e3
peyenma —
Ne 10 ma Ne
10x2; 3a
peyenmom —
Ne 10x10

UA/1028/01/01

147.

KOPBANTAB

Tabnetku; in bulk: no

TOB

YkpaiHa

TOB "®apwma Crapt"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu |

UA/3760/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
7 kr TAbneToK y "ACIHO Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocCTI/IE-
nosnieTuneHoBoMy YKPAIHA" cepTudikaT BignoBigHOCTI EBponeiickkiii
naketi; no 1 nakety thapmakonei/moHorpadii. NMogaHHs HoBOro abo
B KOHTEWHepi OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepL)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne CEP 2003-017 - Rev 04
(3aTBEpmxeHo: R1-CEP 2003-017 - Rev 03) gns Adl
heHobapbiTany Bif BXe 3aTBEPLKEHOTO BUPOOHMKA
HARMAN FINOCHEM LIMITED, IHgis.
148. | KOPOAPOH® Tabnetkun no 200 wmr; TOB Ykpaina Bupo6bHuuTBO, ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- nepBuHHE Ta YropLmHa TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
TabneTok y 6nictepi; ABeHTIC BTOPUHHE MaKyBaHHS, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 3 6nictepu y YkpaiHa" KOHTPO/b AKOCTI Ta y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy

KapTOHHI kopo6Lyj;
Ne 30 (15x2): no 15
Tabnetok y énictepi;
no 2 6nictepn y
KapTOHHIA KOopooLi

Bunyck cepii M3:
CAHO®I BIHTPOMN
IHOACTPIA, ®paHuis;
Brpo6HMLTBO,
nepBuHHEe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b AKOCTi Ta
BMnyck cepii [N3 (3a
BUK/OYEHHAM
Mikpob6ionoriyHoro
TECTyBaHHS):
Onenna Xesnckea
Xanrepi Kdot.,
YropumHa;
Mikpo6ionoriyHe
TecTyBaHHA M13:
XIHOIH 3aBog,
dapmaLeBTUYHUX Ta
XimiuHunx MpoaykTis
MpaiisiT Ko. iTa,.
(XIHOTH Mpavisit Ko.
Nta.) - nignpuemcTeo
YaHikBesiba,
YropLmHa;
Mikpob6ionoriuHe
TecTyBaHHA MN13:
EBPOAII XaHrepi
NimiTeq Navia6initi

(BBEAEHHS y3araslbHEHNX AaHUX NPO cUcCTEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;

KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asiBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
chapmakoHarnsgy.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KomnaHi (EBPOAINI
XaHrepi 1T4.),
YropuimHa
149. | KPONBU nvcts no 30 r abo MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/7000/01/01
nncTs no 50 r y naykax 3 "NikTpasn" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peuyenma

BHYTPILLHIM CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLi

naketom; mo 1,5ry 3MiHM) BHECEHHS 3MiH O HOPMYBaHHS MOKa3HUKIB

inbTp-nakeTi; No «laeHTuUiKalis (30BHiLLHI 03HaKW)» (f0AaBaHHA onucy

20 dhinbTp-nakeTiB y NAiBKN NaKyBasIbHOI ); « TOBLYMHA MANIBK» (YTOYHEHHS

nauyj abo y nauui 3 [ONyCcTUMMX HOPM MokasHuKa) crnevmdikaui 3

BHYTPILLHIM NakeToM KOHTPO/I0 NePBMHHOIO NakyBaslbHOrO MaTepiasty A5

ynakosku o 30 r Ta no 50 r y nayui 3 BHYTPILLHIM
nakeTom (nniBka nakyBasibHa (NEPBMHHA))
150. | NAINC TabneTku NTO®APM ITania NOBHUIA LWKN ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18580/01/01
AMBPO3IA Ccy6niHrBasIbHI; No AC.IA BMpPO6GHMUTBA: TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

40: no 10 TabneTok BMPOGHMLITBO, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao

no 300 AO (1 nepBUHHE NakyBaHHS, y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy

6nicTepHa ynakoBka) BTOPVHHE NakKyBaHHS, (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMcCTemy

Ta 30 Tabnetok no KOHTPO/b cepil, thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,

1000 AO (3 BUNYCK cepil, BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;

6nicTepHi ynakoBKu) 36epiraHHs: KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans

B KapTOHHIlA NODPAPMA C.IN.A 3[ificHeHHs1 hapMakoHarsay B YkpaiHi, AKLO0 BoHa

Kopo6bui; Ne 70: no BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI

10 Tabnetok no 300 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun

AO (1 6nictepHa KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-

ynakoBka) Ta 60 (paiina cuctemu chapmakoHarnsgy) 3miHa

Tabnetok no 1000 YNOBHOB&XEHOT 0COOU 3asBHMKA, BifgnoBigasibHOI 3a

AO (6 6nicTepHMx thapmakoHarnag. ditova pegakuisn: JaHiene Mapinir

ynakoBOK) B MponoHoBaHa pepakuisn: flaypa MapacToHi - 3miHa

KapTOHHI KOpOOL KOHTaKTHUX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,

BifnoBifabHOI 3a hapmakoHarnsa

151. | NIANC BEPE3A | Ta6netku NTO®APM ITanis MOBHWIA LKA ITanisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/18581/01/01

Cy6niHrBasTbHI; No AC.MA BMpPOGHMUTBA: TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

40: 10 TabneTok no BMPOGHMLITBO, thapmakoHarnsgy. BeegeHHs abo 3miHM Ao

300 AO (1
6icTepHa ynakoBka)
Ta 30 Tabnetok no
1000 AO (3
61iCTEepPHI ynakoBKu)
B KapTOHHIl

Kopo6ui; Ne 70: 10
Tabnetok no 300 AO
(1 6nicTepHa
ynakoBka) Ta 60
Tabnetok no 1000
AO (6 6nicTepHMx
yNakoBoOK) B
KapPTOHHI KOpoOU;i

nepBrHHE NakKyBaHHS,
BTOPVHHE NaKyBaHHS,
KOHTpPO/b cepii,
BUMNYCK Cepii,
36epiraHHs:
NODAPMA C.IN.A

y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobK 3 thapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. ditova pegakuisn: JaHiene Mapinir
MponoHoBaHa pepakuis: Slaypa MapacToHi 3miHa
KOHTaKTHUX [JaHWNX YTOBHOB&XXEHOT 0COOM 3asBHMKA,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BiNOBIAA/IbHOI 32 hapmakoHarnsg,
152. | NAINC KJILL| TabneTku NTO®APM ITania NOBHUIA LMK ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18582/01/01
AOMALLUHbOI cy6niHrBasTbHI; Ne AC.ILA BMpPO6GHMUTBA: TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o nuny 40: no 10 TabneTok BMPOGHMLTBO, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 300 AO (1 nepBUHHE NakyBaHHS, y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
6nicTepHa ynakoska) BTOPVHHE NakKyBaHHS, (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
Ta 30 Tabnetok no BWMYCK Cepii, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
1000 AO (3 36epiraHHs: BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
6nicTepHi ynakoBKu) NTO®APMA C.IN.A KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
B KapPTOHHIl 3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
Kopo6bui; Ne 70: no BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
10 Tabnetok no 300 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
AO (1 6nictepHa KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
ynakoBka) Ta 60 (paiina cuctemu cpapmakoHarnsgy) - 3miHa
Tabnetok no 1000 YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
AO (6 6nicTepHMx thapmakoHarnsag.
ynakoBOK) B [Litoua pepakuin: JaHiene MapiHir. MponoHoBaHa
KapTOHHI Kopoo6Li pepakuisi: Jlaypa MapacToHi. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsag
153. | IAUC TPABUA TabneTku JTIO®APM ITanis NOBHWI LMK ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3MiHu | 3a UA/18583/01/01
cybniHrBasibHi; Ne40: A C.NA. BMPOGHMLTBA: TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 10 TabneTtok no BMPOBHULTBO, thapmakoHarnagy. BeegeHHs abo 3miHu fo
300 AO (1 nepBuUHHE NakyBaHHA, y3araslbHeHVX gaHux npo cuctemy dpapmakoHarnsgy
6nicTepHa ynakoBka) BTOPWHHE NaKyBaHHS, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
Ta 30 TabneTok no BUNYCK cepil, thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
1000 AO (3 36epiraHHs: BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
6nicTepHi ynakoBKu) NODPAPMA C.IN.A KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa ans
B KapTOHHIlA 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
Kopo6ui; Ne70: no 10 BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Tabnetok no 300 AO 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
(1 6nictepHa KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
ynakoBka) Ta 60 tharina cuctemmn thapmakoHarnsgy) - 3miHa
Tabnetok no 1000 YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
AO (6 6nicTepHux hapmakoHarnsag,.
ynakoBOK) B [Litova pepakuisn: Janiene MapiHir. MponoHoBaHa
KapTOHHIA Kopoo6Li pepakuis: Jlaypa MapacToHi. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnsg
154. | NAMIBUN® Tabnetku no 250 wr; Hosapric LLiseiiuapi Brpo6HMUTBO, HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1005/02/01
no 14 tTabneTok y Papma Al a KOHTPO/b SKOCTI, CnoseHis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom

6nictepi; no 1
6nicTepy B KOpo6Lli

nakyBaHHS, BUNYCK
cepii: HoBapTic
Papma NMpoaakLLH
M6X, HimeyunHa,;
MepBuHHE NakyBaHHS,
BTOPUHHE NakyBaHHS,
KOHTPO/1b SIKOCTI,

KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby ([O0NOBHEHHSA
cneumaikauii HOBUM MNOKA3HMKOM 3 BifNOBIgHNM
MeToA0M BUMPOOGYBaHHS). [JofaBaHHS napameTpy B
cneumdikauito MNN3 Ta BigNOBIAHNMM METOAOM
KOHTPO/H, a came «CneundivyHa AoMillka (aumep
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BWMYCK cepii: Jlek
dapmMacboTUKaC
A.4., BUpobHuya
AinbHnuA Nenpasa,
CnoseHis

Tepb6iHaciHy)» (BEPX) 3 HopmyBaHHAM < 0.05%
BiAMoBIAHO A0 BUMOr MoHorpadii USP. [logaTtkoBo
pepakuiiHi 3mMiHn B cnevmdikauii /13 3a NoKkasHUKOM
«MikpobionoriyHa unctoTa», a came BUMOru
crneunqikauii OHOBMOKTLCA 3 «He BUSABNAOTLECA B 1
r» Ha «BigcyTHicTb B 1 r». - 3MiHu | TUNY - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3miHa y MeTogax BUNpo6yBaHHS
rOTOBOrO J1ikapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHs). HesHauHi
3MiHW B MeToAax BUNPOOyBaHHA 3a NOKasHUKaMu
«Po3unHeHHs» (BEPX), «KinbkicHe BU3HaYeHHs
Tepb6iHadiHy rigpoxnopuay» (BEPX) Ta «BusHaueHHs
npoaykTiB po3nagy» (BEPX), a came 3miHa
po3paxyHKoBOi hopMynun (CTaHAAPTHE 3HAYeHHs A1
BMICTY eTa/IOHHOI pe4yoBuHu (100%) 3amiHeHO
OTPVIMaHNM BMICTOM pechepeHTHOT peyoBnHu (CR)». -
3MiHu | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapCbKMii
3aci6. KOHTposib roTOBOro NikapCbkoro 3acoby. 3miHa
y MeTofax BUnpobyBaHHA rOTOBOrO NikapCbKoro
3aco6y (He3Ha4yHa 3MiHa y 3aTBEpMKEHNX MeTodax
BUNpoO6YyBaHHS). He3HauHi 3MiH1 B MeToAax
BUNPOOYBaHHSA 3a NOKa3HUKaMn «PO3UYNHEHHS»
(BEPX), «KinbkicHe Bu3HauyeHHs TepbiHadiHy
rigpoxnopuay» (BEPX) Ta «Bu3HauyeHHs npoaykTis
po3snagy» (BEPX), a came 3asBnieHuiA BMICT AitoHoi
pEeYOBUHM B PO3paxyHKOBIli hopMyni OHOBNIEHO ANs
6inbLuUoi TOYHOCTI 3 281,2 A0 281,25 mr/Tabn. - 3miHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6.
KOHTpO/Ib rOTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHuM).
Mepeknag Tekcty MKA Ha ykpaiHCbKy MOBY,
BignoBiaHO Ao BuMor Hakasy MO3 YkpaiHu Ne 426.

155.

NEBAHA®

NOPOLLIOK
(cybeTaHuin) y
nakeTax nogBinHmx
i3 nniBKK
nonieTuneHoBoi Ans
hapmaLeBTUYHOrO
3aCTOCyBaHHS

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

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
™My - 3MiHK 3 aAkocTi. APl BUpo6HULTBO. 3MiHU B
npoteci Bupo6HuuTea Ad! (iHWwi 3MiHK) - 3amiHa
cTafiii nepekpucTanisauis 3 xiopocopmy 3
noAasIbLLIOK 06POBKOID CNMPTOM, Ha CTag;io
nepekpucTasisauii 3i CniMpTy eTUI0BOTO; - BUNYYEHHS
NPOMIKHOrO NPoAyKTy “/leBaHa nepekpucTanizoBaHui
i3 xnopodpopmy" Ta cneumdikavii Ha Hboro. 3minHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb ADI (iHLWi 3MiHW)
- 3MiHa y HOpMyBaHHi TecTy, a came BMIiCTy
3a/TMLLKOBOTrO PO3YMHHUKA €TaHoN 3 BiANOBIAHO0
3MiHOI Yy MeToAuLi NpoBeaeHHs TecTy y CIM ta MKA
NPOMXHOro NPoAyKTy “/leBaHa, 06po6eHNii cnMpToMm
€TUNOBMM" i3 YTOUYHEHHAM Ii0ro Has3Bu - "/leBaHa
nepekpucTanizoBaHuin» - 3MiHn | Tuny - 3MiHU 3 SKOCTI.
A®I. KoHTposnib A®I. 3miHa y napameTtpax

UA/10775/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
cneumdikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BU1yYeHHs 3actapinoro
nokasHuka)) - BunyyeHHsi nokasHuk BTpata macu npum
BVCYLLYBaHHI 3i crieuudikalii TPOMiXXHOTO NPoayKTY
"/leBaHa, 06p061EHMIT BOAOK 04NLLEHOK"
156. | NEBACENT PO3unH ANs iHdys3il, AHaHTa Benvka €ponaiith Xentkeap IHAisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a UA/13203/01/01
500 mr/100 mn; no Megikeap BpuTtaHis Met. NTa,. TMny - 3MiHM 3 AKkocTi. A®l. Bupo6HMLUTBO. 3MiHa peyenmom
100 mn B nra. BMPOGHMKa BMUXIAHOTO/NPOMIXHOr0 NPoAyKTYy/peareHTy,
KOHTeliHepi; no 1 LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Ad,
KOHTeliHepy B ab60o 3miHa BUpoOHWMKa (BK/0HaKoun, ae HeobxiaHo,
noniBiHiNxnopuaHii MicLLe NpOBeAEHHSI KOHTPO/IIO iKoCTi) AdI (3a
nnisLi B kopoobui BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKI
hapmakonei y 3aTBepAXeHOMY [0ChE)(BBEAEHHS
HOBOro BMpoGHUKa APl 3 HafaHHAM MacTep-haiina Ha
A®I) BBeEHHA 00AATKOBOroO BUPO6HMKa Ad|
nesodpriokcaumHy remirigpaty AARTI DRUGS
LIMITED, India (DMF version 11, November 2022).
BBefeHHs 3MiH NpoTarom 3-x MicAuiB nicas
3aTBEPMKEHHS.
157. | IEBOAAP B/B pO34nH aNna iHdysii, AAP O6'egHaHi €sponaiich XenTtkeap IHAisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/16259/01/01
500 mr/100 mn; no PAPMA Apabebki Mer. N14,. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nions2
100 mny ®3-N11C Emipatu thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi ae

KOHTeliHepi; no 1
KOHTeliHepy y nnisLi
B KOpOOLi

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONs MeANYHOro 3acTocyBaHHS
reHepuyYHNX/ribpuaHNx/6ionofibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHWI Npenapar (3mMiHa He NoTpebye HadaHHA
YKOLAHUX HOBUX [OAATKOBUX AaHUX). 3MiHW BHECEHI 40
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby A0 po3giniB "d®apmakosoriyHi BNacTuBoCTi”,
"Moka3zaHHs", "MpoTnnokasaHHsa", "OcobamBoCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogyBaHHs rpyaar”, "3gaTHiCTb BNAMBaTK Ha
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
a60 iHWKMK MexaHiamamu”, "Cnocib 3acTocyBaHHS Ta
nosn", "Aitn", "MepenosysaHHs", "MNo6iyHi peakuii”,
"HecyMicHicTb" BiANOBIgHO A0 iHhopmaLi
pediepeHTHOro nikapcbkoro 3acoby Tavanic, 5mg/ml
solution for infusion. 3miHn | TMNY - 3MiHK WOA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeANYHOro
3aCTOCyBaHHSA Ha MifgcTasi perynspHO OHOB/IHOBAHOMO
3BiTY 3 6e3neku nikapcbkoro 3acoby, abo focnimKeHb
3 6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby B
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 AOCNiLKeHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
negiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHI [0 IHCTPYKLIiT 415 MeANYHOro 3acToCcyBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocTi
3actocyBaHHs", "lNepenosyBaHHs", "INo6iuHI peakuii”
BiAnoBigHO A0 iHhopMauii 3 6e3nekn 3aCTOCyBaHHS
L0401 PEYOBUHN.
158. | IEBO®J/IOKCA | po3uuH ans iHdysii, AHaHTa Benuka €ponaliich XenTkeap IHAjsA BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/11383/01/01
UnH 500 mr/100 mn no Megikeap BpuTaHis MeT. N14,. My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa peyenmom
100 mny Nra. BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
KOHTeliHepi; no 1 LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
KOHTEliHepy y abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobxigHo,
NONIBIHIIXOPUAHIN MicLLe MPOBEAEHHS KOHTPOSIO siKocTi) AdI (3a
nniByi B nayuy,i BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei y 3aTBepp)keHOMY 0CbE)(BBEAEHHS
HOBOro BMpo6Huka APl 3 HagaHHAM macTep-thaiina Ha
A®l) BBeEeHHS 10AATKOBOro BUpo6HMNKa AdI|
nesodynokcauuHy remirigpaty AARTI DRUGS
LIMITED, India (DMF version 11, November 2022).
BBefeHHs 3MiH NpoTAarom 3-x MicAuiB micas
3aTBEPKEHHS.
159. | NEBO®DTOP PO3unH ANs iHdy3il, Mictpan AHrnis BEM Inau CaH. Be Tik. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18903/01/01
no 5 mr/mn no 100 Kenitan A.C. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsie
MY hakoHi, no 1 MeHemxm thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi ae
hnakoHy B eHT nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIA Kopoo6Li Nimiteq 0151 MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi perynspHo

OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acooby,
ab0 JocnigxeHb 3 6e3Mekn 3aCTOCYBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUiT Ans
MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3ginu "OcobaMBOCTi 3acTOCyBaHHS",
"Mepepo3yBaHHA", "M06IYHI peakuii” BignNoBigHO [0
OHOB/EHOT iHhopMaLii 3 6e3nekn A4ilo4oi peyoBUHU.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepuCTuLj NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTOCyBaHHSA Ha MiacTasi perynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3nekun Nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHA MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OUiHK/
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3BITY 3 JOC/IDKEHb, MPOBEAEHUX BiANOBIAHO A0 NAaHy
negiatpuyHux gocnimpxkeHs (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3MiHn
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "MobiuHi peaxuii”
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBunHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHs

160.

NEKAPHITA

PO3YUNH ANS iH'EKLN,
1r/5mn,no5mne
amnyni; no 5 amnyn
y nayui 3 KapTOHY

Meppepi
dapmauey
Tivi CP/1

ITanis

XENM C.A.

pevis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEPA)KEHOro BUPO6HMKa - MOJaHHA HOBOrO
ceptudikaty signosigHocTi Ne RO-CEP 2019-293-Rev-
00 o714 Aitoy0i pevyoBMHM NIEBOKAPHITYH Bif, BXeE
3aTBepxeHoro BupobHunka Chengda Pharmaceuticals
Co., Ltd., Kutait. fjitova pegakuis: ASMF (version 1-
09/2019) NponoHoBaHa pefakuisa: RO-CEP 2019-293-
Rev-00
3MmiHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif] y)Xe 3aTBEPKEHOr0 BUPOOHUKA NOAaHHS
OHOB/IEHOro cepTudikaTy BignosigHocTi Ne RO-CEP
2019-293-Rev-01 ans fjtoyoi pevyoBnHN TIEBOKAPHITUH
BiJ y)Xe 3aTBeppkeHoro Bnupo6Hrka Chengda
Pharmaceuticals Co., Ltd., Kutaii.

3a
peyermom

UA/13814/01/01

161.

NEMTPALA

KOHLeHTpaT Ans
po3unHy ans
iHcpysiii no 12 mr/1,2
M Nel:nol2wmny
dhnakoHi, no 1

donakoHy y
KapTOHHI Kopoo6Lli

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

BTopuHHe nakyBaHHA,
MapKyBaHHS,
36epiraHHa M3 Ta
BUWMYCK Cepii:
[bxeH3aiim lpnaHg
NimiTep, lpnaHgis;
BMpo6HuuTBO (fill-

IpnaHgis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiNOBIAA/IbHOI 32 34iNCHEHHSA hapMakoHarnsay;

3a
peyenmom

UA/17376/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
finish/nepBuHHe KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
nakyBaHHs1) KOHTPONb 3pificHeHHs1 hapMakoHarnsay B YKpaiHi, Ko BoHa
AKocTi (B mpoueci BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BMPOGHMLITBA, 3a 3pjiicHeHHs hapMakoHaragy (BkIvarum
KOHTpONb AkocTi MN3, KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi MacTep-
BK/IOYA0UN (haiina cuctemu cpapmakoHarnsgy) - 3miHa
TecTyBaHHA AN MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
OLiHKM CTEPUNBLHOCTI i thapmakoHarnagy. 3miHa MicLs 34ilACHEHHSI OCHOBHOT
BMICTY AifNbHOCTI 3 chapmakoHarnsgy
MiKpOOpraHi3miB),
Tectu Ha
CTabiNbHICTb):
BepiHrep IHrenbxaiim
$apma 'm6X i Ko. KT,
HimeuynHa
162. | NN KBITKA KBiTM; MO 50 1y MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/5977/01/01
naykax 3 BHyTpiWwHiM | "/liktpasn” TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
naketom; no 1,5ry CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLi
inbTp-nNakeTi; Mo 3MiHM) - BHECEHHS 3MiH O HOPMYBaHHS NOKa3HUKIB
20 hinbTp-nakeTiB y «laeHTuUikaLis (30BHILLHI 03HaKW)» (f0AaBaHHA onucy
nayyj abo y nauyui 3 NAiBKN NaKyBasIbHOI ); « TOBLLMHA MANIBK» (YTOYHEHHS
BHYTPILLHIM [ONyCcTUMMX HOPM MokasHMKa) crnevmdikaui 3
nakeTom. KOHTPO/I0 NePBMHHOIO NakyBaslbHOrO MaTepiasy A5
ynakoBku 1o 50 ry nayui 3 BHYTPILLHIM NakeToM
(nniBka nakyBasnibHa (NepBUHHA).
163. | MNIMPOMIO3OT | Kpanni opasibHi No Bionoriwe HimewunH Bionoriwe HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/6673/01/01
30 mn 'y chnakoHi- Xainbmitt a XalinbmitTTens Xeenb TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenma
KpanesibHuuj; no 1 enb Xeenb M6X KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
donakoHy- 6X napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
KpanenbHuui y rOTOBOrO /liKapCbKoro 3acoby (BUIy4YeHHS HE3HAYHOro
KOpoO6Lii 3 KapTOHY nokasHuka (Hanpuknag 3actapisioro NokasHuka, Takoro
SIK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB Un
CMakoBWX [06aBOK)) - BunyueHHs He3HayHoro
nokasHuka «KonbopoBicTb» 3i cneyudikaLii rotoBoro
nikapcbKoro 3acoby. - 3MiHuM | Tuny - 3MiHKU 3 AKOCTI.
[oToBMIA Nnikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuyudikauiii
Ta/abo f0oNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa (Hanpuknag,
3aCTapifioro nokasHvka, Takoro Sk 3anax Ta cMak, abo
iAeHTugiKaLia 6apBHUKIB YN CMaKOBMX 406aBOK)) -
BWYYEHHSI HE3HAYHOTO NOKa3HMKa «pH» 3i
cneyudikaLii roToBOro nikapcbkoro 3acoby npu
BMMNYCKy. B pamkax Li€i 3MiHW BHOCSATLCA pefakuiiHi
3MiHM A0 cneuudikauii nikapcbkoro 3acoby 3a
nokasHukom “MikpobionoriyHa umcTtora’”.
164. | NIO3AN® TabneTkun, BKPUTI TOB YkpaiHa Bupo6HuuTeo M3, Cnosaubka BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3906/01/04
060/10HKOH, Mo 100 «CaHodi- nepBuHHE Ta Pecny6nika/ TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom




117

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
mr, Ne 30 (10x3), Ne ABeHTIC BTOPUHHE MaKyBaHHS, Yecbka thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
30 (15x2), Ne 60 YKpaiHa» KOHTPO/b Ta BUMYCK Pecny6nika y3aralbHeHVX faHunx npo cuctemy papmakoHarnsgy
(10x6), Ne 60 (15x4), cepiii: AT "CaHeka (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTeMy
Ne 90 (10x9), Ne 90 dapmacbloTikans", thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
(15x6): no 10 CnoBaubka BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
TabneTok y 6nictepi; Pecny6nika; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
no 3, 6 abo 9 TOB "3eHTiBa", 3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
6nictepiB y Yecbka Pecny6nika BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
KapTOHHIi kopobuyj; 3a 3fjiicHeHHs1 hapMakoHarnsay (BkiYarum
no 15 tTabneTok y KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
6nictepi; no 2, 4 abo (haiina cuctemu papmMmakoHarnsay) - 3miHa
6 6nictepis y MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
KapTOHHI KOopoo6Li thapmakoHarnagy.
3MiHa MicLA 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
165. | IO3AN® TabneTkun, BKPUTI TOB YkpaiHa Bupo6HuuTBO M3, CnoBaubka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3906/01/03
060/10HKO10, Mo 50 «CaHodi- nepBuHHE Ta Pecny6nika/ My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr, Ne 30 (15x2), Ne ABEHTIC BTOPUHHE NakyBaHHA, Yecbka thapmakoHarnagy. BeegeHHs abo 3miHu o
60 (10x6), Ne 60 YkpaiHa» KOHTPO/b Ta BUMYCK Pecny6nika y3araslbHeHrX faHux Npo cucteMy dpapmMakoHarnsay
(15x4), Ne 90 (10x9), cepiii: AT "CaHeka (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
Ne 90 (15x6): no 10 dapmacbtoTikans", hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
TabneTok y 6nictepi; CnoBaubka BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
no 6 a6o 9 6nictepis Pecnyb6nika; KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A4S
Y KapTOHHIl KopoobLi; TOB "3eHTiBa", 3[iiCHEHHS (papMakoHarnsay B YKpaiHi, SKLWO BOHA
no 15 tTabneTok y Yecbka Pecnybnika BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
6nictepi; no 2, 4 abo 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
6 6nictepis y KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
KapTOHHIA KopooLi thaiina cuctemu papmakoHarnsgy) - 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy.
3MiHa Micusa 34iliCHEeHHS1 OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
166. | MAKCITPAH® PO34UNH ANS iH'EKLN, TOB HB® Ykpaina AT "TATMHOAPM", YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18255/01/01
100 mr/mn; no 5 mn "MIKPOXI Ykpaina TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom niosnsie
B amnynax; no 5 M (BignoBiganbHUiA 3a 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS ae

amnyn y kaceti 'y
nauuj 3 KapToHY;

no 5 mn B amnynax;
no 5 amnyn y kaceri;
no 2 kacetu y nayui
3 KapTOHY

BMPOGHMLITBO Ta
KOHTpONb/BUNPOGYBaH
HS1 cepil, He
BK/IO4AI0UM BUMYCK
cepii);

TOB HB®
"MIKPOXIM", YkpaiHa
(BignoBiganbHUiA 3a
BUMYCK Cepii, He
BK/THOHAI0UM
KOHTPONb/BMNPOGYBaH
Hs cepii); TOB HB®

[0[aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHW abo
BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHMLS, Ha sKili NpoBOAATLEA ByAb-AKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPMHHOTO MakyBaHHA A1
CTepPU/IbHUX NiKapCbKUX 3aco6iB (BKIOYa0Um
BMPOGIEHi acenTMYHUM MeTOA0M), KpiM NiKapCbKUX
3ac006iB 6i0/10rYHOro/iMyHOMOTYHOrO MOXOAKEHHS)
— BBE}eHHA [10AAaTKOBOI AiNbHULI BUPO6HULTBA AT
«Fannudapm», YKpaiHa, sika 34iiCHI0OE BUPOBHNLTBO
in bulk 3 nepBMHHMM NakyBaHHSAM Ta BTOPUHHE
nakyBaHHs N13. 3MiHW BHECEHO Y pO34inn "BUPO6HMK"
Ta "Micue3HaxomKeHHs BUPOGHMKa Ta agpeca micus




118

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
NPOBaKEHHS NOr0 Ais/IbHOCTI" B IHCTPYKL,itO ANs

"MIKPOXIM", YkpaiHa
(BignoBiganbHuUiA 3a
BMPOGHULITBO Ta
KOHTPO/b/BMNpOGYBaH
HS cepil, He
BK/THOHAI0UM BUNYCK
cepii)

MeAMYHOr0 3aCTOCYBaHHS y 3B'A3Ky 3 BBEAEHHAM
[04aTKOBOrO BUPOOHUKA Ta SIK HACNIAOK - Yy TEKCT
MapKyBaHHS YNakoBKy/ flikapCbKoro 3acoby BeefeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. [0TOBWIA NiKapcbkuii 3aci6. 3MiHM y
BUPOGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(4iNbHULA 0N BTOPUHHOIO NakyBaHHS)
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
OiNbHNLI, Ha SIKIA 34iACHI0ETLCSA
KOHTPONb/BUNPOBYBaAHHSA cepil)

— BBEJleHHS 0aTKOBOT AiNIbHULI BUpOOHULTBa AT
«lannudapm», YkpaiHa, fka 34ilicHIoe
KOHTPO/b/BUNPOBYBaHHA Cepii, He BKIOYaUM BANYCK
cepii. 3MiH1 BHECEHO Y pO3£inn "BUpo6HUK" Ta
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" B IHCTPYKL,ito ANs
MeJMNYHOro 3aCTOCYBaHHS Yy 3B'A3KY 3 BBEEHHAM
[0[aTKOBOro BUPOOHYMKA Ta SK HACNIAOK - Y TeKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby BeefeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpOOHNLTBA) 3MiHW Y
BMPOGHMYOMY NPOLIECi AN aganTauii TEXHOIOMNYHOro
npouecy A0 06nafHaHHA HOBOT AifibHULL, a came Ha
onepauji «Mwuiika Ta cTepunisauis amnyn» (3MiHeHa
TemnepaTtypu y 30Hi geniporeHisaujii/ctepunizauii
(3aTBEepmxKeHo: 295-305 °C; 3anponoHoBaHo: Ao 320
°C), Ha cTagji «[epeBipka amnyn Ha repMeTUYHICTb Ta
MEXaHiuHi BK/TOYEHHS» (3MiHEHA NMOCNIJOBHICTb
nepeBipky amnys1 Ha MeXaHiyHi BK/IIOYEHHS Ta
rePMETUYHICTb).
3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun)
3MiHN BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
ynakoBKu fikapcbkoro 3acoby (n. 2. KINIbKICTb
AIF0YOI PEYOBVIHW) woa0 3a3HaueHHs

MiXXHAPOAHMX NMO3HAaYeHb OANHULIb BUMIpHOBAHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.

3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs

BMPOBHUYOI AinbHML (BKNOYAKUN AinbHNL Ans AdI,
NPOMIXHOro NPoAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPO6GHMKA, BiAMOBiga/IbLHOMO 3a BUMYCK Cepili, MicLe
npoBefEeHHA KOHTPO/IO cepii) abo nocTavasbHMKa
BWXiHOTO Marepiany, peareHTy abo A0NOMiKHOT
PEyOoBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BW/TyYEHHS1 BUPOOHUYOI AinbHKLi TOB HB®
«MIKPOXIM» 3a agpecom YkpaiHa, 93400, J/lyraHCbka
06n., M. CeBepofoHeLbK, By/. MNpomucnosa, byg. 24-
B, fIka BiANoBifana 3a BUnyck cepii.
3aTBepakeHo: TOB HB® «MIKPOXIM» YkpaiHa,
93400, flyraHcbka 0671., M. CEBEPOAOHELIBK, BY/I.
Mpomucnosa, 6ya. 24-8
BiNOBIfa/IbHWIA 32 BUNYCK Cepii, He BKIOYa0UM
KOHTPO/Ib/BUNPOBYBaHHSA cepii:

YkpaiHa, 01013, m. Kuis, Byn. ByaiHaycTpii, 6ya. 5
3anpornoHosaHo: TOB HB® «MIKPOXIM»
BiANOBIAa/IbHNI 32 BUPOOHNLTBO Ta
KOHTPO/b/BUNPOBYBaHHA Cepii, He BKIOYaUM BANYCK
cepii:

YkpaiHa, 93400, /lyraHcbka 0671.,

M. CeBepooHeLbK, Byn. Mpomucnosa, 6ya. 24-8
BiNOBIfa/IbHWIA 32 BUNYCK Cepii, He BKIOYa0UM
KOHTPO/Ib/BUNPOBYBaHHSA cepii:

YkpaiHa, 01013, m. Kuis, Byn. ByaiHaycTpii, 6ya. 5
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y 3B'A3Ky 3
BU/TYYEHHSIM OHIET 3 BUPOOHNYUMX AiNTbHULE Ta AK
HacnifokK - BUNYyYEHHS IHCTPYKUIT N8 Mean4Horo
3aCTOCyBaHHSA Ta TEKCTY MapKyBaHHS YNakoBKW
nikapcbKoro 3acoby A5 BignoBigHOT BUPOOHUYOT
AinbHUL

167.

MAPBE/IOH®

Tabnetku; no 21
Tabnetui B 6nicTepi;
no 1 6nictepy B
calle; no 3 cawe B
KapTOHHIA KOopoo6Li

OpraHoH
CeHTtpan
lct T'mM6X

LLiseiiuapi
A

3a NOBHUM LIMK/TOM:
H.B. OpraHoH

HinepnaHvgn

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-

3a
peyenmom

UA/10176/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXEHOT 0COOM 3asaBHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
thapmakoHarnsag B YkpaiHi. 3MmiHa MicL,e3HaxomKeHHs
mMacTep-alina cuctemu hapmakoHarnisgy. 3MiHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.
168. | MACTO-FPAH rpaHym no 10 r MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 UA/3825/01/01
rpaHysn y neHani "HauioHan [omeonatnyHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenma
nonimepHomy; no 1 bHa Cninka" thapmakoHarnagy. BeegeHHs abo 3miHu fo
neHany B nauui 3 Fomeonar y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
KapToHy; mo 5r nyHa (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
rpaHys y KOHTeliHepi Cninka" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
3 [103yBaHHAM; no 2 BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTelHepy B naui KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3 KapTOHY 3AiicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
thapmakoHarnsag. fitoya pegakuisi: TkaveHko TeTsHa
MeTpisHa. MponoHoBaHa pepakuis: Enb Kasnb
Hatanis HOpiiBHa.
169. | MEAAKCA KOHUEeHTpaT ans Mepak HimeyunH BUPOGHMK, IO HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4884/02/01
po3UnHYy AN lesenblia a BiAnosigae 3a BMNycK Yecbka TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iHdpysii, 5 mr/mn; no T hrop cepii, MapKyBaHHA Ta Pecny6nika thapmakoHarnagy. 3MiHa 4YacToTu Ta/abo TepMmiHiB
10 mn (50 mr) a6o KNiHiwe BTOPVHHE NaKyBaHHS: noJaHHsA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
20 mn (100 wr), abo LLneuianb Megak Nesenbliadt NiKapCcbKnx 3acobiB - 3MiHa 4acTOTW Ta TEPMiHY
40 mn (200 mr) y npenapart orop KiHiWwe NoAaHHsA perysisipHo OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku
donakoHi; no 1 e M6X Lneuianbnpenapare (PO3B) nikapcbkoro 3acoby: fitoyva pegakuisn: Yactota
hnakoHy B M6X, HimeuunHa; nogarHa PO3B - 3 poku; KiHueBa gata ans
KapTOHHI Kopoo6Li BMPOGHMK, LLIO BK/OYEHHA faHux fo PO3B - 30.04.2018 p.; gata
Bignosigae 3a nogaHHa PO3b - 29.07.2018 p. lNponoHoBaHa
BMPOGHMLITBO pepakuis: YactoTta nogaHHa PO3B - 5 pokis;
Hepo3dacoBaHO| KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
NPOAYKLii, NepBUHHE 12.04.2029 p.; pata nogaHHa PO36 - 11.07.2029 p.
nakyBaHHs, PekomeHA0BaHO A0 3aTBEPLKEHHS BigNOBIAHO [0
MapKyBaHHs Ta nepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
BTOPVHHHE 3BITiB 3 6e3MEeKM Nikapcbknx 3aco6iB y €BpoNeicbkomy
nakyBaHHs, Cotosi.
KOHTpONb/BUNPOGYBaH
Hs1 cepii: OHKOMep,
MeHbIhEKYEPIHT, a.c.,
Yecbka Pecny6nika
170. | ME3AKAP®SR TabneTkun TOB Ykpaina KYCYM XENTXKEP IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/9832/02/01
NPOJIOHrOBaHOI fii «[NIEAPA MBT NTA, IHais; /YpaiHa TMNY - 3MiHK 3 AKOCTI. FOTOBWIA JliKAPCbKUIA 3acib. peyenmom niosnsie




121

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 400 mr no 10 PM NTO» AnbTepHaTUBHUIA Onuc Ta cknag, (iHWi 3MiHW) BHECEHHS pefakuiiHuX ae
Tabnetok y énictepi; BUPOGHMK, LLIO npaBoK LWoA0 YTOYHEHHSI onucy TabneTku, a came
no 5 6nictepis y 34i/iCHIOE BTOPUHHE YTOUHEHHS LLIOA0 HasBHOCTI hacku 3 060X CTOPIH
KapTOHHI ynakoBL,i nakyBaHHs1, KOHTPOJ1b Tabnetkn 3atBepmxeHo: Cneuudikauis. Onuc: 6inoro
AKOCTi Ta BUMYCK cepii: abo malixe 6inoro Konbopy Kpyrni Tabnetku 3
TOB "KYCYM ®APM", TUCHEHHSAM "C400" 3 ogHOro 60Ky i XpecTonoAi6bHo
YkpaiHa pvCKOHo 3 iHWoro. 3anponoHoBaHo: Onuc: 6inoro abo
Maibxe 6inoro Kosbopy Kpyrni Tabnetku 3 packoro 3
060x 60KiB Ta TUCHEHHAM "C400" 3 04HOrO 6OKY i
XPEeCcTonoAibHOK PYCKOI0 3 iHLWOTO - 3MiHN BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3gin "Nlikapcbka hopma. OCHOBHI ¢hi3nKo-
XiMiYHi BNacTUBOCTI" WOA0 YTOYHEHHS onucy
TabneTku, a came YTOYHEHHS OO0 HasABHOCTI chacku
3 060x 60kiB TabneTkn. BeBefeHHs 3MiH NpoTArom 6-tu
MiCsILiB MicNsi 3aTBEPAKEHHS.
171. | ME3AKAP®SR TabneTku TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | - UA/15790/02/01
NPOSIOHrOBaHOI Aji «NIEA®PA MBT NTA UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
no 400 mr in bulk: Ne PM NTA» Onuc Ta cknag, (iHWi 3MiHW) BHECEHHS pefaKLiiHuX
10x240: no 10 npaBoK LWOoA0 YTOYHEHHSI OoNucy TabneTku, a came
TabneTok y 6nictepi; YTOYHEHHS LLOA0 HasBHOCTI hacku 3 060X CTOPIH
no 240 6nicTepiB y Tabnetkn 3aTBepmxeHo: Cneuudikauis. Onuc: 6inoro
KapTOHHIA KOopoo6Li abo malixe 6inoro Konbopy Kpyrni Tabnetku 3
TUCHEHHSM "C400" 3 ogHOro 60Ky i XpecTonoAi6Ho
pvcKoto 3 iHWworo. 3anponoHoBaHo: Onuc: 6inoro abo
Maibxe 6inoro Kosibopy Kpyrni TabneTku 3 oackoro 3
060x 60KiB Ta TUCHEHHAM "C400" 3 ogHOrO 6OKY i
XPecTonoAibHOK prCKOI 3 iHWOro. BBeaeHHs 3MiH
NPOTSArom 6-Tv MicAILiB NicAs 3aTBEPAXKEHHS.
172. | MEHAKTPA® / PO34nH ANs iH'eKLi, CaHodpi CLWA BTOPVHHE NakKyBaHHS, YroplmHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17509/01/01
MENACTRA® no 1 gosi (0,5 mn) y Mactep BMNYycK cepiii: CaHodi- KaHnapa/ 1Ny - 3MiHn 3 akocTi. APl KoHTponb APl 3miHa y peyenmom
BAKUUHA dhnakoHi, no 1 a6o IHK. ABeHTiC 3pT., Cnony4eHi MeTofax BunpobysaHHsa APl abo BuxigHoro
MEHIHTOKOKO | no 5 chnakoHis y YropLymHa; KOHTpob LWratn marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BA KapTOHHI kopobuji 3 AKOCTI in vivo npu (ClWA) BVIKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLTBA ADI (iHLUi

MONICAXAPUL,
HA CEPOIPYn
A,C,YTAW-
135
KOH'IOrOBAH
A
ONOTEPINHNM
AHATOKCUHO
M

MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;
no 1 a6o no 5
hnakoHiB y
KapTOHHI KOpooL;i 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO
Ta yKpaiHOMOBHUM
CTVKepOM Ha
KapTOHHIA Kopoo6Li
(cTaHgapTHO-
eKkcrnopTHa
ynakoBka); no 1 a6o
no 5 cpsiakoHiB B

Bunycky: CaHodi
MacTep NimiTepg,
KaHaga;
BMPOBHULTBO,
HanoBHEHHS,
KOHTPO/b SIKOCTI,
nepBUHHE NaKyBaHHS,
MapKyBaHHS,
BMNPOOYBaHHSA
cTabinbHOCTI,
BTOPUHHE NaKyBaHHS
Ta BUNYCK cepiii:
CaHodpi MacTep IHk.,
CnonydeHi Wtatn

3MiHM y MeToAax BUNpobyBaHHA (BKIOYAOUM 3aMiHy
ab6o gonoBHeHHs1) A®| abo BUXIAHOrO/MPOMIXHOIO
npoaykTy) 36i/bLUeHHs TEPMiIHY NpUAATHOCTI
pedepeHTHoro ctaHgapty NT4807 3 24 micauis o 60
micsauiB. TepmiH BBeAeHHS 3MiH - |l kBapTtan 2025
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
CcTaHgapTHO- (CLWA)
€KCMOoPTHii
ynakoBLyj, sika
MICTUTLCA B
KapTOHHI Kopobuji 3
IHCTpYKLUi€eto Ans
MeAnYHOro
3acToCcyBaHHsA
173. | METUNNPEOHI | kpuctaniuHwi MPAT YkpaiHa CumbioTika Manaiisisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | - UA/14195/01/01
30/10HY MOPOLLIOK "OITOGA CnewwveniTi TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS
ALEEMOHAT (cybeTaHuin) y PM" IHrpigieHTc CaH. bxa Ta/abo afpecu 3asiBHMKA (B/1aCHUKA pPEECTpaLiiHOro
noABIliHMX noceigyeHHs). 3mMiHa agpecu 3asBHVKa
nonieTNeHoBUxX
nakeTtax gns
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
174. | METOTPEKCAT | tabnetku no 2,5 wr, EBEBE ABCTpist Bunyck cepii: EBEBE ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/0513/01/01
"EBEBE" no 10 TabneTok y Papma dapma Nec.m.6.X. HimeuunHa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
6nicTepi; no 5 abo lec.m.6.X. Hdor. K, ABCTpis; thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuui ae
10 6nicTepiB y Hdor. KI BUNyck cepii: Cantotac nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI KOpOOL dapma M'vbX, 0151 MeANYHOro 3aCTOCYBaHHA Ha MiAcCTaBi perynsipHo
HimeuunHa; OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
BUPO6HUUTBO in bulk, a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
yMNakoBKa, TEeCTyBaHHS: 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
laynt ®apma Amaper pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
m6X, HimeuyunHa BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom) - 3MiHW BHECEHO B iHCTPYKL,il0 41
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3giny "3acTtocyBaHHA y nepiog BariTHOCTi abo
rofyBaHHs rpyAar” BignosigHO 40 OHOB/IEHOT
iHhopMaLii Wwoao 6e3nekn 3acTocyBaHHA Aitoyoil
peyoBuHM 3rigHO 3 pekomeHaauieto PRAC. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
175. | METOTPEKCAT | Tabnetku no 5 mr, EBEBE ABCTpIst Bunyck cepii: EBEBE ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/0513/01/02
"EBEBE" no 10 TabneTok y dapma dapma lec.m.6.X. HimeuyunHa TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom niosnsie
6nictepi, no 2 abo 5 lec.m.6.X. Hdor. K, ABcTpis; dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTu ae
6nictepiB y Hdor. KI BUMyckK cepii: Cantotac NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT

KapTOHHIA KOopooLi

dapma 'm6X,
HimeuunHa;
BMPO6HMUTBO in bulk,
ynakoBKa, TECTYBaHHS:
Faynt ®apma Amaper
M6X, HimeuunHa

[ANs MeAMYHOro 3aCTOCYyBaHHS Ha MifcTaBi peryssipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKOro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIAMOBIAHO 40 NNaHy negiatpnyHmx gocnimkerb (PIP)
(3MiHy Y3rogKeHo 3 KOMNETEHTHNM YNOBHOBAXEHUM
opraHom) - 3MiHVM BHECEHO B iHCTPYKLit0 415
MeMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
po3giny "3actocyBaHHs y nepiog, BariTHOCTi abo
rofyBaHHs rpyaat” BignoBigHO [0 OHOB/IEHOT
iHhopmauii woao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBuHM 3rigHO 3 pekoMeHpauieto PRAC. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHSA
176. | METOTPEKCAT | Ta6netku no 10 wmr, EBEBE ABcTpis BMnyck cepii: EBEBE AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/0513/01/03
"EBEBE" no 10 TabneTtok y dapma dapma Nec.m.6.X. HimeuunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
6nictepi, no 1 abo lec.m.6.X. Hdor. K, ABcTpis; thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi ae
no 5 6nictepiB y Hdor. KI Bunyck cepii: Cantotac NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
KapTOHHIA Kopoo6Li dapma 'vbX, 0151 MeAMYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
HimeyunHa,; OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
BMPOG6HMLTBO in bulk, abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
yrnaKkoBKa, TeCTyBaHHs: 3acoby B nicnspeecTpauiliHuii nepios, abo sk
[aynt ®apma Amaper pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
'M6X, HimeuunHa BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO B iHCTPYKLi0 ANs
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpy4ar” BignoBigHO 4O OHOB/IEHOT
iHhopMaUii woao 6e3mnekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekoMeHgauieto PRAC. TepMiH
BBEAEHHS 3MiH - NPOTAroM 6 micauis nicns
3aTBEPAKEHHS
177. | METPOHIOA30 | nopoLuok MPAT Ykpaina AapTi parc Nimiteq IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/5406/01/01
ny BEH3O0AT (cy6eTaHuin) y "OITOPA T™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
MiLlLKax 3 N/iBKK PMm" Ta/abo afpecu 3asBHMKA (B/1aCHUKa peeCTpaLiiiHoro
nonieTuneHoBoi ANns noceifyeHHs). 3MiHa agpecu 3asBHUKa
hapmaLeBTUYHOro
3aCTOCyBaHHA
178. | MIKOHA3O0/Y MOPOLLIOK MPAT Ykpaina l'ychik BiocaiHcec IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | - UA/11632/01/01
HITPAT (cybeTaHuisn) y "OITOGA Nimiteq My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHs
noAgiliHMx PM" Ta/abo afpecu 3asiBHMKA (B/1aCHUKa peecTpaviiiHoro
nonieTuneHoBmx noceifgyeHHs). 3mMiHa agpecu 3asBHVKa
naketax gns
chapmaLeBTUYHOro
3aCTOCYBaHHs
179. | MINAPOHAT® PO34YUH NS iH'EKLN, AT Natsis BCi cTagii CnoBayuuHa | BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3minHu | 3a He UA/3419/01/01
100 mr/mn; no 5 mn "I'piHoekc" BMPOBHUYOrO / NatBis TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom nionsie
a6o 10 mn B amnyni npotecy, Kpim BUNycky thapmakoHarnagy (iHwi 3MiHu) - y 3B’A3Ky 3 ae
3 6e3K0/1bOPOBOro cepii: 3aTBEPAKEHHAM A0AATKOBOr0O 06’eMy amnyn
ckna, | XBM ®apma c.p.o., [0[AETLCA TEKCT MapKyBaHHA NEPBUHHOT Ta
rigponiTU4YHOro CnosavuunHa; BTOPWHHOI YNakoBOK Nikapcbkoro 3acoby. BeegeHHs

Knacy 3 niiero abo
Kpankot po3sniomy;
no5awmnyny
KOHTYpHil

BMPOGHUK, SKWiA
BiAnosigae 3a BMMNycK
cepii, BK/IKYarum

3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUlA 3acio.
3MiHa po3mipy YNakoBKu1 FOTOBOr0 NiKapCbKoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
YapyHKOBIli ynakoBLyi KOHTpOnb cepii/ (3MiHa KiflbKOCTi 0AMHWLE (Hanpuknag TabneTok,
(nigooHi) 3 BMNPO6YBaHHS: amny TOLLO) B ynakoBLi:) - 3MiHa no3a giana3oHoM

NoNiBIHINXNOPUAHOI
nniBkn. AMnysam no 5
M - 2 abo 4
KOHTYPHIi YapyHKOBI
ynakoBku (NiaaoHM)
MOMILLAIOTb Y Nauky
3 KapToHy. Amny/n
no 10 mn - 1 a6o 2
KOHTYPHIi YapyHKOBI
ynakoBku (NiaaoHW)
MOMILLAI0Th Y NauKy
3 KapTOHY.

AT "lpiHgekc", Natsia

3aTBEPAKEHNX PO3MIPIB YNAKOBKU - Y 3B’A3KY i3
BBEEHHAM [,0[aTKOBOro 06’eMy ynakoBK/ — amny u
no 10 mn, BBOAUTLCA AofatkoBa ynakoska Ne5 (ans
amnyn no 10 M) Ao BXe icHytoumnx ynakosok NelO Ta
Ne20 (gns amnyn no 5 mn) gns MN3. 3mMiHW BHECEHO B
HCTPYKLU,i0 4151 MeANYHOTO 3aCTOCYBaHHS B PO3fin
«YnakoBka», a came: 3MiHa KifIbKOCTi OAVHMLb aMnyn
B yMakoBLj (qoaaTtkosa ynakoska Ne 5 ans amnysn no
10 mn). BBefeHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
Bi4NoBiAHMM MeTOLO0M BUNPOBYBaHHS) - JlofaBaHHsA
HOBOro TecTy BEXKX Ans nokasHuka aKocTi
«laeHTudikalis» npy BUNYcKy Ta TEPMiHy NpPUAATHOCTI
ans MN3. BeefeHHA 3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby (iHLwui
3MiHW) - 3MiHa pO3paxyHKy BMICTY Me/lbO0Hit0
avrigpaty B napameTpi «KifbKiCHUI BMICT MefbAOoHit0
avrigpaty (100 mr/mn)». BBeAeHHS 3MiH NpOTArom 6-
TN MiCALB NicNs 3aTBEpPMKEHHS. 3MiHW | Tuny - 3MiHK
3 AKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLlii HOBUM NOKa3HUKOM 3
BiANOBIAHMM MeTOA0M BUNPoOyBaHHS) - [lofaBaHHsA
HOBOro NapameTpy cneuudikauii nepBrUHHOro
nakyBaHHs 3 BiANOBIAHUM METOA0M BUNPOOYBaHHSA
«ApceH» 3 Kputepiem NpuitHATHOCTI «<NMT 0.1 ppm».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCcbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUi 3acib.
3MiHa napameTpiB cneundikauii Ta/abo gonycTUMmx
MeX NepBMHHOI YNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (BW/TyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpwvknag, 3acTapifioro NokasHuka)) - BuyyeHHs
He3HayHoro napameTpa cneuudikawiii nepBUHHOIO
nakyBaHHs «Storage conditions». 3MiHu | TUNYy - 3MiHK
3 AKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneumgikauii Ta/abo AoNYyCTUMUX MEX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHW) - BHeceHHA 3MiH Ao Cneuudikauii amnyn,
a came napametp «Characteristics» Bka3aHO nosa
cneuudikauiero. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO fiKkapCbKoro 3acoby
(monoBHeHHA abo 3amiHa nokasHvka crneundikawii 3a
pesynbTatamv focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM JliKapCbK1X 3aco6iB
6i0N10ri4YHOro/iMyHO/ONYHOTO NOXOKEHHS)) -
[onoBHeHHA Cneumndikauii nokasH1koM «Jlomiluka A»
3 KpUTEPIEM NPUAHATHOCTI «He BinbLue Hixk 0,1%.
MeTog TWX 3amiHeHo Ha BEPX/MC/MC. BegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (4ONOBHEHHS abo 3aMiHa
nokasHuka crneyudikauii 3a pesynbraramu
pocnimpkeHb 3 6e3neky abo AKOCTi (3a BUHATKOM
nNiKapcbkNx 3aco6iB 6io10rYHOro/iMyHOMOrYHOrO
NnoxomkeHHs)) - lonoBHeHHA Cneumdikaui
NoKasHUKOM «[loMillka Bx» 3 KpuTepieM NpUAHATHOCTI
«He 6GinbLue Hix 0,1%». MeTog TLUX 3amMiHeHO Ha
BEPX/MC/MC/. BBeAeHHs 3MiH NPOTAroM 6-Tn micsuis
nicns 3areepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo f0oNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHA abo 3amMiHa NokasHuka cneuudikauii 3a
pesynbTatamv focnimxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM /liKapCbK1X 3ac06iB
6i0/10r4YHOr0/iMyHOOrYHOrO MOXOAKEHHS)) -
[onoBHeHHs Crieundikavii nokasHnkom «Jomitika C»
3 KPUTEPIEM NPUAHSTHOCTI «He Binblie Hix 0,1%.
MeTog TLWX 3amiHeHo Ha BEPX/MC/MC. BegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOro MikKapCcbKOro 3acoby (4OMNOBHEHHS abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3neky abo AKOCTI (3a BUHATKOM
nNikapcbkunx 3acobis 6ioN10rvYHOro/iMyHONOrYHOrO
NMOXO[KEHHS)) - JlonoBHeHHsA Cneumdikawi
NoKasHUKOM «[loMilika D» 3 KpUTepieM NPUAHATHOCTI
«He 6inbLue Hix 0,1%». MeTog TLUX 3amiHEHO Ha
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BEPX/MC/MC. BBefeHHsi 3MiH NpoTAroMm 6-Tn MicsLiB

nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(AonoBHeHHs ab0 3amiHa NokasHvka cneundikawii 3a
pe3ynbTatamu JocnimpkeHb 3 6e3nekn abo AKocTi (3a
BUHATKOM J1iKapCbKMX 3ac06iB
6i010r4YHOr0/iMyHONOrYHOrO MOXOMKEHHS)) -
AonoBHeHHs Crneuundikauii nokasHukom «JJomiwika Ex»
3 KpUTEPIEM NPUAHATHOCTI «He BinbLue Hix 0,1%.
MeTopg TLWX 3amiHeHo Ha BEPX/MC/MC. BeefeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (LONOBHEHHSA abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbtatamu
JocnigpkeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbKnx 3aco6iB 6io10rvYHOro/iMyHOM0riYHOro
NMOXOPKEHHS)) - AONOBHEHHA Cneumndikavi
noKasHUKOM «Jlomilika F» 3 KpuTepiem NPUAHATHOCTI
«He 6inbLue Hix 0,1%». MeTog TLIX 3amMiHeHO Ha
BEPX/MC/MC. BBefjeHHsi 3MiH NpoTAroM 6-T1 MicsLiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby
(monoBHeHHA abo 3amiHa nokasHvka crneundikadii 3a
pesynbTatamu focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM JliKapCbKMX 3aco6iB
6i0N10riYHOro/iMyHO/ONYHOTO NOXOKEHHS)) -
AonoBHeHHA Cneumndikauii nokasHukoM «byap-aka
iHOVBIAyaibHA AOMILLKa» 3 KpUTEPIEM NPUAHATHOCTI
«He 6inbLue Hix 0,1%». MeTog TLIX 3amMiHeHO Ha
BEPX/MC/MC. BBefeHHsi 3MiH NpoTArom 6-T1 MicsauiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
(monoBHeHHA abo 3amiHa nokasHvka crneundikadii 3a
pesynbTatamu focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM JliKapCbK1X 3aco6iB
6i0N10ri4YHOro/iMyHO/ONYHOTO NOXOKEHHS)) -
[0noBHeHHA Cneumndikavii nokasHnkoM «Cyma
[OMILLIOK» 3 KPUTEPIEM MPUAHATHOCTI «He BinbLue HixX
0,5%». MeTog TLWX 3amiHeHo Ha BEPX/MC/MC.

BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro

3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHWM METOA0M BUNPOBYBaHHS) - AONOBHEHHS
Cneuudpikauii npy BUMycKy Ta TepMiHy NpUAATHOCTI
ansa N3 nokasHUkoM «HoMiHaIbHWIA 06’em» ans
amnyn no 10 mn 3 KpUTepiem NPUAHATHOCTI «He
MeHLe HiX 10 mn». BBeAeHHSA 3MiH NpoTAroM 6-Tu
MicALiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO NiKapCcbKoro 3acoby (3MiHa
KiNbKOCTi 0AMHMLG (Hanpuknag TabneTok, amnyn
TOLL0) B yMakoBLi:) - 3MiHa no3a gianazoHoM
3aTBEPKEHVX PO3MIPIB YNakoBKM - 3MiHa KiNlbKOCTi
OfMHULLb aMMy/ B YNaKOoBLyi, Y 3B’13Ky 3 BBELEHHAM
popartkoBoro 06’emy amnyn 10 mn, a came- NelO (gns
amnyn no 10 ms). 3MiHW BHECEHO B IHCTPYKLiO ANs
Me[MYHOro 3aCTOCYBaHHS B PO34i/1 «YNakoBka», a
came: 3MiHa KiJIbKOCTi OAUHULb aMny/1 B YNakoBLj
(mopatkosa ynakoska Ne 10 ans amnyn rno 10 mn).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /1iKapCbKoro 3acoby
(BUAYyYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3acTapifioro NokasHvika)) - BunyyeHHss He3HauHoro
napameTpy cnevudikauil NTepBUHHOrO NakyBaHHA —
Retest period. 3miHu | Tvny - 3miHK 3 AkocTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3MiHW) - OHOBIEHHA NapameTpy «Hydrolytic
stability» Ha «Hydrolitic resistance», meToamn aHanisy
onucai 6inbLl AeTasibHO. 3MiHW | Tuny - 3MiHK 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
NiKapcbKoro 3acoby (iHLWi 3MiHW) - YTOUHEHHS
OnuncaHHsA nokasHuka «Onue», a came- y 38’A3Ky 3 TUM,
LLl0 AofAaETbCA HOBUIA 06'em amnynu (10 mn), TOMy B p.
«Onunec» BUyYeHo iHhopmaLito, L0 CTOCYETLCA TiNbKn
amnyn 06’eMom 5 mn (OnvcaHHs BUCOTU ammynn).
BignoBigHO, BHECEH] YTOYHEHHS B METOAM KOHTPO/IO

3a n. «Onuc». 3MinHu Il Tuny - 3MiHK 3 siKocTi. FoToBWiA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa po3mipy
yNaKoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa
Macwu/o6'eMy BMICTy KOHTellHepa 6arato030BOro
CTepuIbHOrO Nikapcbkoro 3acoby (abo 0A4HOA030BOrO,
4aCTKOBOro BMKOPWUCTaHHA) Ta 6arato4030B0ro
nikapcbKoro 3acoby 6i0n0riYHoro/iMyHoO0rN4YHOro
NMOXOKEHHA AN NapeHTepasIbHOro 3acTOCYBaHHS) -
BBEleHHs fo4aTKoBOro 06’emy— amnynv no 10 mn go
BXE 3aTBEPPKEHOro amnynv no 5 mn, K Hacnigok,
BiANOBIAHI 3MiHM A0 p. «Cknag» MKA N13. 3MiHn
BHCEHO B iHCTPYKLitO A1 MEANYHOTO 3aCTOCYBaHHS
LLOSI0 BBEAEHHS A0AATKOBOr0 06'€My aMnys — aMnynn
no 10 mn, K HacNigoK — BigNoBigHI 3MiHW BHECEHO Y
po3gin «Cknag» Tay TEKCT MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

180.

MINIICTAH
FAPSIUYUIN YA
31 CMAKOM
NIMMOHA

MOPOLLOK AN1A
OpasIbHOrO PO3YMHY;
no 6 r y nakeTuky;
no 10 nakeTukiB y
KapTOHHIA KOopoo6Li

Mini
Xenckepe
Nimiten

Benuka
BpuTaHis

IkcEnb Nabopatopiec
Mer. /114.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom).
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLwi
BMAM B3aemogijin”, "OcobmBOCTi 3aCTOCyBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO 4O OHOB/EHOT
iHhopMmaLii 3 6e3nekun Aikyoi pevyoBUHN
(napauetamony) 3rigHo 3 pekoMeHaauismm PRAC.

6e3
peyenma

niosnsie
ae

UA/2368/01/01

181.

MINICTAH
MynbTUCUMN
TOMHUN

CYCNeH3isi opasibHa;
no 100 mny
dhnakoHi; no 1
dhnakoHy pasom 3
MipPHOIO JTOXXEUKOHO Y
KapTOHHI ynakoBLi

Mini
Xernckepe
Nimiteq

Benvka
BpuTtaHis

I'pakype
dapmacbtoTikanc NT],

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLUiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHVMM YNOBHOBAXKEHNM

Ees
peyenma

nionsie
ae

UA/1454/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

opraHom)
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro

3aCTOCYBaHHSA NikapCbkoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi

BMAM B3aemogijin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"Mo6iuHi peakuyii" Woa0 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBMHM NapatleTamon BiAMNoBigHO A0 pekomeHAawin

PRAC. BBefieHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

182.

MIHOKCUKYTA
H ®OPTE

cnpeii HalKipHWiA,
po3uuH, 50 mr/mn;
no 60 M po3ynHy y
dhnakoHi i3
3MOHTOBaHO
HacoCHO0
cMcTEMOLo Ta
ajantepom i3
NOAOBXEHUM
HaKkOHEeYHVKoMm; no 1
donakoHy y nauii

TOB
«MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchbkil
hapmakonei Ne CEP R1- 2002-212 - Rev 06
(3atBepaxeHo: CEP R1- 2002-212 - Rev 05) ans
aitoyoi pevoBnHM Minoxidil Bif Bxe 3aTBepXeHoro
BupobHuKka FLAMMA S.P.A., ITanis. 3MiHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif} y)ke 3aTBepAXeHOro BUpo6Huka - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
dhapmakonei Ne CEP 2002-212 - Rev 07 gns gitoyoi
peyoBuHM Minoxidil Big BXe 3aTBepAXEHOro
BUpo6HMKa FLAMMA S.P.A., ITanis.

bes
peuyenma

UA/20641/01/01

183.

MIHOKCUKYTA
H®

cnpeli HaWKipHWiA,
po3uuH, 20 mr/mn;
no 60 M po3ynHy y
NakoHi i3
3MOHTOBaHOI
HaCOCHOI0
Cc/UCTEeMOl0 Ta

TOB
«MIBE
YKPAIHA»

Ykpaina

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
BUMNPAaB/IEHHA TEXHIYHUX MOMUMOK 3riAHO M.2.4.
po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
Ne 460), gonyLieHux nNpu NpoBeAeHH npoueaypu
peecTpavii (PM UA/20350/01/01; Haka3z MO3 Ykpainu
Big 29.01.2024 p. Ne149) B MKA 13, noB'A3aHuXx 3

6e3
peyenma

UA/20350/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
afantepom i3 nepeHeceHHsM iHchopmauii 3 LOCbE BUPOOHUKA Y
NOJOBXEHNM cneumaikaLii Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI, a
HaKOHEeYHVKoM; no 1 came, B 3a3Ha4Y€HHi METOAY KOHTPO/IHO 3a NOKa3HUKOM
dhnakoHy y nauui «Konip» (mocunawxHi Ha BignoBigHy ctatTio EP):
Cneupudpikauisi Ha MOMeEHT Bunycky Ta Cnevudikauis
Ha TepPMiH NpUAATHOCTI
184. | MOKCUH PO34uH ANs iHdy3ilA, AHaHTa Benuka €ponaliich XenTkeap IHAjsA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/19106/01/01
400 mr/250 mn, no Megikeap BpuTaHis MeT. N14,. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom nionsie
250 mn npenaparty B nra. Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI ae

KOHTeliHepi, no 1
KOHTelHepy B niBLi
B KOpOO6Li

BVPOGHMKa/imnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (ZiANIbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKOUAKUM BUMYCK
cepiii). 3miHa agpecu BupobHuka M3 y 3B'A3ky 3
npuseeHHAMY BignoBiAHICTb Ao CepTtucikaty GMP.
Micue3HaxomkeHHs! BUPOGHMKa, BUPOOHNYA AiNbHULA
Ta yci BUpo6HMYi onepauii 3anLwaoTbCs He3MIHHUMM.
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Micue3HaxokeHHs1 BUPO6HVKa Ta agpeca micus
NPOBa)KEHHS NOro Aif/IbHOCTI" 3 BIANOBIAHUMY
3MiHaMK [0 TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro
3aco6y. TepMiH BBEAEHHS 3MiH- NPOTAroM 3 MicaLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCyBaHHSA Ha MifcTasi perynsipHO OHOB/IHOBAHOrO
3BiTY 3 6e3neku Nikapcbkoro 3acoby, abo focnimKeHb
3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 fOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimpkers (PIP) (3MiHy y3ropkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKLiT AN15 MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobnmnBocTi
3acTocyBaHHs", "lMob6iuHi peakuii” BignoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3nekn Ailo4oT PpeyoBUHU
(mokcudpbnokcauuHy) 3rigHo 3 pekomeHgauisvm PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 3 MicALiB nicns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM). 3MiHN BHECEHO A0 TEKCTY MapKyBaHHS
ynakoBKM nikapcbkoro 3acoby, a came Ao n. 3
(Mepenik 4ONOMDKHWX peyvoBuH), N. 17 (IHwe)
BTOPUHHOT yNakoBku; Ao M. 6 (IHwe) nepBUHHOI
ynakoBku. TepMiH BBEEHHS 3MiH NPOTAroM 3 micsuiB
nicns 3aTBepmKeHHs. 3miHu | Tuny - 3MiHu Wwoao
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCyBaHHSA Ha MifcTasi PeryasipHO OHOB/IHOBAHOrO
3BiTYy 3 6e3neku Nikapcbkoro 3acoby, abo foCNiAKEHb
3 6e3nekn 3acToCyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 fOCNiLKeHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy y3ropkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKLiT AN MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby o po3sainy "Mo6iyHi peakuyii”
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
4ito4oi pevoBuHY (MOKCUhIoKCcaLuHy) 3rigHO 3
pekomeHgauisvmm PRAC. TepMiH BBEAEHHS 3MiH
npoTsirom 3 MicsiLiB Micnsi 3aTBEPAKEHHS
185. | HABOHEKC®C cnpeii HazasbHUiA, OpraHoH LLiseiiuapi OpraHoH XelicT 6B Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11264/01/01
NHYC [o3soBaHwuii, 50 CeHTtpan a TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
Mkr/go3y; no 101 (60 | lct TM6X thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
[03) cycnensii y y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
nonieTmneHosomy (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
donakoHi 3 thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
[,03YH04MM HACOCOM- BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
posnuosayem, KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3aKpUTUM 3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
KOBMaykom; no 1 BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
hnakoHy y 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KapTOHHIA KopooLi KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnAg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAanbHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa MicL,e3Hax04KeHHS
mMacTep-aiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLSl 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
186. | HATPIHO KpucTanivyHmi NAT Ykpaina [Op. Maynb JloxmaHH HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/12913/01/01
ALETAT nopoLuok abo "Tanuuda m6X KI TMny - 3MiHK 3 AkocTi. APl. Cuctema
TPUTIAPAT Kpuctanu pm* KOHTeliHep/3akKynopoBasibHWii 3aci6 (iHLWi 3MiHW) -
(cybeTaHuis) y npuBeaeHHs po3giny "Ynakoska" MKA cy6eTaHLii fo
noAgiliHMx DMF Bupo6Huka Dr. Paul Lohmann GmbH KG,

nonieTnIeHoBmX
(NE) naketax ans
BMPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX
nikapcbkux hopm

HimeuunHa. 3atBepmkeHo: YMAKOBKA YnakoBka
hipMu-BMpOGHMKA. B ognMHapHNX NOMieTUNEHOBKX
nakeTax BUCOKOI LLiNIbHOCTI, BKNaAeHNX y
6araToLuaposi nanepoBi MiLLKy ab0 KapTOHHI KOPOOKK.
3anponoHoBaHo: YMAKOBKA MoggiiiHi nonieTuneHosi
(ME) nakeTun 3aKpuTi 3a LONOMOTrOH NONieTUIEHOBOIO
6iHAepa, BKNafeHi B baraTowapoBi NanepoBsi MiLlKu,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6apabaHn abo KapTOHHI KOPO6KU Pi3HMX PO3MipiB, abo
NNacTVKOBI KOHTeWHepw. [Na 3axXMCTy NPOTAroM
36epiraHHA Ta TPaHCMNOPTyBaHHS, 3anoOBHEHI
nonieTUIEHOBI NakeT! MOXYTb NOMILLATUCA B
[04aTKOBi KOHTeHepw.
187. | HA®TUDIH PO3YMH HALLKIPHWA, TosapucT YkpaiHa TosapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 UA/16051/01/01
10 mr/mn, no 20 mn BO 3 0bMexeHoto TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
y thnakoHi, 06MexeHo BiANOBIAA/bHICTIO Ta/abo afpecu 3asiBHMKA (B/1aCHUKA pPEECTpaLiiiHoOro
YKYrnopeHomy 10 "papmMaLeBTNYHa nocsigyeHHs). 3mMiHa agpecu 3asBHVKa
npo6bkoto- Bignosiga thipma "BepTtekc”,
KpanesibHuLEel Ta NbHICTIO YkpaiHa"
3aKpuToMy "®apmaue (BMPOGHMLTBO 3
KpULLKOIO; Mo 1 BTUYHA npoaykuii in bulk
dhnakoHy B KOpO6L hipma ToBapucTsa 3
3 KapTOHY "BepTekc" 06MEXEHO
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'sa",
YKpaiHa)
188. | HA®TU®DIH Kpem, 10 mr/r no 15 ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/16051/03/01
ry Ty6i; no 1 Ty6i B BO 3 0bMexeHot TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
KOpOO6Li 3 KapTOHY 06MeXeHO BiANOBIA&/IbHICTIO Ta/abo afpecu 3asBHMKa (B/1aCHUKa peecTpaviiiHoro
10 "®apmaueBTnyHa noceifyeHHs). 3MiHa agpecu 3asBHUKa
Bignosiga thipma "BepTtekc",
NbHICTIO YkpaiHa,;
"papmaue (BMPOGHMLTBO 3
BTUYHA npoaykuii in bulk
hipma ToBapucTsa 3
"BepTekc"” 06MeXeHo
BiANOBIAALHICTIO
"@apmavueBTnyHa
KoMnaHisa "3gopos'a”,
YkpaiHa)
189. | HA®TUDIH cnpeii HallKipHWA, Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/16051/02/01
po3uuH, 10 mr/mn, BO 3 06MeXeHoto T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenma
no 8 mn abo no 15 06MeXeHo BiAMOBIAA/IbHICTIO Ta/abo agpecu 3asiBHMKa (BlaCHMKa peecTpaviiHoro
M/1Y o1aKOHi, 10 "papmMaueBTNYHa noceifvyeHHs). 3MiHa agpecu 3asBHUKa
3a6e3neyeHomy Bignosiga hipma "BepTekc",
Hacocowm, NBHICTIO YkpaiHa;
HacafKoto- "®apmaue (BUpPOOHMLTBO 3
po3nuoBayem Ta BTUYHA npoaykuii in bulk
3aXUCHUM hipma ToBapucTBa 3
KoBnaykom; rno 1 "BepTekc"” 06MeXeHoH
h1akoHy B KOpo6Lyi BiANOBIAALHICTIO
3 KapTOHY "®apmaueBTnyHa
KoMnaHisa "3go0pos'a”,
YkpaiHa)
190. | HEMPOBIOH pPOo34MH ans iH'ekuin; | Mieng ki | HimeyunH NOBHWIA UMK PpaHujs BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu | 3a He UA/5409/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 3 ma B amnyni; Xenc a BMPOGHMLTBA: TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
no 3 amnysnu B xepmani CEHEKCI HSC thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B ae
KapTOHHI Kopoo6Lli 6X IHCTPYKUiO 415 MeQNYHOro 3acToCyBaHHSA MikapCbKoro
3aco6y (po3ain «BMpobHWK») Ta y TEKCT MapKyBaHHS
BTOPUHHOI YNaKoBKMW NiKapCbKoro 3acoby (NMyHKT 17)
LLIOAO0 BUyYEHHS iHdhopMmaL,ii Npo npeAcTaBHMKa
3anBHMKa. 3MiHN BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (MYHKT 6) Ta BTOPUHHOT (NyHKTN 3, 7, 17)
yNakoBOK Mikapcbkoro 3acoby. BeefeHHsA 3MiH
NpoTSArom 6-Tv MicsLiB Micnsi 3aTBEPAKEHHS.
191. | HEMPOBIOH TabneTkun, BKpUTI Mieng Oxi | HimeuunH Mi eng Oxi Xenc ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/5409/01/01
060/10HKOI0; No 10 Xenc a OcTpia MM6X eHg, Ko. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nidnse
TabneTok y 6nictepi; | xepmaHi or thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B ae
no 2 6nictepu y 6X IHCTPYKUiO 4N MeANYHOro 3acTocyBaHHSA NikapcbKoro
KapTOHHI KOopoo6Li 3aco6y (po3ain «BupobHuk») Ta y TEKCT MapkyBaHHS
BTOPUHHOI yNakoBKM NikapCbKoro 3acoby (MyHKT 17)
LLOA0 BU/TyYEHHS iHChopmaL,ii Npo npeAcTaBHUKa
3asBHUKaA. 3MiH/ BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (NYHKT 6) Ta BTOPUHHOI (MyHKT 17) ynakoBoK
niKkapcbkoro 3acoby. BeBeeHHs1 3MiH NPOTAroM 6-u
MiCALIB MiCNS 3aTBEPLKEHHS.
192. | HEMOTAH TabneTkun, BKPUTI Megokemi Kinp Megnokemi JlimiTep, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/1286/01/01
nNiBKOBOK nTa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom nionsie
060/10HKO10, Mo 30 hapmakoHarnsay. 3miHa y KopoTKiil XapaKTepucTuL ae
mr; no 10 TabneTok NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 3 abo 0151 MeANYHOro 3acTOCyBaHHA Ha MiAcTasi perynsipHo
10 6nicTepiB y OHOBJOBAHOrO 3BiTY 3 6Ge3NeKUn NiKapcbKoro 3acooby,
KapTOHHiiA Kopo6Lli abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuil™ BigNOBIAHO A0 pekoMeHaaLi
PRAC EMA. TepMmiH BBELEHHS 3MiH NPOTArom 6
MicALiB Nicna 3aTBepKEHHS. - 3MiHW | TUNy - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Mo6iuHi peakui™ woao iHgopmadii npo
BaXK/IMBICTb 3BiTyBaHHSA MPO NO6IYHi peakuii.
TepMiH BBEEHHSA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.
193. | HINOTUHIB- Kancysm TBepgi no MicTtpan AHrNIsA BMPOBGHULTBO rOTOBOI Manbta/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/20560/01/01
BICTA 50 mr, no 7 kancyny Kenitan nikapcbKoi dhopmu, peuis TMny - 3MiHK 3 AKocTi. A®l. BUpo6HMLUTBO. 3MiHa peyenmom
6nictepi; no 4 MeHemxm nepBuHHa Ta BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy,
6nictepu B eHT BTOPWHHA yNaKoBKa, LLI0 BUKOPUCTOBYIOTLCS Y BUPO6HUYOMY npoueci AdI,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KapTOHHI KOopoo6Li Nimiteq KOHTpO/b cepii, ab60 3miHa BUpo6HuKa (BK/H0YaKUn, e HeobxiaHo,
Bunyck cepii: PAPOC MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
MT Nimiteq, ManbTa; BiZICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
BMNyCK cepii: dapoc thapmakonei y 3aTBepXeHOMY [0ChE)(iHLLi 3MiHW)
dapmaveBTiKan BBEJEHHSA [10AaTKOBY AiNAHKY BUPOGHULITBA NPOMIKHOI
OpieHTp, Cepsicec npoaykuii A®l, a came Jiangxi Juhe Pharmaceutical
N1a., Mpeuis Technology Co., Ltd, KuTaii BignoBsiganbHoro 3a
BMPOBGHULTBO NPOMIKHOrO NpoaykTy: 3-(4-Methyl-1H)-
iMigason-1-in)-5-(tpuddTopmeTnn)aHiniHy B 38'A3Ky 3
UMM Big6ysiocsi oHoBNeHHs Bepcii ASMF.
194. | HINOTUHIB- Kancynu Teepgi no MicTtpan AHrnia BUPOBHULTBO rOTOBOI ManbTta/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20560/01/02
BICTA 150 wmr, no 7 kancyn Kenitan nikapcbKoi hopmu, pevis TMny - 3MiHK 3 aKkocTi. A®l. BupobHuuTBO. 3MiHa peyenmom
y 6nicTepi; no 4 MeHepxm nepBuHHa Ta BMPOGHMKA BUXiAHOro/MPOMIXKHOTO NPOAYKTY/peareHTy,
6nictepu B eHT BTOPMHHA ynakoBka, LLI0 BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,
KapTOHHI KOopoo6Li Nimiteq KOHTpOnNb cepii, ab60 3miHa BUpo6HWKa (BKIOYaroun, e HeobxigHo,
Bunyck cepii: PAPOC MicLie NpoBeaeHHs KOHTposo skocTi) APl (3a
MT Nimiten, ManbTa; BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIli
BMNYCK cepii: dapoc thapmakonei y 3aTBepiXeHOMY [OChE)(iHLLi 3MiHW)
dapmaueBTikan BBE/EHHS A0AATKOBY [i/IAHKY BUPOGHMLTBA NMPOMIKHOI
OpieHTg, CepBicec npoaykuii A®l, a came Jiangxi Juhe Pharmaceutical
Ntp., Mpeuis Technology Co., Ltd, Kutaii BignoBiganbHoro 3a
BMPOGHULITBO MPOMIXHOIO NpoaykTy: 3-(4-Methyl-1H)-
imigason-1-in)-5-(TpudpTtopmeTun)aHiniHy B 38'A3Ky 3
umM Bigbynocs oHoBneHHs Bepcii ASMF.
195. | HINOTUHIB- Kancynu Teepgi no MicTtpan AHINIA BMPOGHMLITBO rOTOBOT ManbTta/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20560/01/03
BICTA 200 wmr, no 7 kancyn Kenitan nikapcbKoi dhopmu, Ipeuis TMny - 3MiHK 3 AKocTi. APl BupobHMUTBO. 3MiHa peyenmom
y 6nictepi; no 4 MeHexm nepBuHHA Ta BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
6nictepu B eHT BTOPMHHA ynaKkoBka, LLI0 BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,
KapTOHHIA Kopoo6Li Nimiteq KOHTPO/b cepii, abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobxigHo,
Bunyck cepii: PAPOC MicLLe MPOBEAEHHS KOHTPO/IO siKocTi) AdI (3a
MT Nimiteq, ManbTa; BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKili
BUNYyCK cepii: Papoc hapmakonei y 3aTBeppKeHOMY A0ChE)(iHLLI 3MiHW)
dapmauesTikan BBE/lEHHS A0AATKOBY [i/IAHKY BUPOGHMLTBA MPOMIKHOI
OpieHTg, CepBicec npogykuii A®l, a came Jiangxi Juhe Pharmaceutical
Ntp., Mpeuis Technology Co., Ltd, KuTaii BignoBiganbHoro 3a
BMPOGHULITBO MPOMIXHOrO NpoaykTy: 3-(4-Methyl-1H)-
imigason-1-in)-5-(TpudptopmeTun)aHiniHy B 38'A3Ky 3
UMM Bifibyocs oHoBneHHs Bepcii ASMF.
196. | HIMIA® Tabnetkn no 100 wmr, TOB Ykpaina KYCYM XENTXKEP IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/7649/02/01
no 10 TabneTok y "TNEADA NBT NTA, IHAis YkpaiHa TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom niosnsie
6nictepi, no 1 PM NTA" abo 3MiHN y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS ae
6nictepy B TOB "KYCYM ®APM", [04aTKOBOT 4i/TbHUL| BUPOBHULTBA 4715 YacTMHU abo
KapTOHHIl ynakoBsLyj; YkpaiHa BCbOr0 BMPOBGHMYOro NpoLecy roToBOro Nikapcbkoro

no 10 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIiA ynakoBLyj,
no 10 ynakoBoK y

3acoby (AiNbHNULSA, Ha Kk NPOBOAATLCS OYb-AKi
BMPOGHUUYI CTagji, 3a BUHSATKOM BMMYCKY Cepii,
KOHTPOJIH0 AKOCTi, NEPBMHHOTO Ta BTOPUHHOMO
nakyBaHHS, 4151 HECTePUIbHUX NiKapPCbKUX 3aco6iB) -
CynyTHs 3MmiHa - 3MiHK 3 IKOCTi. FOTOBWIA NiKapCbKUiA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

KapTOHHI Kopo6Li -
0151 BUPOGHMKa
KYCYM XENTXKEP
MBT NTA, IHAis; no
10 TabneTtoky
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi, no 10
6nictepiB y
KapTOHHil Kopobuj -
Ans BupobHuka TOB
"KYCYM ®APM"
YkpaiHa

3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[08aTKOBOI AiNbHUL BUPOGHULITBA A4/15 YaCTUHM abo
BCbOr0 BMPOGHWNYOrO MPOLECY roTOBOro NiKapCbKoro
3ac006y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) - 3MiHN
3 gKocTi. FOoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHULI BUPOGHMLTBA A1 YaCTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AiNbHULA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHSA
anbTepHaTMBHOro Brpo6HrKa KYCYM XENTXKEP
MBT NTA, Mnot Ne M-3, IHgop Cnewwen IkOHOMiK 30yH,
®eiiz-1l, Nitamnyp, dicT. Oxap, Magxes Mpagew, MiH
454774, Ingis | KUSUM HEALTHCARE PVT LTD, Plot
No. M-3, Indore Special Economic Zone, Phase-II,
Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774,
India, BiANOBIAA/ILHOIO 3a NEPBUHHE NaKyBaHHS,
BTOPUHHE MNaKyBaHHS Ta 6y/b-siki BUpOOHMYI cTagil, 3a
BWHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI. Y 3B'A3KY 3
BBEJEHHSM 40AaTKOBOI BUPOOHNYOI AiNbHUL - MosiBa
IHCTPYKLiT ANA MeAMYHOro 3aCTOCyBaHHA ANs Liel
BMPOGHNYOI AiNbHULj Ta K HACMIAOK - 3aTBEPLKEHHS
TEKCTYy MapKyBaHHS yNakoBKN /iKapCbKOro 3acoby ans
[0[aTKOBOT BUPOGHWYOI AiNbHULi. BBeAeHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaoum KOHTPONbL/BUNPo6YyBaHHSA
cepii - BBE[IEHHA [,0aTKOBOIr0 BUPOGHUKA,
BifNoBigaIbHOro 3a BMMNYCK cepil, BKIYaum
KOHTpO/b sikocTi KYCYM XENTXKEP MBT NTA, Mnot
Ne M-3, IHgop Cnewen IkoHOMik 30yH, Peiiz-Il,
Mitamnyp, Aict. Oxap, Maaxes MNpagelw, MNiH 454774,
IHgis / KUSUM HEALTHCARE PVT LTD, Plot No. M-
3, Indore Special Economic Zone, Phase-ll,
Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774,
India. Y 3B'A3Ky 3 BBEAE€HHAM [,04aTKOBOI BUPOOHNYOI
AOiNbHULI - MosiBa IHCTPYKUT 4719 MEeANYHOro
3acTOCyBaHHA AN L€l BAPOGHNYOI AiNbHULI Ta K
HacCnifoK - 3aTBEPAKEHHS TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKOro 3acoby Ans [4oAaTKkosoi
BUPOBHNYOT AiNbHULI. BBEAEHHSA 3MiH NPOTArom 6-Tu
MicALiB Micns 3aTBepKeHHS. 3MiHu | TUny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHW) - 3MiHK BHECEHO Y N. 16 TeKcTy
MapKyBaHHSA BTOPUHHOI YNaKOBKW LLIOA0 YTOYHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

HanvcaHHs Ha3BW Jlikapcbkoro 3acoby LpUdToM
Bpaiins, y n. 17 - Wwo0 YyTOUYHEHHS JIOroTUMy Ta
TEeXHIYHOI iHdhopMaLii, a TakoxX A1 BUPOOHUKA
KYCYM XENTXKEP MBT NTA - WwoAo HaHeceHHsA 2D-
Kofy. BBefeHHs 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

197.

HITPOI NILEPU
H

TabneTkn
Cy6niHrBasIbHI N0
0,5 wr, no 20 a6o no
40 TabneTtok y
KOHTeliHepi; no 1
KOHTeliHepy B nauLi
3 KapTOHY

MpAT
"TexHosor

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
MYy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHsA BUPO6HMNYOT
AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
NSl NpoBefieHHs NaKyBaHHA, BUPOBHYKa,
BiANOBIA&1bHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUNYYEHHS BUPOOHUKA
A®| HiTporniuepuH «Schweizerische Sprengstoff AG
Cheddite (SSC)», Switzerland. 3aTBepaXeHo:
Dipharma Francis S.r.l., Italy; Schweizerische
Sprengstoff AG Cheddite (SSC), Switzerland.
3anponoHosaHo: Dipharma Francis S.r.l., Italy.

6e3
peyenma

UA/6393/01/01

198.

HOBAPUHI'®

KifbLie BariHasibHe,
11,7 mr/2,7 mr, no 1
Kinbuto y cawe; no 1
calle B KapTOHHIi
KopooLi

OpraHoH
CeHTpan
lcT FTM6X

LLiseiiuapi
a

3a NOBHUM LKIOM:
H.B. OpraHoH

Higepnangn

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
dhaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BiANOBIA&/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BifnoBiAa/IbHOT 3a
hapmMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-alina cucremu
hapMakoHarnsay. 3miHa Micusi 34ilCHEHHS OCHOBHOT
OiSANbHOCTI 3 dapmakoHarnsay.

3a
peyerimom

UA/9613/01/01

199.

HOPBACK®

TabneTkun no 10 mr;
no 10 TabneTok y
6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHIN ynakoBLUi

Biatpic
CnewenTi
nnc

CLWA

Brpo6HuK,
BiANOBIAA/IbHWI 32
nakyBaHHs1, KOHTPO/1b

AKOCTI Ta BUNYCK cepil:

Mdpaiizep
MeHtodek4ypuHr
Joliunens MvoX,

HimeuunHa,;

HimeyunHa/
MyepTo Piko

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6.
KOHTpO/Ib rOTOBOrO NikapCcbKoro 3acoby (iHLi 3MiHuM).
OHOB/IEHHS BXE 3aTBEPKEHUX METOAIB KOHTPO/IHO
AKOCTI likapCbKOro 3acoby, a came BUKIafeHHs TEKCTY
[lepXXaBHOI0 MOBOHO 3TiHO Cy4aCHNX BUMOT.

3a
peyenmom

UA/5681/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Brpo6HuK,
BiAnoBiganbHUI 3a
BMPOGHMLITBO
npenapary in bulk,
KOHTPO/b SIKOCTI:
Biatpic
dapmactoTikans J1/1C,
MyepTo Piko

200.

HOPBACK®

TabneTkn no 5 wr;
no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHI ynakoBL,i

Biatpic
CnewenTi
nnc

CLWA

Bunpo6HMK,
BiANOBiAa/IbHWIA 32
nakyBaHHs1, KOHTPO/Tb
AKOCTI Ta BUNYCK Cepil:
Mdpaiizep
MeHtodek4ypuHr
[oiuneng MmoX,
Himeuunha;
Bunpo6HuK,
BiANOBigabHNI 3a
BMPOGHMLITBO
npenaparty in bulk,
KOHTPO/b SKOCTi:
Biatpic
dapmactoTikans N1/1C,
MyepTo Piko

HimeuunHa/
MyepTo Piko

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib rOTOBOrO /iKAPCLKOro 3acoby (iHLWi 3MiHW).
OHOB/IEHHS BXE 3aTBEPKEHUX METO/IB KOHTPO/IHO
AKOCTI likapCbKoro 3acoby, a came BUKIafeHHs TEKCTY
[epXXaBHOI0 MOBOHO 3TiHO CY4aCHUX BUMOT.

3a
peyenmom

UA/5681/01/01

201.

HYPO®EHR®EK
CNPEC
YNbTPAKAN

Kancysnm m'ski no
200 wr; no 4 a6o 10
Kancyny énicrtepi;
no 1 6nictepy B
KapTOHHI kopobLyj;
no 8 kancyny
6nictepi, no 2
6nictepu B
KapTOHHI KOopoo6Li

PekkiTT
BeHkizep
Xernckep
IHTepHeLw

HA NliviTeq,

Benuka
BpuTaHis

BiANOBiAA/IbHWIA 3a
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPOs1b

AKOCTi FOTOBOrO

NPOAYKTY Ta BUMYCK

cepii: PekkiTT

BeHkizep Xernckep
IHTepHewwHN fliviTes,

Benuka BpuTaHis;

BiANOBiAA/IbHWIA 3a
BUPO6HUUTBO in bulk,

BK/IOYa0UN
npoBefeHHs

KOHTPO/O SKOCTI:

MateoH Cochmxenc

B.B., HigepnaHaw;

BiAnoBiganbHUii 3a
BMPO6HMLTBO in bulk,
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/Tb

AKOCTi FOTOBOroO
NPOAYKTY:
PB Xenc
MaHydekTypuHr (FOC)

Benuka
BpuTanis/
Higepnangn
/ CLUA

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
BUMNpPaB/IEHHSA TEXHIYHOI NOMWU/IKA B OHOBIEHNX
MeToAax KOHTPO/O AKOCTI, AKi 3aTBEPAKEHI Haka3om
MO3 Ykpainn Ne 1589 Big 13.09.2024 npu npoBefeHHi
npoueaypv BHeceHHs 3MiH. B Cneuudpikauii
OHOBJ/IEHUX METOZiB KOHTPOJII0 AKOCTI B NpoLeci
BHECEHHS 3MiH NOMUJIKOBO NokasHux "MikpobionoriyHa
ymcToTa" 6yno 3a3HayveHo, K "Mikpo6ionoriyHi
BMNpobyBaHHA". Takox 6yB BTpayeHuii cumeon " * .
Pepakuist B oHoBieHux MKSA: "MikpobionoriyHi
BMNPO6YBaHHA". NponoHoBaHa pefakLis:
"MikpobionoriyHa uncrora™*.

6e3
peuyenma

UA/13599/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o

3acoby ynakoska) Hs nocsioYyeHHs1

NINC, CnonyueHi
wratu (CLUA)
202. | ONNPEH®-100 Kancynm TOB Ykpaina Brpo6HMuTBO LLsenuapis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/5124/01/01
CP AENOKANC | nponoHroBaHoi gji «TeBa Hepo3dacoBaHol HimeuyunHa Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
no 100 wmr; no 10 YkpaiHa» NPOAYKLUIT, KOHTPO/Ib cepTudikaT BignoBigHOCTI €Bponelicbkil

Kancyny énicrtepi;
no 2 6nictepu B
Kopoobui

AKOCTI, A03BIN HA
BUMYCK cepii: AUVHO
dapma Arl,
LLisefuapis; MNepBuHHa
Ta BTOPUHHA
ynakoBka: ALMHO
dPapma Arl',
LlBeiiuapis;
Jopatkosa
nab6oparopis, Lo
npuimae y4yactb B
KOHTpONi cepii:
YHTEp3yXyHICIHCTUTYT
Xennenep Mv6X,
HimeuunHa

papmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[onomikHoi peyosuHu (FE-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei gns A®l/BuxigHoro
matepiany/peareHTy/npoMbKHOIo NPoAyKTy abo
[0MNOMDKHOT peyoBrHN) - BunyuyeHHs ceptudikaTis (y
BMNaAKY HasABHOCTI My/IbTUMMETHOTO cepTudikaTa Ha
MaTtepian) - BunyyeHHs ME-CepTudikaty BianoBiAHOCTI
€ponelicbkoi hapmakonei Ne R1-CEP 2000-027-Rev
02 onsa gonoMixkHoI pevoBuHu Gelatin Big Bxe
3aTBepXeHOro BUpo6Hrka Rousselot. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[onomMkHoT pevoBuHu (ME-cepTtudpikat BignosigHOCTI
€poneiicbkin thapmakonei gns Adl/suxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[LOMOMDKHOT peyoBuHK) - BunyyeHHs ceptudikartis (y
BMNaAKY HasABHOCTI My/IbTUMMETHOTO cepTudikaTa Ha
Marepian) - BunyveHHs ME-CepTudikaTy BignoBigHOCTI
€sponelicbkoi hapmakonei R1-CEP 2001-332-Rev 02
ANa 0onomikHOT peyoBuHM Gelatin Bif 3aTBEpAXEHOr0
BMpO6HUMKa Rousselot. 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBiAHOCTI EBponelickbkin hapmakonei: ana Adl;
0715 BUXiQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NpOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
Ans gonomikHoi pevosuHn (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHOro Matepiany/peareHTy/npoMixXHOro
npoAayKTy abo AONOMiXHOI peYOBUHN) - BunyueHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

cepTudikaTis (y BUNagky HassBHOCTi My/IbTUNETHOrO
cepTugikaTa Ha marepian) - BUnyyYeHHs ME-
cepTudikaTy BigNoBiAHOCTI EBponerichkiin hapmakonei
R1-CEP 2002-110 Rev 00 gnsi 4ONOMiXHOT pe4yoBUHU
Gelatin Big Bxe 3aTBepakeHoro supobHuka PB
Gelatins. 3minu | TUny - 3miHn 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMkHoT pevoBuHu (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad|/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[LOMOMDKHOT peyoBuHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasABHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
marepian) - BunyyeHHs IE-cepTudikaty BiANoBIgHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2004-022 rev 00
015 AONOMDKHOT peyoBuHM Gelatin Big Bxe
3aTBepAxeHoro BupobHuka PB Leiner.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[O0MOMDKHOT peyoBrHN) - BunyyeHHs ceptudikaTis (y
BUNaAKy HassBHOCTI MyNbTUM/IETHOrO cepTudikaTa Ha
marepian) - BunyyeHHs ME-cepTudikaty BiAnoBIigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2003-172-Rev
00 ans ponomikHOI pevoBuHu Gelatin Big, Bxe
3aTBEpAXEHOro Bupo6Hmka GELITA Group. 3MmiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
fonomikHoi peyosuHu (FE-cepTudikar BignosigHoOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

€poneiicbkiii hapmakonei ans A®l/BuxigHoro
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo
[0MNOMDKHOT peyoBUHN) - BunyyeHHs ceptudikaTis (y
BMNaAKy HasABHOCTI My/IbTUMMIETHOTO cepTudikaTa Ha
marepian) - BunyyeHHs ME-ceptudikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-247-Rev
00 ona gonomikHoI pevoBuHu Gelatin Big Bxe
3aTBepxeHoro Bupo6Huka Nitta Gelatin. 3miHu | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBsigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[onoMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[L,OMOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasABHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
marepian) - BunyyeHHs IE-cepTudikaty BigNoBIigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2004-320-Rev
00 gnsa gonoMixHoI pevosuHu Gelatin Big Bxe
3arBepaxeHoro Bupo6bHuka Nitta Gelatin. 3miHun | Tuny
- 3MiHM 3 AkocTi. CepTuddikat BignosigHocTi/IE-
cepTudikaT BignoBsigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickbkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OOMOMIXHOT peyqoBuHM) - HoBwuin cepTudikaT ans
BUXIAHOIO MaTepiany/peareHTy/npoMiKHOro NpoayKTy
a60 [40NOMDKHOT pevyoBMHM Bif, HOBOro abo Bxe
3aTBEPXEHOro BUPOGHUKA - NoAaHHA Hosoro IME-
cepTudikaTy BiAnoBigHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2000-029-Rev 06 a5 AONOMDKHOT
peyoBuHM Gelatin Big BUpo6HMKa ROUSSELOT. 3MiHn
| Tuny - 3miHn 3 AkocTi. CepTudpikat BignosigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWJIyYeHHs cepTudikaTa BignoBigHOCTI E€Bponeichbkii
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OO0MOMIXHOT peyvoBuHM) - HoBwuin cepTudikaT ans
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro nNpoayKTy
a60 [4ONOMDKHOT pevyoBMHM Bif, HOBOro abo Bxe
3aTBEPXEHOro BUPOGHUKA - NoAaHHs Hosoro IME-
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
Ne R1-CEP 2008-048-Rev 00 a5 AONOMDKHOT
peyoBuHM Gelatin Big Bupo6Hrnka PIONEER JELLICE
INDIA PRIVATE LIMITED. 3MiHu | Tuny - 3miHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
Ans gonomikHoi pevosuHn (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo [ONOMiXHOI peqyoBuHN) - HoBuii
cepTuduikat gns BUXigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMOMDKHOT peYOBMHY Bif, HOBOTO abo BXe
3aTBepAXEHOro BUPOGHUKa - NoAaHHa Hosoro IME-
CepTudpikaty BignoBigHOCTI €Bponeichbkiit
chapmakonei Ne R1-CEP 2010-043-Rev 00 ans
[0MNOMiXHOT peyoBrHK Gelatin Big, BUpO6HUKa
ROUSSELQOT. 3MiHu | TUny - 3MiHN 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
015 LONOMIXHOI pevoBuHU (CE-cepTuddikaT
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoAykTy abo [ONOMiXHOI peyoBuHK) - HoBuiA
ceptudikaT Ansa BUXiLHOro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0NOMDKHOT peyoBrHU Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOOHWMKA - NofaHHa Hosoro ME-
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
cepTudikaTy BiAgnoBigHOCTI €Bponeiickkili hapmakonei

R1-CEP 2000-045-Rev 04 ans [onomibKHOI pe4oBUHN
Gelatin Big Bupo6Huka Tessenderlo Group N.V . 3miHn
| Tuny - 3miHuK 3 skocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[onomikHoi peyosuHY (FE-cepTudikar BignosigHoOCTI
€poneiicbkiii hapmakonei ans Adl/BuxigHoro
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo
[OMOMiXHOI peqyoBrHKM) - HoBWiA cepTudikat ans
BMXifHOro martepiany/peareHTy/npoMiKHOTO NMPOAYKTY
ab0 [0NOMDKHOT peqyoBUHM Bif, HOBOTro abo Bxe
3aTBEPKEHOr0 BUPOOHWMKa - NofaHHa Hosoro ME-
cepTudikaTy BiAgnoBigHOCTI €Bponeiickkili hapmakonei
R1-CEP 2001-424 - Rev 03 4515 AONOMDKHOT
peyoBuHu Gelatin Big Bupo6HuKa GELITA Group.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[onomikHoi peyoBuHY (FE-cepTudikar BignosigHOCTI
€poneiicbkiii hapmakonei ans Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOIo NPoAyKTy abo
[OMOMIXHOI peqoBrHKM) - OHOBNIEHNI cepTudikaT Bif,
BXE 3aTBEPAKEHOro BUPOOHWKA - NOfaHHSA
oHoBfeHoro ME-CepTudikaTy BiANOBIAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2000-344-Rev
03 (3aTBepmkeHo: R1-CEP 2000-344-Rev 02) ans
[onoMikHOT pedoBrHM Gelatin Big, BXe 3aTBepaAXeHoro
Brpo6HMKa NITTA GELATIN Ltd. 3miHu | Tuny - 3MiHn
3 akocTi. CepTudikar BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnNoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
ON5 AONOMIXHOI pevoBuHU (CE-cepTuddikaT

BiiNOBigHOCTI €Bponelickkili hapmakonei ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoaykTy abo AONOMIXHOT peyoBUHN) - OHOBIEHNA
cepTudiikaT Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA -
noaaHHs oHoBneHoro E- cepTudikaty BignoBigHOCTI
€Bponelicbkiin papmakonei Ne R1-CEP 2005-217 Rev
02 (3atBepmxeHo: Ne R1-CEP 2005-217 Rev 00) gns
[0MnomikHOT peyoBuHY Gelatin Big, BXe 3aTBepAKEHOro
Bupo6HMKa NITTA GELATIN INC.

203.

OME3®

niogpinizat gna
PO3YUHY ANS iH'EKLLA
no 40 wr; 1 donakoH
3 niogpinizatom y
nauuj 3 KapToHy

M.BIOTEK
nTa

Benvka
BpuTtaHis

HANPOA NAN®
CAEHCEC MNBT. T4

IHais

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
TEKCT MapKyBaHHS NePBUHHOI (MYHKTY 3, 4, 6) Ta
BTOPUHHOI (NyHKTU 3, 8, 12, 13, 17) ynakoBoK
NiKapcbKoro 3acoby.

3a
peyermom

UA/11787/01/01

204.

OMENPA30I/-
DAPMAK

MOPOLLOK AN
PO34nHY AN1A
iHcpysiii no 40 wmr; 1
h1aKoH 3 MOPOLLKOM
B nauui

AT
"®apmak”

Ykpaina

AT "®apmak”
(BMPOGHMLTBO 3
npoaykuii in bulk

hipMmn-BUPOGHMKa

Na6opatopioc

HopmoH C.A., IcnaHisi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npomMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHsA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
hapmakonei Ne R1-CEP 1998-145 - Rev 10
(3aTBepmxeHo: R1-CEP 1998-145 - Rev 09) ons
Aitoyoi pevoBrHN Omeprazole Big BXe 3aTBEpAKEHOro
BMPOGHMKA, KM 3MiHMB Ha3By Ha ESTEVE QUIMICA
S.A. (3atBepgxeHo: UNION QUIMICO
FARMACEUTICA, S.A.). - 3MiHu | Tuny - 3MiHn 3
AKocTi. CepTudikar BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BignoBigHOCTI E€Bponeiickbkiit hapmakonei: ana Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat
Bif} y)Xe 3aTBEpAKEHOro BUPo6HMKa. MogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €EBponeiichkili
dhapmakonei Ne CEP 1998-145 - Rev 11 ans gitoyoi
peyoBuHM Omeprazole Bif BXe 3aTBEP)KEHOIO
BMpo6HUka ESTEVE QUIMICA S.A.

3a
peyerimom

UA/18270/01/01

205.

OM/IOC YO

kancynu, Teepgi, 0,5

ANKANOI

Pecny6sik

BMPOGHULITBO

Icnanis/

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu |

3a

UA/19278/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
mr/0,4 mr; no 30 O AL a NiBHiYHa NPOMDKHOI NpoAyKuil Pecny6nika TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
Kancyn y pnakoHi Ckon’e MakefioHist (ayTacTepig kancynm MiBHiYHA 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
(kancynu y XenaTuHoBi M'Aki), Ta MakegoHis/ [04aTKOBOI fibHUL BUPOBHMLTBA A151 YacTUHU abo
nonieTneHoBoMy roTOBOrO J1iKapCbKOro PymyHis BCbOr0 BMPOOHNYOro NPOLEeCy roToBOro NiKapCbKoro

hNakoHi 3 KPULLIKOHO,
Aka MiICTUTb
ocyLllysay
cunikarens); no 1

donakoHy y
KapTOHHI KopooLi

3acoby; nepBuHHa Ta
BTOPMHHA ynakoBka,
KOHTPO/b AKOCTI
(XiMiYHWIA/DI3NYHUIA):
NTABOPATOPIOC
NNEOH ®APMA C.A,,
IcnaHist;
BTOPVHHE NaKyBaHHS
(anbTepHaTuBHWIA
BVPOGHUK):
ATAIC ®APMA, C.J1.,
IcnaHis;
KOHTPO/b AKOCTI
(mikpobionoriyHa
yncToTa):
NABOPATOPIO
EYEBAPHE, C.A,,
IcnaHis;
BUNYCK cepil:
AJIKANOIL AL Ckor'e,
Pecny6nika MiBHiuHa
MakefioHist;
BMPOGHMLITBO
NPOMDKHOI NpoAyKuil
(neneTn Tamcyno3vHy
3 MogucpikoBaHUM
BWBI/IbBHEHHAM):
K.O. 3EHTIBA C.A,,
PymyHis;
BTOPVIHHE MaKyBaHHSA
(anbTepHaTUBHWMIA
BVPOGHUK):
MAHAHTIAN
IHTETPA, C.J1.1O.,
IcnaHis;
KOHTPO/b AKOCTI
(XiMiYHWiA/piznyHMiA,
Mikpob6iosioriyHa
yncToTa):
HET®APMAJAB
KOHCANTIHI
CEPBICEC, IcnaHis;
KOHTPO/b AKOCTI
(XiMiYHWIA/i3NYHMIA):

3acoby (OinbHMLS, Ha AKili NpoBOAATLCA OyAb-AKi
BMPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEePU/IbHUX NiKapCbKnx 3acobiB) -
BBEAEHO aNlbTEPHATUBHY AiMIbHULIO BUPOOHMLTBA
LABORATORIOS LICONSA, S.A., IcnaHis, wo
Bignosigae 3a BUPOOHULTBO NPOMIXXHOIO NPOAYKTY
neneTn Tamcyn103vHy rigpoxiopugy 3 MoandikoBaHUM
BWBI/TbHEHHAM. 3MiHu | TNy - 3MiHK 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MiHa y npoueci BUPOBHNLTBA) - 3MiHN Y
npoueci BUPOGHMLTBA NefeT TaMcy103UHY
rigpoxnopuay, a came 3MiHa po3mipy cuT, Lo
BMKOPUCTOBYIOTbCSA A1 NPOCiOBaHHA neseT nicns
HaHEeCeHHs NOKPUTTA AN151 YCYHEHHS arfiomeparis Ta
[OPiGHMX YACTMHOK (3aTBEpXEHO: cuTa po3Mipom 1,6
MM i 0,5 MM; 3anpOnNoOHOBaHO: cuTa po3Mipom 1,6-1 Mm
Ta 0,5-0,6 MM) BHaCNiAOK BBELEHHS a/IbTEPHATUBHOI
LinbHuUui Bupo6HuMUTBa LABORATORIOS LICONSA,
S.A., Icnanisa. 3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPOGHMKa (3aMiHa abo AOMOBHEHHS) - MOA4AHO
HOBWI1 cepTudikaT BignosigHocTi E®, No. RO-CEP
2019-004-Rev 03 an1e fito4oi peyoBUHN TamCyn03unHy
rigpoxnopuay Bif HOBOro BMPO6HMKa Quimica
Sintetica S.A., IcnaHig - 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BK/IOYaUy MPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
NikapcbKoro 3acoby (iHwWi 3MiHM) - 3MiHa TEPMIHY
36epiraHHsa bulk kancyn m’skux gycrtactepugy 0,5 mr
Ha OCHOBI AocnigKeHb cTabinbHocTi bulk kancyn
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
PYHOACIOH M'sknx gyctactepugy 0,5 mr (3aTBeppxeHo: 3 mMicaus;
TEKHANIA PE3EAPY 3anponoHoBaHo: 12 micauis). 3MiHu | Tuny - 3MiHK 3
EH/ IHHOBATbLOH, AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
Icnanis; BMPOOGHULTBI. 3MiHW Y Npoueci BUPOOHNLTBA FOTOBOMO
BUPOGHMLITBO NiKapCcbKoro 3acoby, BK/IHOHaOUM NPOMiIXHUIA NPOAYKT,
NPOMDKHOI NPOAYKLiT LLIO 3aCTOCOBYETLCSA MNPV BUPOGHMULITBI FOTOBOMO
(nenetn Tamcyno3viHy NikapcbKoro 3acoby (iHwWi 3MiHM) - 3MiHa TEPMIHY
3 MoaMcikoBaHUM 36epiraHHA bulk kancyn TBepamx
BMBISIbHEHHSM) aytactepuay/Tamcynosunny 0,5 mr/0,4 Mr Ha OCHOBI
BTOPUHHE Ta pocnigpxeHb ctabinbHocTi bulk kancyn TBepamx
NnepBUHHE NakyBaHHSA nytactepuay/Tamcynosuny 0,5 mr/0,4 mr
(anbTepHaTuBHUIA (3aTBEpMXEHO: 3 MicsLA; 3anponoHoBaHo: 12 micsuis)
BVIPOGHUK):
NABOPATOPIOC
NIKOHCA, C.A,,
IcnaHis
206. | OPTANYTPAH® | po3unH Ans iH'ekuii, OpraHoH LLiseiiuapi Brpo6HMuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/8192/01/01
0,5 mr/mn; mo 0,5 mn CeHTpan A Hepo3dacoBaHol Higepnavgn TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
y nonepeaHbLo lcT TM6X npoaykuii Ta thapmakoHarnagy. BeegeHHs abo 3miHu fo
HanoBHEHOMY nepBUHHA ynakoBkKa, y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
wnpuui; no 1 KOHTPO/b SIKOCTI: (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
LUNpu1Ly pasom 3 BetTep-®apma dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi 0coou,
TOJIKOO 3 3aXMCHUM ®epTuryHr Mv6X i Ko. BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOBNa4kom y KI, HimeuunHa; KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
BigKpUTOMY KoHTposib sKOCTi: 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
nnacTMKoOBOMY BetTtep-®apma BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
NOTKY; Mo 5 NoTKiB y ®epTuryHr Mv6X i Ko. 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KapTOHHIA Kopoo6Li KI, HimeuuunHa; KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
BTopuHHa ynakoBka, tharina cuctemmn thapmakoHarnsgy) - 3miHa
KOHTPO/b SIKOCTI, KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
[03BiN Ha BUNYCK BiANOBIAa/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
cepii: [aHnX KOHTaKTHOI 0CO6U 3asBHMKa, BiANOBIAaIbHOI 3a
H.B. OpraHoH, hapmakoHarnsg B Ykpaii.
HigepnaHan 3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34ilCHEHHS1 OCHOBHOT
AisNbHOCTI 3 chapmakoHaraagy.
207. | OPTAMETPUN Tabnetkn no 5 wmr; OpraHoH LLiseiiuapi 3a MOBHUM LIMK/IOM: HigepnaHan BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2844/01/01
® no 30 TabneTok y CeHTpan A H.B. OpraHoH TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 1 lcT TM6X

6nictepy y
KapTOHHI KOopoo6Li

chapmakoHarnsgy. BeefeHHa abo 3miHn o
y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 34jicHeHHs hapmMakoHarsay (Bkayaluu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0CObM 3asiBHUKA,
BiANOBiAabHOI 3a thapmakoHarnAg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaIbLHOI 3a
hapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
mMacTep-aiina cuctemu dpapmakoHarisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.
208. | OPTANEK PO3YUH ANS iH'EKLN, MpuBaTtHe YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15028/01/01
10 mr/mn, no 1 mn B akuioHepH TOBapUCTBO "JIEKXIM - TMNYy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPO6GHMYOT peyenmom
amnyni; no 10 amnyn e Xapkis" AiNbHULI (BKAOYatoum AinbHuLi ana A®l, npomikHoro
y Mayli 3 KapTOHy; TOBapuCTB npoAykTy abo roToBOro ikapcbkoro 3acoby, AinbHULi
no 1 mn B amnyni; 0 "[lekxim 0151 NPOBeieHHSA NakyBaHHS, BUPOOHMKa,
no 5 amnyn B - Xapkis" BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS
6nictepi; no 2 KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
6nictepun y nauui 3 martepiany, peareHTy abo AONOMDKHOT PeYOBUHU
KapTOHY; No 1 mn B (K0 3a3HAYEHO Y A0CbE) BUTYYEHHST BUPOOHMKA
amnyni; no 100 Ai0Y0T PeYOBUHN METUNETUNNIPUANHONY
amnyn y nadui 3 rigpoxnopugy TOB «BIOH», pocilicbka hegepauis. -
KapToHYy 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWI MPOAYKT, WO 3aCTOCOBYETHLCA
npu BUPOBHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y nNpoLeci BUPOBHULITBA) - BHECEHHS
3MiH [0 BUPOBGHMYOro NpoLecy, a caMe BNPOBaKEHHS
aBTOMaTUYHOT iHCMEKUIAHOT MaLLWHW, L0 BUKOHYE
(PYHKLH0 KOHTPOJIIO Ha MeXaHiYHi BKNIOYEHHS Ta
nepeBipKy aMmnyn Ha repMeTUYHICTb. - 3MiHu Il Tuny -
3MmiHu 3 gKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BUXiAHOro/NPOMXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoLeci Adl, abo
3MiHa BMPO6HUKa (BK/TKoYatoun, fe HeobxigHo, micue
npoBeAeHHsA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI €EBpONEnChbkiii
hapmakonei y 3aTBepAXeHOMY [0ChE)(BBEAEHHS
HOBOro BMpOoGHUKa APl 3 HafaHHAM MacTep-haiina Ha
A®|) - BBEJEHHA HOBOrO BUPOGHYMKA AjiH0H0I PeYOBUHU
MeTUNeTUNNIPUANHONY Tigpoxiopugy ToBapucTseo 3
06MexXeHo BignosiganbHicTio «PAPMXIM», YkpaiHa.
209. | NAHFACTPO® TabneTku CaHpo3 CnoBeHia | BMpPO6HULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/13512/01/01
racTpope3nCTeHTHI Papmacb ynakoBka, TeCTyBaHHs, | TypeuuunHa/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsie
no 20 mr, no 7 loTikan3 BUNYCK Cepil; PymyHis/ thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi ae
TabneTok y 6nictepi; a.4a. ynakoBKa, BUMycK MonbLa nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
no 2 abo 4 6nictepn cepii: Jlek ONA MeANYHOro 3aCTOCYBaHHSA
B KapTOHHIlA hapmaueBTUyHa reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKapCbKMX

Kopo6ui; no 14

KOMMaHis A.4a.,

3ac006iB NicNs BHECEHHS TIET camoi 3MiHW Ha
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
TabneTok y 6nictepi; CnoBeHis; pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
no 1 a6o 2 6nictepu BMPOGHMLTBO "in bulk", XOAHUX HOBMX A0AATKOBUX AaHWUX) - 3MiHW BHECEHO
B KapTOHHIii KOpO6L yrnaKkoBKa, TeCTyBaHHS: [0 IHCTPYKLIT ANA MeANYHOro 3acTocyBaHHS
eHBeoH lnak CaHaii NikapcbKoro 3acoby y po3ainu "Baemogis 3 iHwWymMm
Be TikapeT A.C., nikapcbkrMKM 3acobamu Ta iHLWi BUAn B3aemMogiii",
TypeyunHa, "Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii" 3rigHO
TecTyBaHHs: C.K. 3 iHchopmaLlieto Wo40 MeANYHOIo 3aCTOCYBaHHSA
CaHpos C.P.J1.,, pedepeHTHoro sikapcbkoro 3acoby (KOHTPOJ/IOK®,
PymyHis; TabneTky racTpopesncTeHTHI No 20 Mr) BBeAeHHS 3MiH
KOHTPO/b NPOTAroM 6-Tn MiCALiB NiCNA 3aTBEPLKEHHS
Mikpob6iosnoriyHol
yucToTu: HosapTic
Carnvk llga Be Tapim
YpyHnepi CaHali Be
TikapeT A.C.,
TypeyuunHa;
BMPOGHMLTBO "in bulk",
TecTyBaHHA: CaHfo3
Ipyn Carnvk YpyHnepi
Inaknapi CaH. Be Tik.
A.C., TypeuuuHa;
NepBUHHE | BTOPUHHE
nakyBaHHs, KOHTPO/Tb
cepii, BUNYCK cepii:
Nek C.A., MonbLya,;
NepBUHHE | BTOPUHHE
nakyBaHHS, BUMYCK
cepii: lek C.A.,
MonbLua
210. | NAHFACTPO® TabneTku CaHpo3 CnoBeHia | BMpPO6HULTBO "in bulk", CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/13512/01/02
racTpope3nCTEeHTHI dapmacb ynakoBKa, TecTyBaHHs: | TypeuumHa/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
no 40 wmr, no 7 loTikan3 leHBeoH lnak CaHaii PymyHis/ thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi ae
TabneTok y 6nictepi, a.4a. Be TikapeT MonbLa NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

no 2 abo 4 6nictepn
B KapTOHHIlA
Kopo6ui; no 14
TabneTok y 6nictepi,
no 1 a6o 2 6nictepu
B KApPTOHHIli Kopobu,i

A.C.,TypeyunHa,;
NepBUHHE | BTOPUHHE
nakyBaHHs1, BUMYyCK
cepii: lek C.A.,
Monblya; nepBuHHeE i
BTOPVHHE MaKyBaHHS,
KOHTpO/b cepii,
BUNycK cepii: Nlek
C.A., MonbLya;
BMPOGHMLTBO "in bulk",
ynakoBKa, TeCTyBaHHS,
BUWMYCK Cepii;
yrnakoBKa, BUMyCcK
cepii: lek
hapmaueBTuyHa

AN MeAnyHOro 3acTocyBaHHsA
reHepUYHMX/TibpPUAHNX/6I0NOAIGHNX NiKAPCbKMX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XKOLHMX HOBMX A0AATKOBUX AaHKX) - SMiHU BHECEHO
[0 IHCTPYKLIT ANA MeANYHOro 3acTocyBaHHS
nNikapcbKoro 3acoby y po3ainu "B3aemogis 3 iHWrmMm
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco6numBocTi 3acTocyBaHHs", "Mo6iuHI peakwii" 3rigHO
3 iHhopMaLji€elo WoA0 MeANYHOTo 3acTOCyBaHHSA
pedoepeHTHoro sikapcbkoro 3acoby (KOHTPOJ/IOK®,
TabneTku racTpope3ncTeHTHiI no 40 mr). BeeaeHHA
3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepAKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KoMnaHis g.4.,
CnoBeHisi; KOHTPO/Ib
MiKpO6ionorivHOT
yuctotu: HoeaprTic
Carnuk lipa Be Tapim
YpyHnepi CaHali Be
Tikapet A.C.,
TypeyuuHa;
TecTyBaHHs: C.K.
CaHpos C.P.J1,,
PyMyHis;
BMPO6GHMLTBO "in bulk",
TecTyBaHHA: CaHfo3
pyn Carnvk ¥YpyHnepi
Inaknapi CaH. Be Tik.
A.C., TypeyumHa
211. | NEF®UITPACT PO3YUH ANs1 iH'EKLN, MicTtpan AHrnia BUNycK cepii: KOTa HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19748/01/01
MM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan dapma 'v6X, IHAais/ABCTpI MRy - 3MiHu 3 akocTi. APl BupobHuLTBO. 3MiHU B peyenmom
M (6 Mr) y MeHexm HimeuumnHa; A npoteci Bupo6HuuTea A®| (He3HayHa 3MiHa y nNpoLeci
nonepenHLo eHT BUPOBHULTBO rOTOBOI BUpO6HMLUTBA ADI).
HanoBHeHOMY Nimiteq nikapcbKoi hopmu, [Nsa 3HWKEHHA PU3KMKY i3 MOCTAYaHHAM
wnpuui, 1 nepBuHHa Ta 3anpornoHoBaHO asibTepHaTUBHMIA inbTp (Ne
nonepenHLo BTOPUHHA ynaKoBKa, KA1DFLPI6G) 3 naketom Ne 6190-1857H ans
HanoBHEHWIA LNpuLy KOHTpONb cepii: dinbTpavji Buxogy TFF Il ans oTpyMaHHs
y 6nictepi, mo 1 FOCB MPAVBET KOHLIeHTpOoBaHOro po3uuHy lMerdpinrpactumy (A®I).
6nictepy B navui NIMITEAL, IHajs; PepakuiiiHi 3miHn go posginy 3.2.5.2.3
KOHTpONb cepii:
Bena/la63 Mm6X,
ABCTpISl; KOHTPONb
cepii: MIMN
NabopaTtopis
MiKPOBGIONOrYHNX
pocnigpkeHb MM6X,
ABCTpist
212. | NEHTAKCUM® NOPOLLIOK CaHodpi dpaHuis BMPOOHULITBO dpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13010/01/01
BAKUWUHA ANnA | Haemophilus Mactep roToBOro YropLmHa MRy - 3MiHK 3 AkocTi. ADI. KoHTponb A®L. 3miHa y peyenmom
MPO®DINAKTUK | influenzae tuny b Ta Hepo3(acoBaHOro napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
N BUDTEPII, cycneHsisa gns NPOAYKTY, 3aNOBHEHHSA BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
NPABLUA, iH'ekuiii (0,5 mn); no Ta niocpinizayis BUXIAHWA/NPOMKHWI NpoAyKT/pearexT, Wwo
KALUHOKY 1 cpnaxoHy 3 (cbnakoHu), BTOpUHHE BMKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea A®| (iHwwi
(ALENONAPH nopotukom Ta 1 nakyBaHHs1, KOHTPO/1b 3MiHK) -
un nonepegHL0 AKOCTI, BUNYCK cepil: BHeceHHSs 3MiH f0 cnevudikalii TPOMXHWUX NPOAYKTIB
KOMMOHEHT), 3arnoBHeHOMy CaHodi MNacrep, - ouueHoro npasuesoro npoteiHy (Purified Tetanus
noniomMieNITY | wnpuyy (0,5 mn) 3 ®paHLis; NOBHUIA LMK Protein (PTP)) Ta kOHLeHTpoBaHOro NpaBLEBOro
IHAKTUBOBAH | npuvikpinieHoto BMPOGHMLITBA, npoteiHy (Concentrated Tetanus Protein (CTP)) B
ATA rosnkoto (abo 2 3anoBHEHHA Ta npoveci BUpobHMLTBa gjtoyoi pevosnHu Conjugated
BAKUWHA AN | okpemMumu rosikamm), niodpinizauis Haemophilus type b polysaccharide concentrated
MPODINAKTUK | wo mictutb (cbnakoHn), BTOpUHHE (PRP-T), Bupo6HuuTBa CaHodi Mactep, Mapci




149

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
W IHDEKLINA, cycnexsito ans naxkyBaHHs, KOHTPO/b nM'Etyanb, ®paHuis, a came:
CNPUYNHEHWN iH'EKUIl, B KAPTOHHIl AKOCTI, BUNYCK cepil: - fofAaBaHHA BUNPO6YBaHHA Ha BMICT 3a/TMLLKOBOrO
X Kopo6ui; no 1 CaHodpi MacTep, hopmanbgerify Ha ctagil BUSHaYeHHS OUULLLEHOTO
HAEMOPHILUS | dnakoHy 3 ®paHLis; BTOPUHHE npasuesoro npoteiny (PTP) 3 kputepiem
TANY B nopowkom Ta 1 nakyBaHHs1, BUMYCK NPUAHATHOCTI «=158 ug/mi»;
KOH'FOrOBAH nonepegHL0 cepii: CaHodpi-ABeHTIiC - floaaBaHHsA BUNpobyBaHHA AN5 iaeHTudikalii npasua
A, 3anoBHeHoOMyY 3pT., YropwmHa Ha CTagjii KOHLEHTPOBAHOro NPaBLIEBOro NPoTeiHy
AAQCOPBOBAH | wnpuuy (0,5 mn) 3 (CTP);
A NPUKPINIEHOI - MOCUSIEHHSI KOHTPOJI0 MOKa3HMKIB SKOCTI LL040
rosnkoto (abo 2 MOJIEKYIAPHO-PO3MIPHOTr0 po3noginy 3 «=50%» Ha
oKpemMumu ronkamu), «>50%> Ta aHTUreHHol YNCTOTH 3 «=1500 Lf/mg» Ha
LLIO MICTUTb «>1500 Lf/mg» Ha cTagii ounLeHoro npasLEeBOro
cycneHsito ans npoteiny (PTP).
iH'ekuUilt, y
cTaHgapTHO-
€KCMOPTHii
ynakoBLi, fiKka
MIiCTUTbCA Y
KapTOHHI kopobui (3
iHCTpYKLUieo ans
MeaNYHOro
3aCTOCYBaHHS).
MapkyBaHHAM
YKparHCbKO MOBOIO
abo 3i cTikepom
YKPaiHCbLKOI0 MOBOH
213. | NE®PAKE/Ib Kpanni gns CAHYM- HimeuunH CAHYM-Kenbbek HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/11526/01/01
D5 nepopasibHOro Ta Kenbb6ek a M6X i Ko. KI' MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta peyenma
MicLeBoro 'm6X i Ko. thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
3acTocyBaHHsA rno 10 KIr TEKCT MapKyBaHHS NepBUHHOT (M. 3, 4, 6) Ta BTOPUHHOT
My d1akoHi 3 (2, 3, 8, 12, 13, 14, 16, 17) ynakoBKu\ NikapCbKoro
KpanenbHuLeto; no 1 3acoby.
hnakoHy B
KapPTOHHIN nayuj
214. | NIAPOH TabneTkn, BKpUTI TOB Ykpaina BMPOBHULTBO, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsie UA/9270/01/01
o60n10HkKoto, no 500 "TNEADA nepBuHHE NakyBaHHS, TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenma ae
mr, no 10 TabneTok PM NTA" BTOPVHHE NakKyBaHHS, 3MiHU Yy BUpO6GHMLTBI. 3amiHa abo BBeAEHHS

y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI ynakoBLi

KOHTPO/b SIKOCTI,
BWMNYCK cepil
abo
BTOPVHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BUNYCK cepii npoayKuii

[04aTKOBOT AiNIbHUL BUPOBHULITBA /15 YaCTUHU abo
BCbOr0 BMPOGHWNYOTrO MPOLECY roTOBOro NiKapCbKoro
3acoby (gibHMLA AN BTOPUHHOTO NakyBaHHs) -
BBE/IEHHS AiNbHULj 415 BTOPUHHOTO NaKyBaHHSA
npoaykuii i3 in bulk: TOB «MEAPAPM NT/A», 40020,
Ykpaina, Cymcbka 061. M. Cymu, By/. [JaBuA0BCHKOro

i3 in bulk: puropis, 54, BurotosieHoi BupobHukom KUSUM
TOB "KYCYM ®APM", HEALTHCARE PVT LTD, India 3 MmeTOt0 36iNbLUEHHS
YkpaiHa,; 06’emiB BUPOGHULITBA MPOAYKLi Y 3B’A3KY 3 PiLLIEHHAM
a6bo KepiBHMLUTBa KOMNaHii. BBeAeHHs 3MiH NpOTArom 6-Tu
BMPOGHMLITBO, MicsUiB nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHu 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

nepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BMNYCK cepil
abo
BMPOGHMLITBO
npoaykuii in bulk:
KYCYM XENTXKEP
MNBT NTA, Ingis;
abo
BTOPVHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK cepii npoayKujii
i3 in bulk:
TOB "TNEA®PAPM
NTA", Ykpaiva

AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
BUNYCKY cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo JoAaBaHHsA
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaoum KOHTPONbL/BUNPoGYyBaHHSA
cepii - BBE[JEHHSA a/IbTEPHATUBHOIO BUPOOHMKA
Bi4NoBiAa/IbHOro 3a KOHTPO/1b AKOCTI, BUMYCK cepil
npoaykuii i3 in bulk 3 meTolo onTuMmi3awii
BMpo6HMUTBa: TOB «MIEA®APM N1TA», 40020,
YkpaiHa, Cymcbka obnactb, M. Cymu, By/.I puropis
[aBnpoBcbKoro, 54. 3MiHN BHECEHO B IHCTPYKLitO A1
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "Bupo6HuK", "MicLe3HaxoKeHHs BUpOOHUKa
Ta agpeca MicLa NPoBaKeHHs oro gisnbHocCTi" -
BBE[leHHA [104aTKOBOro BUPOOHMKA Ta SK HACNiA0K
3aTBEPAKEHHA TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby. BBeeHHA 3MiH NPOTAroM 6-Tn
MiCsILiB MicNsi 3aTBEPAKEHHS.

215.

MIAPOH

TabneTkn, BKpUTI
060/10HKO0, 10 500
mr, in bulk: Ne2000
(10x200): no 10
Tabnetok y énicrepi;
no 200 6nicTepiB y
KapTOHHIA KOopoo6Li

TOB
"TNEQ®A
PM NTA"

YkpaiHa

KYCYM XE/NTXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKapPCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakyBaHHs) -
BBE/ieHHS AiNbHULi AN18 BTOPUHHOTO NakyBaHHS
npoaykuii i3 in bulk: TOB «MMEAPAPM NT/A», 40020,
Ykpaina, Cymcbka 061. M. Cymu, By/. [JaBnaoBCbKOro
[puropis, 54, BurotossieHol BUpobHukom KUSUM
HEALTHCARE PVT LTD, India 3 MeTOH0 36i/bLUEHHS
06’emiB BUPOGHULITBA MPOAYKL,i Y 3B’A3KY 3 PiLLIEHHAM
KepiBHMLUTBa KOMMaHii. BBeeHHs 3MiH NPOTArom 6-Tu
MicALiB NicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBGHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHsA
BMPOGHMKA, LLLO BIANOBIAAE 3a BBE3EHHA Ta/abo
BWMNYCK cepii) - Bkntoyaroum KOHTPONb/BUNpo6yBaHHA
cepii - BBE[JEHHSA a/IbTEPHATUBHOIO BUPOOHMKA
Bi4NoBiAa/IbHOro 3a KOHTPO/1b AKOCTI, BUMYCK cepil
npoaykuii i3 in bulk 3 meToto onTumi3awii
BMpo6HuUTBa: TOB «MNIEA®APM NTA», 40020,
YkpaiHa, Cymcbka obnactb, M. Cymu, By/.I puropis
[asnaoscbkoro, 54. BBeAeHHSA 3MiH NpOTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

UA/20351/01/01

216.

MIAPOH
POPTE

TabneTku Wwuny4i no
500 mr/65 mr no 4

TOB
"TNEAPA

YkpaiHa

KYCYM XENTXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHM WoAo 6e3nekn/edeKkTnBHOCTI Ta

6e3
peyenma

nionsie
ae

UA/20607/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
TabneTkn y cTpuni; PM NOTAO" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
no 3 ctpunun 'y nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHIiA ynakoBLi ANA MeAYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60o pocnifxeHb 3 6e3Mnekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogijin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekun Ajtoyoi peyoBUHM NapaleTamorn.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA
217. | NIACKNEAVH® | kancynu; no 15 Na6oparty ®paHLis Na6opatyap ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13173/01/01
300 Kancyn y énicrepi; ap EkcnaHcbeHC TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
no 1 a6o no 2 EkcnaHcbe thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nicTepn B KOpoo6Li HC y3araslbHeHVX faHux Npo cucteMy dpapMakoHarnsay
3 KapTOHY (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnng,.
[itoua pepaxuis: Matthieu Brousse. MNponoHoBaHa
pegakuis: Mrs Julie Francisco. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,
BignoBiga/IbHOI 3a dpapMakoHarnsa.
218. | NMC- NOPOLLOK A/1A dapmacaii KaHapa dapmacaiiHc IHK. KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9786/01/01
XONECTUPAMI | opanbHOi cycneHsii, HC [HK. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
H PEFYNAP 3I 4r1/9r,no9r thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
CMAKOM NOPOLLKY B NakeTi, TEeKCT MapKyBaHHS NePBUHHOT (NyHKTK 2, 5, 6) Ta
AMNENbCUHA no 30 nakeTiB y BTOPVHHOI (MyHKTU 3, 6, 17) yNakoBOK /likapCbKOro
KapTOHHI Kopoo6Li 3aco6y. TepmiH BBEZEHHS 3MiH - NPOTAroM 6 micsuiB
nicns 3aTBepKeHHs
219. | NONANPUN A Kancysnu TBepgi, no dapmaues Monbwa dapmaleBTUYHNI MonbLia BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/20335/01/02
5 mr/10 wmr, no 10 TUYHWI 3aBo[, BUMNPAaBEHHSA TEXHIYHUX MOMWIIOK 3rigHO n.2.4. peyenmom
abo 6 kancyny 3aB0[, «MOJIb®APMA» C.A. po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
6nictepi, no 3ab6o 5 | «MNOJIb®A 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6nicTtepis B PMA>» Ne 460), gonyweHnx Npy NPOBEAEHHI Npoueaypv
KapTOHHIA Kopoo6Li C.A. peectpauii (PN UA/20335/01/01; UA/20335/01/02;
UA/20335/01/03; Haka3z MO3 Ykpainu Big 15.01.2024
p. Ne76) B HanncaHHi go3yBaHHSA - 5 +10 Mr Ha
TUTY/BHINA cTOpIHU, B p. «Cknag» B MKA M3 Ta B p.
«Onue» - B onuci kancynu B cneuudikauii M3, wo
MOB'A3aHO 3 HEKOPEKTHUM Nepeknagom. BunpasneHo
TEXHIYHY NOMWJIKY B IHCTPYKLIi 418 MeguyHoro
3aCTOCYBaHHA Ta Yy TEKCTi MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby, AonyLueHy npu npoueaypi
peecTtpauii (Hakaz MO3 YkpaiHu Big 15.01.2014 p. Ne
76), B HanncaHHi gosysaHb. 3ATBEPDKEHO:
Kancynwu tBepai, no 5 mr/5 mr, no 10 mr/5 wr, no 10
Mr/10 mr. 3AMNPOMNOHOBAHO: Kancynu TBepai, no 5
wmr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
220. | nONANPUN A Kancysu Teepgi, no dapmaues Monbwa dapmavleBTUYHNI Monbwa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/20335/01/01
5 mr/5 mr, no 10 a6o TUYHWI 3aBo/ BUNPAB/IEHO TEXHIYHY NOMUIKY B iIHCTPYKUIT ANns peyenmom
6 kancyny 6nictepi, 3aB0[ «MONTb®APMA» C.A. MeLMYHOro 3aCTOCYBaHHS, AONYLLEHY Npu npoueaypi
no 3 abo 5 6nictepi | «MNONIb®A peecTpauii (Hakaz MO3 Ykpainu Big 15.01.2014 p. Ne
B KapTOHHI kopobLyi PMA» 76), B HanucaHHi fo3ysaHb. 3ATBEP)KEHO:
C.A. Kancynwu tBepaj, no 5 mr/5 mr, no 10 mr/5 wr, no 10
Mr/10 mr. BAMPOMNOHOBAHO: Kancynu TBepai, no 5
Mr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
221. | NONANPUN A Kancysnu Teepgi, no dapmaues Monbwa dapmaueBTUYHNI MonbLa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/20335/01/03
10 mr/10 wmr, no 10 TUYHWI 3aBo/, BUNPAB/IEHO TEXHIYHY NMOMUIIKY B iIHCTPYKUIT AN peyenmom
abo 6 kancyny 3aBoj «MOJIb®APMA» C.A. MeAMYHOro 3aCTOCYBaHHS, AONyLLEeHy Npu npoueaypi
6nictepi, no 3a6o 5 | «MNONbdA peecTpauii (Hakaz MO3 Ykpainu Big 15.01.2014 p. Ne
6nicTepis B PMA» 76), B HanucaHHi go3ysaHb. 3SATBEP)KEHO:
KapTOHHIA Kopoo6Li C.A. Kancynu tBepgi, no 5 mr/5 mr, no 10 mr/5 mr, no 10
mr/10 mr. BAMPOMNOHOBAHO: Kancynu TBepgi, no 5
Mr/5 mr, no 5 mr/10 mr, no 10 mr/10 mr
222. | NONTEX ATMNA | Habip gna HauioHasnb Monbwa HavujioHanbHwii LieHTp MonbLua BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | MmisibKu 8 UA/18402/01/01
NPUroTyBaHHS HWiA LleHTp ApepHnx [JocnigxeHb TMny - 3MiHK 3 AkocTi. A®I. KoHTponb A®L. 3miHa y ymoBax
pagiodapmaLeBTny AnepHux mMeTogax BunpobysaHHa APl abo BUXiAHOTO cmayjioHapy
Horo npenapary y [Hocnigxe marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
CKIAHOMY (h/1aKOHi, Hb BMKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa Ad|

no 6 cpnakoHis B
KapTOHHIi ynakoBLi

(BMNyYeHHs meToAy BUMPOOYBaHHA Ans
Adl/peareHTy/NnpoMiXHOro NPoAyKTY, AKLLO
aNbTEepPHATMBHWI METO/ BXe 3aTBEPLKEHNIT) - A came;
BUJTyYEeHHSs 3i cneuudikauii Aito4oi pevoBUHU OAVH i3
MeToZiB nepesipkun igeHTudikauii — 1H AMP. 3miHa He
BM/IMBAE Ha AKICTb, 6e3neKy Ta e(DeKTUBHICTb
npoaykty. 3MiHu | Tuny - 3MiHu 3 aAkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMpo6HMUTBa AD| (4ONOBHEHHA cneuudikauii HoBUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NOKa3HUKOM SIKOCTi Ta BiAMOBIAHUM METOA0M
BMNPOBYBaHHs) - A caMme fofaBaHHs [0 cneuudikauii
TecTy Ha ifeHTudiKaLilo BUXIAHOT CUPOBUHM 3a
ponomoroto 1Y-cnekTpomeTpii. 3miHa He BN/MBae Ha
AKICTb, 6e3neKy Ta ed)eKTUBHICTb NPOAYKTY.

223.

NOCTEPU3AH

cynosuTopii; no 5
CynosuTopiie y
cTpuni; No 2 cTpunn
B KQPTOHHIN nayui

{lp. Kage
dapmaue
TUYHa
dabpuka
m6X

HimeyunH
a

fp. Kage
dapmaueBTnyHa
Pabpuka M16X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IIO
AKOCTI likapCbKoro 3acoby, a came BUKIafeHHs TEKCTY
[ep>XXaBHOK MOBOIO YWHHOTO 3aKOHOAaBCTBA 3
BHECEHHSAM KOPEKTOPCbKMX NPaBOK Mo TekcTy MKA y
BiANOBIAHICTb A0 OpuUriHaSIbHMX MaTepianis
peecTpaujiiiHoro gocbe. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHW) BHECEHHS 3MiH [0 po3ainy “ MapkyBaHHSA" MKA
N3. 3atBeppxeHo: Mapkuposka. MNpunaraetcs.
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPKEHOrO
TEKCTY MapKyBaHHs

6e3
peyenma

UA/4864/02/01

224,

NMOCTEPU3AH

Masb; o 25 ry Ty6i
aNtoMIHIEBIN 3
annikaropom; no 1
Ty6i B KAPTOHHIA
nauu,i

fp. Kane

Papmaues
TMYHa

Pabpuka
6X

HimeyunH
a

fp. Kape
dapmaueBTNYHa
dabpurka M6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpOsb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHu) -
OHOBJ/IEHHS BXE 3aTBEPKEHNX METOAiB KOHTPO/IIO
AKOCTI NiKapCbKOro 3acofby, a came BUKNALEHHS TEKCTY
[lepXaBHOI0 MOBOI YMHHOIO 3aKOHOJaBCTBa 3
BHECEHHAM KOPEKTOPCLKMX NMPaBoK Mo TekcTy MKA y
BiANOBIAHICTb A0 OpuUriHaNIbHWUX MaTepianis
peecTpauiiiHoro gocbe. 3MiHu | Tuny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 po3g4iny “ MapkyBaHHS"
MKSA N3.
3arBepaxeHo: Mapkuposka. lNMpunaraetcs.
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPXEHOr0
TEKCTY MapKyBaHHS.

6e3
peuyenma

UA/4864/01/01

225,

NMPAAAKCA®

Kancysnu Teepfi no
110 mr: no 10
Kancyn y énicrepi;
no 6 6nictepis y
KapTOHHI KOpOOL;

BepiHrep
IHrenbxan
M
IHTepHeLw
HA TMBEX

HimeyunH
a

BepiHrep IHrenbxaiim
dapma M'mb6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3MiHu I
TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMU, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKUIT 415 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKOro
3acoby A0 po3ainis "®apmakosioriyHi BnacTueocTi"
(peparyBaHHA nepeknagy Ta yTo4YHeHHs iHgopmadir),
"MokasaHHs" (pegaryBaHHs nepekniagy),
"MpoTunokasaHHs", "B3aeMogia 3 iHWMMUN NiKapCbKUMu
3acobamu Ta iHWi BuAW B3aemogiii", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y Nepiog BaritHoCTi

3a
peyenmom

He
niosnsie
ae

UA/10626/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

abo rogyBaHHSA rpyaai0" (BHECEHI YTOUHEHHS
iHchopMmawii 3 6e3nekn BiANOBIAHO A0 AAHKX
3aBepLUeHnx gocnimkeHs), "Cnocié 3acTocyBaHHA Ta
[o3n" (pegaryBaHHs nepeknagy Ta geTanisauis
iHdhopmawii), "AiTn" (pefaryBaHHA nepeknagy ta
YTOUHeHHs iHchopmawii), "MepenosysaHHsa", "Mo6iYHI
peakujii”. BBeAeHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.

226.

NMPAJAKCA®

Kancysu TBepgi no
150 wr: o 10
Kancyn y énictepi;
no 3 abo no 6
6nictepiB y
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxaw
M
IHTepHeLw
HN TM6X

HimeyunH
a

BepiHrep IHrenbxaiim
dapma M'mbX i Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHSA y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 hapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKLiT 415 MEeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3ainis "®apmakonoriyHi BiactusocTi”
(peparyBaHHs nepeknagy Ta yTo4HeHHs iHgdopmadii),
"Moka3aHHsa" (pegaryBaHHs nepekniagy),
"MpoTrnokasaHHs", "B3aeMogisa 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
ab0 rogyBaHHA rpyaa” (BHeCEHi yTOUYHEHHS
iHchopmawii 3 6e3nekn BiANOBIAHO A0 AAHWX
3aBepLUeHNX JochigkeHb), "Cnocib 3acTocyBaHHS Ta
no3un" (peparysaHHA nepeknagy Ta getanisawis
iHchopmawii), "Mepeno3syBaHHs", "Mo6iuHI peakwji”
TakoX BHECEHI pejakTopChbKi MpaBku A0 Migpo3ainy
"OCHOBHI (Di3NKO-XiMi4HI BNacTUMBOCTI".
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyermom

He
niosnsie
ae

UA/10626/01/03

227.

NMPAAAKCA®

Kancynv TBepai no
75 mr no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 6nicTepis y
KapTOHHI KOopoo6Li

BepiHrep
IHrenbxan
M
IHTepHeLw
HN TM6X

HimeyunH
a

BepiHrep IHrenbxaiim
dapma M'mbX i Ko. KI

Himeyunna

BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
LAaHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIYHUMK JaHUMK Ta
AaHvMu 3 hapmakoHarnsgy. 3miHM BHECEHO A0
IHCTPYKUIiT N8 MEeAMYHOro 3acTOCyBaHHS NikapCbKoro
3acoby Ao po3ainis "®apmakosoriyHi BnacTneocTi"
(peparyBaHHs nepeknagy Ta yTo4HeHHs iHdhopmadiir),
"MokasaHHs" (pegaryBaHHs nepeknagy),
"MpoTunokasaHHsA", "B3aemogisa 3 iHWMMKW NiKapCbKUMu
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHS y Nepiog, BariTHOCTI
abo roflyBaHHsA rpyaato” (BHeCeHi yTOUHEHHS
iHbopmawii 3 6e3neku BiANOBIAHO A0 AaHWX
3aBepLleHnx gocaimkeHs), "Cnocib 3acTocyBaHHsA Ta

3a
peyenmom

He
nionsie
ae

UA/10626/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o

3acoby ynakoska) Hs nocsioYyeHHs1
[o3n" (pegaryBaHHs nepeknagy Ta geTanisauis
iHdhopmawii), "AiTn" (pefaryBaHHA nepeknagy ta
YTOUHeHHs iHchopmawii), "MepenosysaHHs", "Mo6iYHI
peakujii”. BBeAeHHS 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

228. | NPUCMACO/1 2 | po3uuH gns BeHTiB Benbris BIE®GOE MEAITAN ITanis BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a He UA/13428/01/01
reModpinbTpaLii Ta Benbris C.NA. 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nidnse
remogianisy no 5000 C.P.N. noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne ae
My 460). TepmiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis
[BOKOMMOHEHTHOMY nicnsa 3aTeeppkeHHs. 3MiHv | Tvny - 3miHu Woao
MiLLKY 3 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHuwi
nonisiHinxnopuay 3MiHK). 3MiHWM BHECEHO A0 IHCTPYKLiT 415 MegUYHOro
(mane BiggineHHs 3aCTOCYBaHHS NikapcbKoro 3acoby Ao posginy "Cnocio
250 mn i Benuke 3acTocyBaHHA Ta 031" LWoA0 MOX/IUMBOCTI
BiggineHHsa 4750 mn, AesiHchikyBaTn NopT A48 iH'EKLiI NiKapCbKoro 3acooby.

AKi po3ginse TepMiH BBeZleHHS 3MiH - NPOTArom 6 micsuiB nicns
KPUXKUIA HINenb i B 3aTBEPKEHHS.
NOEPIBCbKOMY
3'eiHyBavi
NPUCYTHIN KNanaH
ab0o KpUxkuii
Hinenb), Wo
ynakoBaHuii B
nposopy
6aratoLlapoBy
nAiBkKy; Mo 2 Millkn y
KapTOHHI kopobLyj;
no 5000 mn y
[BOKOMMNOHEHTHOMY
MiLLIKY 3
nonionediny (Mane
BigaineHHa 250 mn i
Be/INKe BiAAiNeHHs
4750 mn, aki
po3gainse izonsuiiva
neyartka i B
TOEPIBCLKOMY
3’egHyBavi
NPUCYTHIN KNanaH),
LLI0 yraKkoBaHuii B
npo3sopy
6araTowapoBy
NAIBKY; M0 2 MilLKN y
KapTOHHI KOopoo6Lli

229. | NPUCMACO/ 4 | po3unH gns BeHTiB Benbris BIE®GODE MEAITAN ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa 3a He UA/13428/01/02
remoqinbTpavii Ta Benbris C.N.A. 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom niosnsie
remogianisy, no C.P.N. noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne ae
5000 mny 460): TepmiH BBEEHHSA 3MiH - MPOTSAroM 6 MicauiB
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
[BOKOMMOHEHTHOMY nicnsa 3aTeepgpkeHHs. 3MiHv | Tuny - 3miHu Woao
MiLLKY 3 6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
nonisiHinxnopuay 3MiHK) 3MiHW BHECEHO A0 IHCTPYKUii 415 MeguyHoro
(mane BiggineHHs 3aCTOCYBaHHS NiKapcbKoro 3acoby Ao posainy "Cnocio
250 mn i Benuke 3acTocyBaHHA Ta 031" WoA0 MOX/IMBOCTI
BiggineHHsa 4750 mn, [Ae3iHgikyBaTV NopT AJ1s1 iH'eEKLA Nikapcbkoro 3acoby.
AKi po3ginse TepMiH BBEZEHHS 3MiH - NPOTArom 6 micsyiB nicns
KPUXKUIA HiNenb i B 3aTBEPKEHHS.
NOEPIBCLKOMY
3'eHyBavi
NPUCYTHIN KNanaH
ab0o KpUXKuii
Hinenb), Wo
ynakoBaHuii B
nposopy
6aratoLlapoBy
nniBKy; Mo 2 Millkn y
KapTOHHiiA Kopo6L;
no 5000 mn y
[BOKOMMNOHEHTHOMY
MiLLIKY 3
nonionediny (Mane
BigaineHHa 250 mn i
Be/INKe BiAAiNeHHs
4750 mn, aki
po3gainse izonsuiiva
neyatka i B
TOEPIBCLKOMY
3’egHyBavi
NPYCYTHIN Knanax),
LLIO yraKkoBaHuii B
npo3sopy
6araToapoBy
NAIBKY; MO 2 MilLKN y
KapTOHHI Kopoo6Lli
230. | NYCTUPHUKA Tpasa pizaHo- MpAT YkpaiHa MpAT "MikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/5987/01/01
TPABA npecosaHa, no 100 r | "“/iktpasun” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
y nayvkax 3 CuncTeMa KoHTeliHep/3aKynoptoBasibHUA 3aci6 (iHLWi
BHYTPILLHIM NakeTom 3MiHM) - BHECEHHS 3MiH O HOPMYBaHHS NOKa3HUKIB
«laeHTudikauis (30BHILLHI 03HaKN)» (4oA4aBaHHA onucy
NNiBKW NakyBasbHOI ); «TOBLYMHA MANIBKW» (YTOUHEHHSA
[ONyCTUMMX HOPM MokasHuKa) crnevmdikauii 3
KOHTPO/I0 NEePBUHHOTO NakKyBaslbHOrO Matepiasty As
ynakoBku no 100 r y nayui 3 BHYTPILLHIM NakeTomM
(nniBka nakysBasibHa (NEPBUHHA)).
231. | PAMIMEA® Tabnetku, 2,5 Megokemi Kinp BMPOGHMLITBO 3a ManbTta/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/10154/01/01
KOMBI mr/12,5 wmr; no 10 nTa NOBHWUM LK/IOM: Kinp TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
TabneTok y 6nictepi; Axtasic 1TAl, ManbTa,; dhapmakoHarnsgy (iHwi 3mMiHn) 3miHW BHECEHO A0 ae
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 3 6nictepn y BMPOGHMLITBO IHCTPYKUIiT AN MeANYHOro 3acTOCyBaHHS NiKapCbKoro
KapTOHHIA Kopoo6Li Hepo3hacoBaHOro 3acoby B po3ginin "OcobnnBOoCTi 3aCTOCYBaHHA",
NPOAYKTY, KOHTPO/b "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
SKOCTi, [03BiN Ha iHhopMauii woao 6e3nekn 3acTocyBaHHSA Aitoyoi
BUNYCK cepil: peyoBuHM (rigpoxnopoTiasng). TepmiH BBeAEHHS 3MiH
Mepokemi 1T - NPOTArOM 6 MICALIB MiCNA 3aTBEPLKEHHSA
(UeHTpasnbHuii
3aBsog), Kinp;
nepBuHHE Ta
BTOPVHHE NaKyBaHHS:
Megokemi NT/, (3aBog
AZ), Kinp
232. | PAMIMEA® Tabnetku, 5 mr/25 Mepokemi Kinp BMPOGHMLITBO 3a ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/10154/01/02
KOMBI mr; no 10 TabneTok nTa NMOBHUM LMK/OM: Kinp TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
y 6nictepi; no 3 Axtasic 1T, ManbTa; hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0 ae
6nictepu y BMPOGHMLITBO IHCTPYKUIiT AN MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
KapTOHHIA KOopooLi Hepo3(hacoBaHOro 3acoby B po3ginin "OcobnnBoCTi 3aCTOCyBaHHA",
NPOAYKTY, KOHTPO/b "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
SKOCTI, [03BiN Ha iHhopMauii woao 6e3mnekn 3acTocyBaHHS Aitoyoi
BUNYCK cepil: peyoBuHM (rigpoxnopoTiasug). TepmiH BBeAEHHS 3MiH
Megokemi 1T - NPOTArOM 6 MICALIB MiCNA 3aTBEPKEHHS
(UeHTpanbHuii
3aBog), Kinp;
nepBuHHE Ta
BTOPVHHE NaKyBaHHS:
Mepnokemi NT] (3aBog
AZ), Kinp
233. | PEMIIDKEKT PO34UH ANS iH'EKLN, Amakca Benuka OHKo lnay CaHai Be TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18821/01/01
25 mr/mn no 0,4 mn Nt BpuTaHis TigpxapeT A.LLL. My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
(20 mr), 0,6 mn (15 hapmakoHarnsay. 3miHa y KopoTKiil XapakTepucTuLi ae

mr), 0,8 mn (20 mr),
1mn (25 mr)y
nonepeaHL0
3anoBHeHOMY
wnpuyi; no 1
LINpULy pasom i3
BOya0BaHO
iH'EKL|IIHOIO TOJIKOH
B KOHTYPHIli
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B KapTOHHIi kopobuyi

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHi [0 TEKCTY iHCTPYKUiT 415 MeaNYHOro
3aCTOCYyBaHHSA NikapCcbKoro 3acoby y po3ainu
"B3aemogis 3 iHWVMU nikapcbknMm 3acob6amu Ta iHLwi
BMAM B3aemogijin”, "OcobmMBOCTi 3aCTOCyBaHHS",
"Mo6ivHI peakuil Wwoa0 6e3nekn 3acTocyBaHHA AitoUoil
pevoBuHM 3a pekomeHgauieto PRAC EMA. - 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,il
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perysispHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapcbKoro 3acoby,
ab0 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHI [10 TEKCTY IHCTPYKUiT Ans
MeLNYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3gin "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” Wwoao 6e3nekn 3acTocyBaHHs
Aito4oi peyoBrHY 3a pekomeHgauieio PRAC EMA
(pekoMeHaau,ji LWoa0 KoHTpauenuii 415 YonoBikiB).

234.

PEHENIKC
CIMAr. NEKA

Kpanni opasibHi no
30 mn, no 50 mny
dhnakoHi; no 1
dhnakoHy B
KapTOHHI ynakosLi

MEKAHA
HATYPXA
MNbMITT
Eflb TM6X

HimeyunH
a

MEKAHA
HATYPXANBMITTE
Nb TM6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[itova pegaxkuis: Ap. Pyponbd Kypue / Dr. Rudolf
Kurze. MNponoHosaHa pegakuis: Mari JaHiena Xene /
Mrs. Daniela Hehle.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 3asBHNKA,
Bi4NoBiga/IbHOI 3a dhapMakoHarnsa.

Ees
peyenma

UA/13604/01/01

235.

PEHENIKC
CNAT. NEKA

Kpansni opasibHi no
30 mn, no 50 mny
dnakoHi; no 1
dhnakoHy B
KapTOHHI ynakoBLi

MEKAHA
HATYPXA
NNbMITT
ENb M6X

HimeyunH
a

MEKAHA
HATYPXANNBMITTE
Nb rM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 chapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3MiHa KOHTaKTHOT
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. flitova pegakuis: Cyxix IpuHa MuxaiinisHa.

6e3
peuyenma

UA/13604/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MponoHoBaHa pepakuis: LaxsaTtoBa Hatanis
MukonaiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag B
YKpaiHi.
236. | PUBOCTUH TabneTkn, BKpUTI dapmacaii KaHapa dapmacaiiHc IHk. KaHapa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13396/01/01
o060510HKOI0, Mo 35 HC IHK. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Mr, N0 4 TabneTkn y thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO B TEKCT
6nictepi, no 1 MapKyBaHHS1 NePBUHHOI (MYHKTU 4, 6) Ta BTOPUHHOI
6nictepy y (nyHkTK 3, 6, 8, 17) ynakoBOK NiKapCbKoro 3acooby.
KapTOHHIA KopooLi TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
237. | PUCNETPUN TabneTkun, BKPUTI dapmacai Kanaga dapmacaiiHc IHk. Kanaga BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3656/01/02
060/10HKOI M0 1 Mr HC IHK. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 60 TabneTok y thapmakoHarnsaay (iHwi 3MiHn) BHeceHO He3HauHi
hnakoHax 3MiHW Y TEKCT MapKyBaHHS NepBUHHOI (d/1aKoH,
nyHkTU 3, 17) Ta (6nictep, NyHKTH 4, 6), a Takox
BTOPWHHOI (MyHKTK 3, 17) ynakoBOK NiKapCbKoro
3aco6y. TepmiH BBeEHHS 3MiH NpOTSArom 6 Micsiuis
nicnsa 3aTBepKeHHs
238. | PUCNETPUN TabneTkun, BKPUTI dapmacaii Kanaga dapmacaiiHc IHK. KaHapa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3656/01/03
060J1I0HKOI MO 4 Mr; HC IHK. TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 60 TabneTok y hapmakoHarnsagy (iHwi 3MiHn) BHeceHO He3HauHi
hnakoHax 3MiHW Y TEKCT MapKyBaHHS NepBUHHOI (d/1aKkoH,
nyHkTH 3, 17) Ta (6nictep, NyHKTH 4, 6), a Takox
BTOPWHHOI (MyHKTK 3, 17) ynakoBOK NiKapCbKoro
3aco6y. TepMiH BBeeHHS 3MiH NPOTArom 6 MicsiLis
nicns 3aTBepKeHHs
239. | PUCNETPUN TabneTkun, BKpUTI dapmacaii KaHapa dapmacaiiHc IHk. KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3656/01/05
060/10HKO0 M0 2 Mr HC [HK. MRy - 3MiHK LWoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom
no 60 TabneTok y thapmakoHarnagy (iHwi 3MiH1) BHeceHo He3HauHi
hnakoHax, no 10 3MiHM Yy TEKCT MapKyBaHHS1 NePBUHHOI (h/1aKoH,
Tabnetok y énicrepi; nyHkTn 3, 17) Ta (6nictep, NyHKTH 4, 6), a Takox
no 2 6nictepu y BTOPUHHOI (NyHKTU 3, 17) ynakoBOK NikapCbKoro
KapTOHHIA Kopoo6Li 3acoby. TepMmiH BBeZleHHS 3MiH NPOTArom 6 MicsiLis
nicns 3aTBepipkeHHs
240. | PMOAMMOILNH TabneTkn BKPUTI NoniH IHgis Tonin Nlimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11941/01/01
+IBOHIA3UA+E | o60n0HKOM0, Mo 28 Nimiteq TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
TAMBYTONY Tabnetok y énicrepi; thapmakoHarnagy. BeegeHHs abo 3miHu go
rigPOXNOPUA | no 24 6nictepn B y3araslbHeHVX faHux Npo cucteMy dpapMakoHarnsgy

KapTOHHIA KOopoo6Li

(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;

KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
dhaiina cuctemu chapmakoHarnsgy) - 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BigNOBifa/IbHOT 3a
thapmakoHarnag. ditova pegakuis: Dr. Priya Prasad.
MponoHoBaHa pepakuis: Dr. Chitra Bargaje. 3miHa
KOHTaKTHUX JaHNX YOBHOBaXKEHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YkpaiHi. [itoua pegakuis: Bondar Galyna Aleksiivna.
MponoHoBaHa pegakuyis: Onyshchuk Liudmyla /
OHuwyk liogmuna BanepiiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
thapmakoHarnsg B YkpaiHi. 3MmiHa MicL,e3Haxo4KeHHs
mMacTep-alina cuctemu hapmakoHarnisgy. 3MiHa
Micust 34iICHEHHS OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy
241. | PICT-HOPMA rpaHysu; no 10 r MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4625/01/01
rpaHysn y neHani "HauioHan [omeonaTnyHa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
nonimepHomy, no 1 bHa Cninka" thapmakoHarnagy. BeegeHHs abo 3miHu fo
neHany B nauui 3 Fomeonat y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
KapToHy; a6o no 10 r nyHa (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
rpaHyn y gnakoHi 3 Cninbka" thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KpuLLKoto, no 1 BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
dhnakoHy B navui 3 KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
KapToHy; abono 5r 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
rpaHyn y KOHTeliHepi BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3 [03yBaHHAM, No 2 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTeliHepy B naui KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
3 KapTOoHY thaiina cuctemu papmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
thapmakoHarnsag. fitoya pegakuisi: TkadeHko TeTsHa
MeTpisHa. MponoHoBaHa pepakuis: Enb Kasnb
Hatanis HOpiiBHa.
242. | PO3NITPEK® Kancynu Teepgi no TOB Ykpaina BMPOOHULITBO cuwA/ BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a UA/19842/01/01
100 wmr; no 30 «Pow Hepo3dacoBaHoro LLBeiuapis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Kancyn TBepaux y YkpaiHa» nikapcbKoro 3acooby, chapmakoHarnsgy. BHecenHs abo 3miHa(n) fo
naswui; no 1 BUNPOGYBaHHSA 3000B'A3aHb Ta YMOB Bugadi peecTpauiiiHoro
NAALWLI Y KAPTOHHIMN KOHTPOJI0 SIKOCTi Npu noceigyeHHs, Bktovarouy MnaH ynpasniHHA pyu3nkamm
KopooLi BUMYCKY Ta (3acTocyBaHHA 3MiH(M), sKi(a) BUMaratoTb(€)
cTabinbHoCTI: noAasibLIOro 06rpyHTyBaHHA HOBMMMW AOAATKOBUM
KartaneHT IMpiHBinn AaHVMK, L0 MaloTb HaJaBaTUCs KOMNETEHTHUM
IHk., CLLUA; OpraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa
BUNPOBYBaHHA KOMMNETEHTHUM OpraHom). 3asBHUKOM HaJaHo

KOHTPOJO SIKOCTI:
Mikpob6iosoriyHa
yucrora:
®.XothpmaHH-/15 PoLu
NTa, Wseiiuapis;
BUNPOGYBaHHSA
KOHTPO/I0 SIKOCTi Npu

OHOB/IEHUI MnaH ynpasniHHA pu3nkamu Bepcis 5.2.
3MiHV BHeCeHO [0 YacTuH | «3arasibHa iHpopmavis»,
Il «Creundikanis 3 6e3nekn», VI «Pestome nnaHy
ynpaBniHHS pusnkammu», VIl «ogatkun», 3 MeTo
BijOOPaXKeHHS OCTaTOYHO 3aTBEPMKEHVX MOKa3aHb Ta
[03YBaHHA AN NejiaTpuyHuX nawieHTis, Ha nigcrasi
KiHIYHOro ornsgy, NiaTBEpMKEHHS 3aTBEPKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BMNYCKy Ta 3MiH B KpaiHi 3asBHVKa/BMpo6HMKa. Pestome lMnany
cTabinbHoCTI, KpiM ynpaBsiHHA pu3ukamu Bepcis 5.2 gogaeTbes.
MiKpO6ionorivHOT
YMCTOTH, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS,
BUMYCK Cepii:
®.XohdpmaHH-/15 PoLu
Nitp, WBeliuapis
243. | POSNITPEK® Kancysnm Teepai no TOB Ykpaina BMPOBHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a UA/19842/01/02
200 wr; no 90 «Poww Hepo3dacoBaHoro LLBeiuapis TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
Kancyn TBepaux y YkpaiHa» nikapcbKoro 3acooby, thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
naswuyi; no 1 BMNPOGYBaHHS 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NAAWLI Y KAPTOHHIM KOHTPOJII0 SIKOCTi Npu nocBiAgYeHHs, BkIoYaouy MaaH ynpasniHHSA pyu3nkamm
Kopoobui BUMYCKY Ta (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
cTabinbHOCTI: NnoAasIbLIOro 06rPYHTYBaHHS HOBYMMW A04ATKOBUM
KaTaneHt IpiHBinn AaHUMK, WO MaoTb HaAaBaTUCA KOMMETEHTHUM
IHK., CLLUA; OpraHoMm, OCKiflbK/ BUMaraeTbCs CyTTEBA OLjiHKa
BUNPOBYBaHHSA KOMMETEHTHVM OpraHoM). 3assBHUKOM HagaHo
KOHTPOJIO SIKOCTi: OHOB/IEHUIA MnaH ynpaBniHHA py3vkamu Bepcis 5.2.
Mikpo6ionoriyHa 3MiHV BHECEHO [0 YacTuH | «3arasibHa iHhopmaLis»,
yucroTa: Il «Cneunddikauis 3 6e3nekn», VI «Peslome nnaHy
®.XohcpmaHH-/15 PoLu ynpaBniHHA pu3nkamu», VIl «JogaTkn», 3 METOD
N1, Weeiiyapis; BiJ0GpaXKeHHA OCTaTOYHO 3aTBEPMKEHYX MOKa3aHb Ta
BMNPOBYBaHHSA [03yBaHHA 415 nejiaTpuyHnX nauieHTis, Ha nigcrasi
KOHTPO/IO AKOCTi Npu KNiHIYHOrO ornsgy, NiATBEPMKEHHS 3aTBEPIKEHHS
BUMYCKY Ta 3MiH B KpaiHi 3asaBHUKa/BUPO6HKKa. Pe3tome MnaHy
CTabiNbHOCTI, Kpim ynpas/iHHA pu3nkamu Bepcis 5.2 gogaetbes.
MikpobiosioriyHol
4MCTOTH, MEPBUHHE Ta
BTOPVHHE NaKyBaHHS,
BUWMYCK Cepii:
®.XohpmaHH-/15 Pow
Nitp, Wseiiuapis
244. | CANMIUUNOBA PO3YUH HALLKIpHWIA AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis:3miHu | bes UA/7041/01/01
KNCNOTA cnupToBuii, 20 "®Papmak” My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma

mr/mn, no 25 mny
dhnakoHi; no 1
dhnakoHy B nauu,i 3
KapToHYy

thapmakoHarnagy (iHwi 3MiHn)

BHeceHO He3HauHi 3MiHN Y TEKCT MapKyBaHHs
nepBuHHOI (M. 6) Ta BTOPMHHOI (N. 16, 17) ynakoBku
NiKapcbKoro 3acoby, a TakoX YyTOUYHEHO iHhopmaLito

LLiOZ0 NoroTury.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
3MmiHu | TYny - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu)

OHOB/1EHO TEKCT MapKyBaHHSA MepBUHHOI Ta BTOPUHHOT
yNaKkoBKM /liKapCbKOro 3acoby, a came BUTy4YeHO
iHchopMmalito, 3a3HaueHy poCiliCbKO MOBOH).
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicnas
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aTBEPMKEHHS.
245. | CANIOPANBK rpaHynu Op. danbk | HimeyuunH BignoBiganbHuii 3a HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/3745/01/04
racTpope3nCTeHTHI dapma a BWMYCK Cepiii TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionse
NPOJIOHrOBaHoI Aji M6X KIHLLEBOTO NPOAYKTY: thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui ae
nol15r;no2,79r Op. danck Papma NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
rpaHyn y nakeri vm6X, HimeuuunHa; ONA MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
«[lpaHy-CTuke»; no BUPOGHWK A030BaHOT OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCbKoro 3acoby,
35 nakeTiB y KOpoOLi ¢opmMu, NepBuHHe, a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3 KapTOHY BTOPUHHE NaKyBaHHSA 3aco6y B micnapeecTpaviiiHvii nepiod, abo sk
Ta KOHTPO/Ib AKOCTI: pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
NosaH ®apma M'vbX, BIAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
HimeuuunHa; dapbin (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
dapma 'vbX, opraHoM. 3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
HimeyunHa; BUPOGHUK, 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
BiANOBigabHUI 3a "Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
nepBUHHE, BTOPUHHE BiANOBIAHO A0 pekomeHaauin PRAC.
nakyBaHHs Ta
KOHTPONb AKOCTI:
NozaH ®apma M'm6X,
HimeuunHa,
Bunpo6HuK,
BiANOBiAa/IbHWIA 32
BTOPVHHE NaKyBaHHS:
INokcecc dapma Mm6X,
HimeuyunHa; BUPOGHMK,
BiAnoBiganbHUii 3a
KOHTPO/b AKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'm6X, HimeuunHa;
BMPOGHUK,
BiAnoBiganbHUii 3a
KOHTPO/b AKOCTI:
anncavieg PAPBII
ApuHaiimitTens M6X,
HimeuunHa
246. | CANIOPANbK cycneHsis Op. ®anbk | HimeyuunH BignoBiganbHuii 3a HimevunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/3745/02/01
pekTanbHa, 4 1/60 T; Papma a BUWMYCK Cepiii Lseiiuapis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
no 60 r cycnexsii y 6X KIHLLEBOrO NPOAYKTY: thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi ae

KNi3mi; no 7 Kni3am y
6nictepax B KOPOOLi
3 KapTOHY

Ap. danck dapma
M6X, HimeuuunHa;
Brpo6Huk fo3oBaHoi
opmu, nNepBriHHe Ta
BTOPUHHE NaKyBaHHSA,
KOHTPONb AKOCTI:
KoppgeH dapma
Ppibypr Al
LiBaviHigepnaccyHr

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3NeKN NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoM) 3MiHM BHECEHO [0 iHCTPYKLIT A58 MeANYHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ETTiHreH, WBeiiyapis;
NosaH ®apma M'vbX,
HimeuunHa,;
Brpo6HuMKK,
BignoBifasbHI 3a
KOHTPOb AKOCTI:
NozaH ®apma M'vbX,
HimeuunHa; KopgeH
dapma Ppibypr CA,
LLiseiiuapis; bioeksam
Ar, LLiseliuapis;
HaykoBo-gocnigHwia
iHCTUTYT Xennenep
m6X, HimeyunHa

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiNOBIAHO [0 pekomeHAaaLin PRAC

247.

CANODA/BK

rpaHynun
racTpope3nCTeHTHi
NPOMOHrOBaHoI Aii
no3r;no558r
rpaHyn y nakeri
"I'paHy-CTnkc"; no
50 nakeTiB y KOpoobLi
3 KapTOHY

[p. ®anbk
dapma
M6X

HimeyunH
a

BignosiganbHuii 3a
BUWMYCK Cepiii
KIHLLeBOro NpoAyKTY:
Ap. ®anck Papma
M6X, HimeuunHa;
Bupo6HWK fo30BaHOT
dopmu, NepBrHHE,
BTOPVIHHE MakKyBaHHSA
Ta KOHTPO/b AKOCTi:
NosaH ®apma M'vbX,
HimeuumnHa; dapbin
dapma 'vbX,
HimeuunHa,;
Brpo6HWK,
BiAnoBiganbHUii 3a
NnepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'vbX,
Himeuunha;
Bunpo6HuK,
BiANOBigabHNI 3a

BTOPWHHE NMaKyBaHHA:

Jlokcecc dapma
'm6X , HimeuunHa,
BMPOGHUK,
BiAnoBiganbHUii 3a
KOHTPO/b AKOCTI:
HaykoBo-gocnigHwi
iHCTUTYT Xennenep
'm6X, HimeuunHa;
BMPOGHUK,
BiAnoBiganbHUii 3a
KOHTPO/b SKOCTI:

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJIIOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3gainiB "Oco6mBoCTi 3acTocyBaHHsA" Ta "Io6GiyHi
peakuii" BignosigHo Ao pekomeHaauili PRAC

3a
peyernmom

He
niosnsie
ae

UA/3745/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
anncavieg PAPBI
ApuHaiimitTens M6X,
HimeuynHa
248. | CAHOOCTATU NMOPOLLOK ANs HoBaprTic LLiBeiiuapi | BTOpMHHE NakyBaHHS, LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3miHu | 3a UA/1537/02/02
H® NAP cycneHsii ans dapma Al A BUNycK cepii rotoBoro | HigepnaHamn TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
iH'ekyin no 20 mr; 1 npoaykty: HosapTic / AscTpis/ cepTudikaT BignoBigHOCTI EBpoNeNichKii
h1aKoH 3 MOPOLUKOM dapwma LTeitH AT, Icnanis thapmakonei/moHorpadii. NogaHHs HoBOro abo
y BUrnsagi Lseiiyapis; OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
Mikpocdhep y Brpo6HMUTBO, BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpoONeNiChKii
KOMM/IEKTI 3 KOHTPO/b AKOCTI, thapmakonei: ana A®l; gns BuxigHoro
PO3UYNHHVKOM nepBUHHE NaKyBaHHS maTepiany/peareHTy/MpomiKHOro NPOAYKTY, Lo
(natpito PO3YMHHMKa Ta BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
Kapmenosy/HaTpito anbTepHaTUBHWI [OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
KapbokcumeTunuen BUPOGHUK ANs €Bponelicbkiit hapmakonei) - HoBuii cepTudpikaT Ha
107103y, MaHiT (E BTOPWHHOIO HecTepwubHUIA AdI, aknin Byae BUKOPUCTOBYBaTUCS
421), Bogy pns nakyBaHHS roToBOro AN BUPOBGHMLITBA CTEPUSIBHOTO /iKapcbkoro 3acoby,
iH'eKUIl, npoaykty: A66oTT AKLLO BOAA BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
nonokcamep 188) no Bionomxukanc b.B., CMHTE3Y Ta matepian He BiflbHWiA Bif, 6akTepiaibHUX
2 MmNy nonepeHbo Higepnanaw; ©HA0TOKCUHIB. MofgaHHA HOBOrO cepTudikaTa
3anoBHEHOMY Brvpo6HMuTBO BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
LUNpUL Ta OAHO0 Hepo3dacoBaHoro 2020-229 - Rev 01 ans gitoyoi pevosuHn Octreotide
rOJIKOI Ta OAHUM NpoAyKTY, KOHTPO/b Bif HOBOro BMpo6HMKa Bachem AG (80NOBHEHHS).
ajantepomM B SAKOCTi, NEPBUHHE 3MiHu | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO.
KapTOHHI KOopoo6Li nakyBaHHS MOPOLLKY: 3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOro
Hosaprtic NPoAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
$apmacbloTukan BUpo6HMYOMY npoueci A®I, ab6o 3miHa BUPO6HMKA
MaHydhakTypiHr T'M6X, (Bknrovaroun, ae HeobxigHO, MicLe NPOBEAEHHS
ABCTPIsl; KOHTPO/b KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
SAKOCTi MOPOLLKY 3a BiANOBIAHOCTI EBponeiickkili hapmakonei y
BCiMa napameTpamu 3aTBEPKEHOMY [OCLE)(3MiHM [0 3aX0AiB, NOB'A3AHUX
3a BUK/IIOYEHHAM 3 koHTponem A®l, abo foAaBaHHsA finbHULI, Ae
MOEKY/IAPHOI Macu NPOBOAUTLCS KOHTPO/Ib/BUNPOBYBaHHSA cepii).
nonimepy: [onasaHHA AinbHULI, Ae NPOBOANTLCA
CaHpos 'm6X, KOHTpO/b/BMNpo6oByBaHHSA cepii A®| Octreotide -
ABCTpIst; BUNYCK cepil: Bachem AG.
Hosaprtic
®apmacbioTuka, C.A.,
Icnanis
249. | CAHAOCTATU NMOPOLLOK A/1A HoBaprtic LLiseiiuapi BTopuHHe nakyBaHHA, LLisenuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/1537/02/03
H® NAP cycneHsii ans dapma Al A BUNYycK cepii rotoBoro | Higepnavan TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
iH'ekyjii no 30 mr; 1 npoaykTy: HosapTic | ABcTpis/ cepTudpikaT BignoBigHOCTI EBponelickkiii
h1aKoH 3 MOPOLLKOM dapwma LTeitH AT, Icnanis thapmakonei/moHorpadii. NMogaHHs HoBOro abo

y BUrNagi
Mikpocdoep y
KOMMEKTi 3
PO3UYNHHVKOM
(HaTpito
Kapmenosy/HaTpito

LlBeiiuapis;
BupobHuuTBOo,
KOHTPO/b SKOCTI,
NepBUHHE NaKyBaHHS
PO3YMHHMKa Ta
aIbTEPHATUBHUN

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[OMOMDKHOI pe4yoBMHM (cepTudiikaT BiANOBIAHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KapbokcumeTuayen BVPOGHVK 415 €Bponelicbkin hapmakonei) - HoBuii ceptuddikaT Ha
10103y, MaHiT (E BTOPVHHOIO HecTepunbHWn AdI, saknit 6yae BUKOPUCTOBYBATHCS
421), Bogy ons nakyBaHHS1 FOTOBOr0O 07151 BAPOOHULTBA CTEPUIBLHOMO NikapCbKoro 3acoby,
iH'EKLNA, NPOAYKTY: AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
nosnokcamep 188) no AB6OTT Bionomxukasnc CWHTE3Y Ta MaTepian He BiflbHWiA Bifg 6akTepianbHUX
2 mMny nonepegHb0 B.B., Higepnanau; €HJ0TOKCUHIB. MNogaHHsA HOBOroO cepTudikara
3aMnoBHEHOMY Brpo6HMUTBO BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
LINpuLi Ta O4HO Hepo3hacoBaHOro 2020-229 - Rev 01 gnsa gitoyoi pevouHu Octreotide
rO/IKOKO Ta OfHUM NPOAYKTY, KOHTPO/b Bifi HOBOro BMpO6HMKa Bachem AG (80NOBHEHHS).
afantepom B AKOCTI, NepPBUHHE 3MiHn | TUny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
KapTOHHIA Kopoo6Li nakyBaHHs NMOPOLLKY: 3MiHa BUPOGHMKa BUXiAHOrO/MPOMiXHOro
Hosaprtic NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
dapmacboTrKan BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
MaHydakTypiHr M'M6X, (BKtOYaroum, e HeobXiAHO, Micue NPOBeAEHHS
ABCTPIfl; KOHTPONb KOHTponto skocTi) APl (3a BigcyTHOCTI cepTuddikata
AKOCTi MOPOLLKY 3a BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
BCiMa napameTpamu 3aTBEpMKEHOMY [0CbLE)(3MiHM [0 3aX0/iB, NOB'A3aHMX
3a BUK/TIOYEHHAM 3 KOHTponem Adl, abo foaaBaHHs AinbHULI, Ae
MOJIEKY/IAPHOT Macu NMPOBOAUTLCS KOHTPOJIb/BUNPOGYBaHHS cepii).
nonimepy: CaHgo3 [JofasaHHs AinbHuL, Ae NPOBOANUTLCS
'M6X, ABCTpIS; BUMYCK KOHTpO/b/BMNpo6oBYyBaHHSA cepii A®| Octreotide -
cepii: HoaprTic Bachem AG.
dPapmacbioTuka, C.A.,
Icnanis
250. | CAHOOCTATU MOPOLLOK ANs HoBaprTic LLiBeiiuapi | BTOpMHHE NakyBaHHS, LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3miHu | 3a UA/1537/02/01
H® NAP cycneHsii ans dapma Al A BUNycK cepii rotoBoro | HigepnaHamn TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
iH'ekyin no 10 mr; 1 npoaykty: HosapTic / AscTpis/ cepTucikaT BignoBigHOCTI EBpoNeNchKii
h1aKoH 3 MOPOLLUKOM dapwma LTeitH AT, Icnanis thapmakonei/moHorpadii. NogaHHs HoBOro abo

y BUrnsagi
Mikpocdhep y
KOMNekTi 3
PO3UYNHHVKOM
(ratpito
Kapmenosy/HaTpito
KapbokcumeTuauen
107103y, MaHiT (E
421), Bogy ans
iH'eKUIl,
nonokcamep 188) no
2 MmNy nonepeaHbo
3anoBHeHOMY
LUNpUL Ta OA4HO0
FOMIKOK0 Ta OfHUM
afanTepom B
KapTOHHI KOopoo6Li

LLiBeiiuapis;
Brpo6HMLTBO,
KOHTPO/b SIKOCTI,
NepBUHHE NaKyBaHHS
PO3YMHHMKA Ta
anbTepHaTUBHWIA
BUPOGHUK ANs
BTOPVHHOIO
nakyBaHHS roToBOro
npoaykty: A660TT
Bionogxukanc b6.B. ,
HigepnaHgu;
Brvpo6HMuTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/Ib
AKOCTi, NEPBVHHE
nakyBaHHS1 MOPOLLKY:
HoBaprTic
dapmacbioTuKan
MaHydhakTypiHr T'M6X,

OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudpikaT Ha
HecTepwubHUA AdL, sknin Byae BUKOPUCTOBYBaTUCSH
AN BUPOBGHMLITBA CTEPUIIBHOTO /iKapcbkoro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCS HA OCTaHHIX eTanax
CMHTE3Y Ta matepian He BiflbHWiA Bif, 6akTepiaibHUX
€HJOTOKCUWHIB. MNogaHHsA HOBOrO cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
2020-229 - Rev 01 ans gitoyoi pevosuHn Octreotide
Bif HOBOro BMpo6HMKa Bachem AG (80NOBHEHHS).
3MiHu | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BUpo6HMYOMY npoueci A®I, a6o 3miHa BUPO6HMKaA
(BKNHOYaKOUN, Ae HeobXiAHO, MiCLe NPOBeAEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
ABCTPIsi; KOHTPO/b KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
AKOCTi NOPOLLKY 3a BiANOBIAHOCTI EBponeiickkili hapmakonei y
BCiMa napameTpamu 3aTBEPKEHOMY [LOCLE)(3MiHM [0 3aX0AiB, NOB'A3AHUX
3a BUK/IIOYEHHAM 3 koHTponem Adl, abo foaaBaHHA fiNbHULI, Ae
MONEKYAPHOI Macu NPOBOAUTLCA KOHTPOJ/Ib/BUNPOBYBaHHSA cepii).
nonimepy: CaHgo3 [opasaHHA AinbHULI, Ae NPoBOAUTLCSA
'mM6X, ABCTpIsi; BUMYyCK KOHTpO/b/BMNpo6oByBaHHSA cepii A®| Octreotide -
cepii: Bachem AG.
Hosaprtic
dapmacbiotuka, C.A.,
Icnanis
251. | CAHLEQ - 1000 | nopowok Ans CeHc IHAiA CeHc Jlabopatopic IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/19070/01/01
pO3unHy ANs iH'ekuiin | JSlabopaTo Met. NTa,. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
no 1000 wmr; no 1 pic M.T. thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi ae
hnakoHy 3 Nra. NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
MOPOLLKOM Y AN MeAnYyHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
KapTOHHI ynakoBLi OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT An1s
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby B
po3ainu "OcobnmBocTi 3acTocyBaHHsA", "T06GIYHI
peakuii" BigNoBiAHO 4O OHOBMEHOI iHhopMaLii 3
6e3nekun fjloyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
6-T1 MicsUIB Nicns 3aTBEPKEHHS
252. | CENNCENT® Kancynu no 250 mr, TOB Ykpaina Brvpo6HMuTBO ITanis/ BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a UA/6612/01/01
no 10 kancyny «Poww Hepo3cacoBaHol LLBeiuapis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nictepi; no 10 YkpaiHa» NPOAYKLT; NakyBaHHS, chapmakoHarnsgy. BHecenHs abo 3miHa(n) fo
6nictepiB y BUNPOGYBaHHSA 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
KapTOHHIM nayui KOHTPOJO SIKOCTI: noceigyeHHs, BktoYarouy Mnax ynpasniHHA pyu3nkamm
Jenbthapm MinaHo, (3acTocyBaHHA 3MiH(M), sKi(a) BUMaratoTb(€)
C.P.N., Itanis; noAasibLIOro 06rpyHTyBaHHA HOBMMMW AOAATKOBUM
MakyBaHHS, BUMYCK AaHVIMK, L0 MatoTb HaJaBaTUCH KOMNETEHTHUM
cepii: ®.XohdmaHH- OopraHoMm, OCKiNlbK/ BUMaraeTbCs CyTTEBA OLjiHKa
Na Pow T, KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaZaHo
LLiBeiuapis; Bunyck OHOB/IeHUI MnaH ynpasniHHA pu3vkamu Bepcis 1.2.
cepii: ®.XohdmaHH- 3MiHV BHECeHO [0 YacTuH: | «3arasibHa iHthopmaL,isn»
Na Pow T, Il «MnaH 3 chapmakoHarnsagy» VI «logatkm»
LLisefiuapis (mopatkm 1-8) y 3B'A3KY 3 HaAaHHAM 40AaTKOBOI
iHbopmaLii WoA0 OUiHKN PO3LUMPEHHNA NoKasaHb 415
nefiaTpyyHMX NaLieHTiB Ta BUAANIEHHS 3Be4EeHOT
Tabnumui 4oAAaTKOBUX 3aX04iB 3 hapmakoHarnsgy.
Pestome MnaHy ynpasniHHA pu3nkamu sepcis 1.2
fofaeTbes
253. | CUBA30H® IC Tabnetkn no 0,005 r; | Tosapuct YKpaiHa ToBapuCTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu | 3a UA/4828/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 10 TabneTok y BO 3 [0[aTKOBOK TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 2 [o[aTKoBO BiANOBiAA/IbHICTIO thapmMakoHarnagy (iHwi 3MiHK).
6nicTepu B nayw, 10 "IHTEPXIM" OHOB/1EHO TEKCT MapKyBaHHSA NMepBUHHOI Ta BTOPUHHOT
Bignosiga yMakoBKM MikapcbKoro 3acoby, a came BUTy4eHO
NbHICTIO iHhopMaLito, 3a3HaYeHy pOCiiCbKOH MOBOHO.
"IHTEPXI BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
M" 3aTBEPAKEHHSA
254. | CUBA3OH® IC Tabnetkn no 0,01 r; ToBapuct YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4828/01/02
no 10 TabneTok y BO 3 [0[aTKOBOK TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
6nictepi; no 2 [o[aTKoBO BiANOBIAA/bHICTIO thapmakoHarnagy (iHwi 3MiHK).
6nictepu B nayw, 10 "IHTEPXIM" OHOB/IEHO TEKCT MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
Bignosiga yMakoBKM NikapcbKoro 3acoby, a came BUTy4eHO
NbHICTIO iHchopMaLito, 3a3HaYeHy POCIiCbKOH MOBOH).
"IHTEPXI BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
M" 3aTBEPAXEHHA
255. | CAMETUKOH TabneTkun, BKPUTI TosapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/15907/01/01
060/10HKO0, Mo 125 BO 3 06MexeHo TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
Mr, Mo 7 TabneTok y 06MexeHo BiANOBIAAbHICTIO Ta/abo afpecu 3asiBHMKA (B/1aCHUKA PEECTpaLiiiHOro
6nicTepi; no 2 10 "®apmavueBTuyHa nocsigyeHHs). 3mMiHa agpecu 3asBHVKa
6nictepu y kopobui 3 | Bignosiga hipma "BepTtekc"
KapToHy NbHICTIO (BMPOGHMLTBO 3
"Papmaue npoaykuii in bulk
BTWYHA ToBapwucTBa 3
hipma 06MeXeHo
"BepTekc” BiANOBIAALHICTIO
"@apmavueBTnyHa
KoMnaHisa "3gopos'a”,
YkpaiHa)
256. | CUHIYNAP® TabneTku, BKPUTI OpraHoH LLiseiiuapi Brpo6HMK Benvka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/10208/01/03
nNiBKOBOKO CeHTtpan a Hepo3dacoBaHol BpuTaHis/ TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKo10, Mo 10 IcT TM6X NPOAYKLUiT, NepBNHHA Benbrisi/ thapmakoHarniagy. BeegeHHs abo 3miHu go
mr; no 14 TabneTtok Ta BTOPUHHA Higepnanan y3ara/ibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy

y 6nicTepi; no 2
6nictepn B
KapTOHHIA Kopoo6Li

ynakoBKa, KOHTPOS1b
SIKOCTi: OpraHoH
dapma (UK) Nimites,
Benuka bputaHis;
MNepBnHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPOb AKOCTI,
[03BiN Ha BUMYCK
cepii: Mepk Wapn i
[oym B.B.,
HigepnaHnaw; [o3Bin
Ha BUMyCK cepii:
OpraHoH XelicT 68,
Benbris

(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUCTEMY
hapMakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;

KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
3[iiCHEHHS (hapMakoHarnsay B YKpaiHi, SKLWO BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32 hapmakoHarsg,. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAaIbHOI 3a
thapmakoHarnsg B YkpaiHi. 3miHa MicLLe3Hax04KeHHS
MacTep-haiia cuctemy papmakoHarasgy. 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MicuUst 34iACHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
257. | CONNIAH® 200 Tabnetkun no 200 wr, TOB Ykpaina OENBb®APM ADKOH ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/4292/01/03
Mr Ne 30 (10x3): no 10 "CaHodi- TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y énictepi; ABeHTIC thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 3 6nictepu B YkpaiHa" y3araJibHeHUX AaHuX Npo cuctemy dhapmakoHarnsgy
KapTOHHIA KOopooLi (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
MicLe3HaxX0KEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy
258. | CONoaKun KopeHi; no 50 r abo MpAT Ykpaina MpAT "“NlikTpasu" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/5695/01/01
KOPEHI no 100 r y naykax 3 "NikTpasn" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
BHYTPILLHIM CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
naketom; no 1,5ry 3MiHW) - BHECEHHS 3MiH [0 HOPMYBaHHS MOKa3HVKiB
iNbTp-nakeTi; no «laeHTubikauis (30BHILLHI 03HaKW)» (f0AaBaHHsA onucy
20 dhinbTp-nakeTiB y NAiBKN NakyBasIbHOI ); « TOBLYMHA MAIBKM» (YTOYHEHHS
nayui; no1,5ry [0NyCTUMUX HOPM NOKa3HWMKa) cneumdikawii 3
iNbTp-nakeTi; no KOHTPO/I0 NEPBUHHOIO NakyBaibHOro Matepiany ans
20 dhinbTp-nakeTiB y ynakoBku o 50 r Ta no 100 r y nayui 3 BHYTPILWHIM
nayui 3 BHYTPILIHIM nakeTom (nniska nakyeasibHa (NepBUHHA)).
nakeTom
259. | CONMY-KOPTE® | nmopowok ans Mdpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/9873/01/01
PO34UHY AN151 iH'EKLLIA IHK. MeHtodek4ypuHr YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi peyenmom nionsie
no 100 wmr, 1 cpnakoH Benbria HB MO3 YkpaiHu Ne 238 Big 11.02.2025 - 3miHu |l Tuny - ae
3 MOPOLLKOM Y 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta
KapTOHHI kopobuyj; thapmakoHarnsay. 3MiHU y KOPOTKill XxapakTepucTumLi
25 dpnakoHis 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
MOPOLLKOM Y NiAJOHi AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
ons LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
TpaHCnopTyBaHHSA AaHnMu 3 chapmakoHarnsagy - 3MiHu BHECEHO A0
(6e3 BTOPUHHOT IHCTPYKUiT 4151 MEANYHOTO 3aCTOCYBaHHS NiKapCbKOro
ynakoBKK) 3acoby Ao posainis "MpoTunokasaHHs", "OcobnnBoCTi
3actocyBaHHs", "Mob6iyHi peakuii” BignosigHO A0
iHchopmawii 3 6e3nekun nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 9-Tu MicAUIB Nic/A 3aTBEPAKEHHS.
260. | CMEKTPINA MOPOLLOK A/1A Mepak HimeuunH Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/17474/01/01
KOHLeHTpaTty Ans lesenblia a BiAnoBiAace 3a TIny - 3miHn 3 skocTi. A®l. Cuctema peyernmom
pPO34nHY ANs T hrop MapKyBaHHS, KOHTeliHep/3akKynopoBasibHWii 3aci6 (iHLWi 3MiHW) -
iHcysii, no 10 000 KniHiwe BTOPWHHE NaKyBaHHSA 3MiHa meTofy cTepwnisauii NepBNHHOT yNakoBKM
Of;1a6o5 Lneuiasb Ta 3a BMNyCK cepil: AiH0401 peYOBMHM 3 raMMa-ONpPOMIHEHHS! Ha
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

h1aKkoHiIB 3
MOPOLLKOM Y
KapTOHHiiA Kopo6Li

npenapar
e M6X

Mepak lesenbwadt
chrop KAiHiwe
Lneuianbnpenapare
M6X, HimeuunHa;
Bupo6HuK, Lo
BiAnosigae 3a
BMPOGHMLTBO rOTOBOT
nikapcbKoi dhopmu,
nepBUHHE NaKyBaHHS,
BMMNPOBYBaHHA/KOHTPO
b AAKOCTI:
NiokoHTpakT MM6X,
HimeuunHa

PEHTreHIBCbKE ONPOMIHEHHS. BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALiB Micna 3aTBepakKeHHs. 3MiHu |l
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(cyTTeBa 3miHa y
6ionoriyHoOMy/iMmyHONOr4YHOMY/IMYHOXIMIYHOMY METOA)
BMUNpoByBaHHA abo MeTofi, Y KoMy
BMKOPVCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, a6o iioro 3amiHa) - BNPOBaAXEHHS
kBanidikaLiiHoro npoTokony ans in-house
CTaHAapTHOro 3paska A/1a [il40i PeYOBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAXKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(3miHa 3HaxoAMTbCA No3a 3aTBEPAKEHNMU
[0NyCTUMVMU MexaMmu cneuudikadiin) - 3MiHa
[0NYCTUMMX MEX A/15 NoKasHMKa «KoHUeHTpauis
6inka» 3 40-48 mr/chnakoH Ha 38-46 Mr/chnakoH y
cneumdikauii MN3. BBeeHHSA 3MiH NPOTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS.

261.

CTOMMIrPEH

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO0, 1Mo 100
Mr; Mo 3 TabneTkn y
6nictepi; no 1
6nictepy B nauui

AT
"KNIBCbK
nn
BITAMIHH
nn
3ABOJ"

YkpaiHa

AT "KVTBCBKII
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKkun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ziny "Mo6iyHi peakyii” BiANOBIAHO 4O OHOBEHOI
iHdhopmaLii 3 6e3nekun Aikyoi pevyoBUHN
(cymaTpunTaHy) 3rigHo 3 pekomeHpauismu PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsie
ae

UA/7229/01/02

262.

CTOMMIrPEH

TabneTku, BKPUTI
nNiBKOBOK
060/10HKO0, M0 50
Mr; Mo 6 TabneTok y
6nictepi; no 1
6nicTepy B nauui

AT
"KNIBCbK
nn
BITAMIHH
nn
3ABOJ"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ1IOBAHOIO 3BiTY 3 6GE3NEKN NiKapCbKoro 3acoby,

3a
peyenmom

He
nionsie
ae

UA/7229/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCIMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMNaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii A1
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” BiANOBIAHO 1O OHOBNEHOI
iHbopMmaLii 3 6e3nekun Aityoi pevyoBUHN
(cymaTpunTaHy) 3rigHo 3 pekomeHgauisamu PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS
263. | CYTAMAAEKC- | po3uuH ans iH'ekuin, Mictpan AHrnis BMPOGHMLTBO rOTOBOT HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/19867/01/01
BICTA no 100 mr/mn, no 2 Kenitan nikapcbKoi dhopmu, Yecbka TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsie
maabono5wmny MeHexm nepBMHHA ynakoBka, Pecny6nika hapmakoHarnsay. 3miHa y KopoTKiil XxapaKTepucTuLi ae
dhnakoHi; no 10 eHT KOHTPO/b AKOCTI: NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
hnakoHiB y Nimiteq Baccepbyprep 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
KapTOHHI Kopoo6Li ApuHarimiTTenbBepk OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
M6X, HimeyunHa; abo gocnigxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
KOHTPO/Ib cepil 3acoby B nicnspeecTpauiliinii nepios, abo sk
(chiznKo-xiMiuHWiA), pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
Bunyck cepii: CiHTOH BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
XicnaHisi, C. /1., (3MiHY Y3rofXeHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
Icnanis; KOHTPO/b opraHom) - 3MiHV BHECEHO A0 iIHCTPYKLii ANns
cepii: KBiHTa-AHaniTika MeJMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby B
C.p.o., Yecbka po3ain "Mo6ivHi peakuii” BigNoBiAHO A0 OHOBMEHOT
Pecny6nika; iHchopmawuii 3 6e3neku gjroyoi peyosuHn. BBeaeHHA
KOHTpPO/b cepii 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepAKEHHS
(6ionoriyHnii,
CTepW/bHICTb): Jlabop
N1C CE eHg Ko. KT,
HimeyumHa; BTOpUHHA
ynakoska: CBYC
dapma a.c., Yecbka
Pecny6nika
264. | cynbniPnA Tabnetkn no 200 mr TOB YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4832/02/01
no 12 tabneTok y «TeBa OnepeiiwH3 MNonaHg, TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyernmom
6nictepi; no 1 YkpaiHa» cepTudpikaT BignoBigHOCTI EBponeiickkiii

6nicTepy B kopobuy;
no 15 tabneTok y
6nictepi; no 2
6nictepn B KOpOo6L

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEeHWIA cepTudiikat
Bifl y)Ke 3aTBepPKEHOro BUPOBHVKa NoAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchbkili
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

thapmakonei Ne R1-CEP 2011-074 - Rev 03
(3aTBEepmxeHo: R1-CEP 2011-074 - Rev 02) ons Adl
cynbnipuay Bif, BXe 3aTBEPAXEHOro BUPOGHMKa
ICROM S.R.L., ITanis. - 3miHu | TNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWI/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTI (Hanpvkiag, BUly4eHHs 3acTapifioro
rokasHuKa)) BUTyYeHHS nokasHuka «MikpobionoriyHa
yucToTa» 3i cneyudikawlii 4ito4oi peyoBMHU Cynbnipna
BMpo6Huka ICROM S.R.L., ITanis.

265.

cynbnipPng

Kancynv TBepgai no
50 mr, no 12 kancyn
y 6nicTepi; no 2
6nictepun y Kopobui

TOB
«TeBa
YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaxg,

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBEPKEHOr0 BUPOOHUKA NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2011-074 - Rev 03
(3atBepaxeHo: R1-CEP 2011-074 - Rev 02) ana A®I
cynbnipuay Bif, BXXe 3aTBEPAXEHOro BUPOGHMKa
ICROM S.R.L., ITanis. - 3miHu | TMNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikadin Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneungikauiax Ha A®l, abo BUXIZHWIA/MPOMIDKHWI
npoAayKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y Npoueci
BUPOGHMLTBA AD| (BUTYUYEHHS HE3HAYHOIO NOKa3HUKa
AKOCTI (HanpvKnag BUyYeHHs 3acTapinioro
NnoKasHuKa)) BUyYeHHs nokasHuka «MikpobionoriyHa
yucToTa» 3i cneundikavii Aivo4oi peyoBrHU cynbnipua
BMpobHuka ICROM S.R.L., ITanis.

3a
peyenmom

UA/4832/01/01

266.

cynbniPng

Karcynv TBepai no
100 mr, no 12
Kancyny énicrtepi;
no 2 6nictepu y
KopoobLi

TOB
«TeBa
YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

Monba

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans

3a
peyenmom

UA/4832/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEep/)KEHOro BUPOBHVKa NoAaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne R1-CEP 2011-074 - Rev 03
(3aTBEepaxeHo: R1-CEP 2011-074 - Rev 02) gns Adl
Cynbnipuay Bif BXe 3aTBEPXEHOr0 BUPOOHMKA
ICROM S.R.L., ITanisi. - 3MiHun | TMny - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BU1yyYeHHs 3actapinoro
nokKasHuka)) BUNyYeHHs nokasHuka «MikpobionoriyHa
ymcToTa» 3i cneyudikauii A4ilo4oi pe4yoBMHM CynbMipua
BupobHuka ICROM S.R.L., ITanis.

267.

CYCNPIH®

po3unH ansa
opasibHOro
3acToCyBaHHs, 4
mr/5 mn;

no 50 mn y dpnakoHi;
no 1 cpnakoHy
pasom 3 MipHUM
CTakaH4YMKoOM B
KapTOHHI ynakoBLi

TOB
"TNEADA
PM NTA"

Ykpaina

TOB "KYCYM ®APM",

YkpaiHa
abo
TOB "TNNIEA®APM
NTA", Ykpaiva

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeeHHS
[04aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOOGHNYOro NPoLEecy roToBOro Nikapcbkoro
3acoby (OinbHMLS, Ha sKili NpoBOAATLEA ByAb-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHs, 4151 HECTEePU/IbHUX NiKapCbKnx 3acobiB).
CynyTHSA 3MiHa- 3MiHM 3 AKOCTI. [OTOBUIA NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
[0[4aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKapPCbKOro
3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) - 3MiHN
3 KoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
OiNbHWL| BUPOOHULTBA /18 YacTHK abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AinbHMUSA ANA NEPBMHHOIO NakyBaHHs). BBeAeHHA
anbTepHaTUBHOro BMpo6Huka TOB "TNME®APM
NTA", YKpaiHa, BignoBiganbHOro 3a BUPOGHULTBO,
NepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKOro
3aco06y. [N NPONOHOBAHOr0 BUPOOHKKA BBOAUTHLCA
ynakoBka - dp1iakoH no 50 M.
3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby, a came 0NOBHEHO
po3ainamu "BUpo6HUK" Ta "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBamXEHHS Moro
[ISNbHOCTI" Y 3B'A3KY 3 BBEEHHSM 40aTKOBOrO
BUPOGHMKA Ta K HACNI[OK - 3aTBEPAKEHHA TEKCTY
MapKyBaHHS1 yNakoBKW JlikapcbKoro 3acoby ans

3a
peyernmom

He
niosnsie
ae

UA/18325/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
[0AaTKOBOrO BUPOOHMKa. BBEAEHHA 3MiH NPOTAroM 6
MicALiB nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuid 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOThCA
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOr0
NiKkapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHKKa, WO BiAMOBIAAE 3a BBE3EHHS Ta/abo
BMMNYCK cepii) - Bktovaoum KOHTPOb/BUNPOGYBaHHS
cepii. BBefieHHs1 aflbTepHaTUBHOTO BUpo6HUka TOB
"TNEAPAPM NTA", YkpaiHa, BignoBiganbHOro 3a
KOHTpONb Ta BuUnyck cepii MN3. 4na nponoHOBaHOro
BMPOOHUKA BBOAUTLCS ynakoBka - dsiakoH no 50 M.
3MiHN BHECEHO B IHCTPYKLiIO 4151 MEANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby, a came AONOBHEHO
posginamu "Bupo6Huk" Ta "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBaKeHHS Moro
OiSNbHOCTI" y 3B'A3KY 3 BBEAEHHAM 4,04aTKOBOro
BMPOOHUKA Ta SK HACNIAOK - 3aTBEPIKEHHSI TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ans
[04aTKOBOro BUPOGHYKa.
BBefeHHs1 3MiH npoTarom 6 micAuis nicns
3aTBEPMKEHHS.

268. | TAHTIBEPT cnpeii Ans poToBoi Tosapuct Ykpaina BUNYCK cepil: YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/16355/02/01
NOPOXHUHYK, 1,5 BO 3 ToBapucTBo 3 TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
mr/mn, no 30 mny 06MeXeHo 0bMexeHoto Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTpaLiiHOro
donakoHi 3i ckna abo 10 BiANOBIAA/bHICTIO noceifyeHHs). 3MiHa agpecu 3asBHUKa
3 nnacTuky; no 1 Bignosiga "®apmaueBTnyHa
dhnakoHy 3i cnpeii- NBHICTIO thipma "BepTtekc”,

[,03aTOpPOM Y "®apmaue YkpaiHa,;
Kopoo6Li BTUYHA BCI cTagii uykny
thipma BMPOGHULITBA KpiM
"BepTekc"” KOHTPOJO SIKOCTI:
ToBapucTso 3
06MeXeHoI0
BiANOBIAA/bHICTIO
"GapmMaLeBTNYHa
thipma "BepTtekc”,
YkpaiHa,;
BCI cTagii ukny
BVMPOGHMLTBA, KpiM
BUNYCKY cepil:
ToBapucTso 3
06MeXeHoI0
BIANOBIAA/LHICTIO
"papmMaLeBTNYHa
KommaHisa "3gopoB'sa",
YKpaiHa
269. | TAHTYM cnpeii Ans poToBoi AsieHge ITanis AsieHge Kimike PiyHiTe ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/3920/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BEPAE® NOPOXHWHK, 1,5 Kimike AHXeniHi dpaHuecko Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocCTI/IE- peyenma
mr/mn; no 30 mny PiyHite AK.P.A®. C.nA. cepTudikaT BignoBigHOCTI EBponeiickkiii
hnakoHi 3 ARXeniHi thapmakonei/moHorpadii. NMogaHHs HoBOro abo
Hebynalizepom; mo 1 | ®paHueck OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
dhnakoHy y o - BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHI Kopoo6Li AK.P.A®. hapmakonei: gna A®l; ans BUxigHOro
C.n.A. mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0

BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepL)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne CEP 2021-203 - Rev 01
(3aTBepmxeHo: RO-CEP 2021-203 - Rev 00) gns
Aitoyoi pevosrHy Benzydamine hydrochloride Big Bxe
3aTBepaAXeHoro BupobHuka AZIENDE CHIMICHE
RIUNITE ANGELINI FRANCESCO - A.C.R.A.F. S.P.A.
3MiHn | TURY - 3MiHK 3 aKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpoAYKT/peareHT, Wo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(BMNyYEeHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro NokasHuka)) BUIy4YeHHs i3
cneuudikauii Ansa givovoi peyosmHu Benzydamine
hydrochloride nokasHuka «Benzene < 2.0 ppm» (Gas-
chromatographic determination). 3miHu | TURYy - 3MiHK
3 aKkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTi (Hanpukiag, BUIy4YeHHs 3acTapinoro
noKasHuKa)) - BUNyYeHHs i3 cneuudikauii ans giroyvoi
peyoBuHU Benzydamine hydrochloride nokasHuka
Particle size (Sieving); 98% through 30 mesh. 3miHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONYCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro rnokasHuka)) - BUTyYEHHS i3
crneundikavii 4na gitoyoi peyoBuHn Benzydamine
hydrochloride nokasHuka «Char. Of water solution»
(Visual and olfactory determination). 3miHu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapiforo nokasHyka)) - BUNy4YeHHs i3
cneuudikauii ansa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka Colour of solution (Visual
evaluation): Not more colour than of the matching fluid.
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, Wo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(BMNyYEeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BW/TYHYEHHS 3aCTapiforo nokasHyka)) - BUNy4YeHHs i3
cneuudikauii Ansa givovoi peyosmHn Benzydamine
hydrochloride nokasHuka pH of 10% solution
(Potentiometric determination): 4.00-5.50 - 3miHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONYCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYyYEHHSA HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro rnokasHuka)) - BUTyYEHHS i3
crneundikavii 4na gitoyoi peyoBuHu Benzydamine
hydrochloride nokasHuka Primary amines (Colorimetric
method): <0.01% as Anthranilic acid - 3minun | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(BMlyYEeHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapiforo nokasHyka)) - BUNy4YeHHs i3
cneuudikauii ansa gitovoi peyosmHn Benzydamine
hydrochloride nokasHuka A (1%, 1 cm 306 nm)
(Spectrophotometric determination): 155-165 - 3MiHu |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(BMNyYeHHs HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro nokasHuka)) BUIy4YeHHs i3
cneuudikauii Ansa givovoi peyosmHu Benzydamine
hydrochloride nokasHuka Melting Point (Automatic
determination): 158.5-160.0°C - 3MiHu | TUNYy - 3MiHK 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTi (Hanpukiag, BUI1y4YeHHs 3acTapiforo
noKasHuKa)) BUMyYeHHs i3 cneuudikauii Ans giroyoi
peyoBuHU Benzydamine hydrochloride nokasHuka lonic
Chloride (Automatic electrometric titration): 9.95-
10.55% - 3miHu | TMNy - 3MiHK 3 AkocTi. ADl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®l, ab0 BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYyYEHHSA HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) BUyYEHHS i3
crneundikavii 4na gitoyoi peyoBuHn Benzydamine
hydrochloride nokasHuka Sulphates as Na2S04 (Limit
test): £0.05% - 3MiHn | TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
AKOCTI (Hanpvkiag, BUly4eHHs 3acTapinioro
NnoKasHuka)) BUNy4YeHHs i3 cneumaikauii 4nsa airoyoi
peuoBuHM Benzydamine hydrochloride nokasHuka
Readily Carbonizable Substances (Visual evaluation):
Yellow solution which does not turn brown by 5
minutes.

270.

TE3NAWNP

PO3YUH ANS iH'EKLN,
210 mr/1,91 mn (110
Mr/MA); pO3UnH ANs
iH'exUin y
nonepeaHLo
HanoBHEHOMY
Lnpuui
0[HOPa30BOro
BVIKOPUCTaHHS i3
HE3HIMHOIO ro/IKOt0
i3 3aX1CHUM
KOBMaykoMm Ta
obmexyBayem xomy
nopLuHs; no 1

AcTtpa3eH
eka Ab

LLiBeuis

MonepedHbO
HarnosHeHul wnpuy:
Brpo6HMuTBO
nikapcbKoro 3acooby,
nepBUHHE NaKyBaHHS,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI:
AmMreH MaHydekuypiHr
Nimiteq (AML),
CnonydeHi Wrtatn
(CLUAY);
BunpobyBaHHs
KOHTPO/O AKOCTI:
AwmreH IHk. (AMreH

nonepegHsL0 TayseHg Oykc abo
HanoBHEHOMY ATO), CnonyueHi
npuy LWratn (CLLA);
0/IHOPa30Boro BTOopvHHE nakyBaHHs

CnonyJeHi
Wrartun
(CwAy/
LLiBeuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKM MiKapCbKOro
3acoby y n. 12 "HOMEP PEECTPALLINHOIO
MOCBIAYEHHA".

3a
peyenmom

UA/20682/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BUKOPWCTaHHA y (KomnnekTyBaHHA
TepmothopmoBaHOM nonepeaHbLO
y 6nicTtepi; no 1 HamoBHEHOrO LWNpuLa,
6nictepy B MapKyBaHHs Ta
KapTOHHI kopobuyj; nakyBaHHs):
PO3YUNH ANst iH'EKL,iA MekkempKiHr
y nonepesHb0 Koopgainelitopc, I/1IC
HanoBHEHIN WnpuL- (PCI), CnonyueHi
pyuLi 04HOPa3oBoro LWratn (CLWA); Bunyck
BUKOPWUCTaHHSA AN cepiii: Actpa3eHeka
aBTomMaTnyHoro AB, LBeuis
BBE/EHHS i3 lMonepedHbO
HE3HIMHOIO ro/IKOI0 HarosHeHa wnpuy-
i3 3aXMCHUM pyuKa:
KOBMaykoMm Ta B1po6HMLTBO
obmexyBayem xoay nikapcbKoro 3acooby,
nopLuUHs; no 1 nepBUHHE NaKyBaHHS,
nonepegHL0 BUNPOBYBaHHSA
HanoBHEHIN Wnpuy- KOHTPOJII0 SIKOCTi:
pyuLi ogHOpa3oBoro AmMreH MaHydekuypiHr
BUKOPUCTAHHA A/1A Nimiteq (AML),
aBTOMaTNYHOTO CnonyyeHi LUTtaTtn
BBE[EHHS B (CWA);
KapTOHHI Kopoo6Li BunpobyBaHHs
KOHTPO/IO SKOCTI:
AwmreH IHk. (AMreH
TayseHng Oykc abo
ATO), CnonyueHi
LWratn (CLLA);
BTopuHHe nakyBaHHs
(KomnnekTyBaHHA
nonepeaHbLO
HanoBHEHOI LWNpuLL-
PYYKM, MapKyBaHHA Ta
nakyBaHHs):
MekkemKiHr
Koopgaineiitopc, I/1IC
(PCI), CnonyueHi
LWratn (CLWA); Bunyck
cepiii: Actpa3eHeka
AB, LUBeuis
271. | TEKA®YM Kancynm TOBAPUC Ykpaina BMPOGHMLITBO rOTOBOT TypeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/20505/01/01
racTpope3nCTeHTHI TBO 3 nikapcbkoi hopmu, Bonrapis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnse
TBepAi no 120 mr, no | OBMEXE nepBuHHA Ta thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi ae
7 kancyn y 6nictepi; HOIO BTOPUHHA YNakoBKa, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
no 2 6nictepu B BIANOBIA KOHTpO/b cepii: ONA MeANYHOro 3aCTOCYBaHHSA
KapTOHHII nayui AJTbHICT CAHOBE/b 1144 reHepUYHMX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX

0 "BYCT

CAHAI BE

3ac006iB NicNsi BHECEHHSA TIET camoi 3MiHW Ha
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
PAPMA" TUNIXKAPET, A.LL., pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
TypeuuunHa; BUNycK XKOLHMX HOBMX A0AATKOBUX AaHuX) - SMiHW BHECEHO
cepii: KeBaPo Py 00 IHCTPYKLT AN19 MeAMNYHOro 3aCTOCYBaHHS
EOOJ, Bonrapis nikapcbkoro 3acoby y po3ain "Mobivni peakuii” 3rigHo 3
iH(hopMmaLieto Woa0 MegUMYHOro 3acToCyBaHHsA
pediepeHTHOro fikapcbkoro 3acoby (Tecfidera®,
gastro-resistant hard capsules 120 mg, 240 mg).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSA
272. | TEKA®YM Kancysm TOBAPUC YkpaiHa BMPOGHMLTBO rOTOBOT TypeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/20505/01/02
racTpope3nCTEHTHI TBO 3 nikapcbKoi dhopmu, Bonrapis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsie
TBepai no 240 mr, no | OBMEXE nepBuHHa Ta hapmakoHarnsay. 3miHu y KOpoTKiil XapaKTepucTuLi ae
7 kancyn y 6nictepi; HOIO BTOPUHHA YNaKoBKa, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
no 8 6nictepis B B1ANOBIA KOHTPO/b cepii: 0151 MeANYHOro 3acTOCyBaHHSA
KapTOHHIM nayui AJTbHICT CAHOBE/Ib 1144 reHepuyYHUX/ribpuaHNX/6ionogibHNX Nikapcbkmx
10 "BYCT CAHAI BE 3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
DPAPMA" TUOXKAPET, A.LL., pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
TypeuumnHa; BUNycK XOAHUX HOBUX J0AATKOBUX faHUX) - 3MiHW BHECEHO
cepii: KeBaPo M'PYT1 [0 iHCTPYKUiT A8 MeAnYHOro 3acTocyBaHHS
EOO/A, Bonrapis niKkapcbkoro 3acoby y po3ain "MobivHi peaxuii” 3rigHo 3
iH(hopMmaLliero Woa0 MegMYHOro 3acToCyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Tecfidera®,
gastro-resistant hard capsules 120 mg, 240 mg).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
273. | TEO®EOPUH Tabnetkun no 10 Tosapuct Ykpaiva ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9230/01/01
IC® TabneTok y 6nictepi; BO 3 [04aTKOBOO TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 1 6nictepy B [ofaTkoBO BiAMNOBiA&/IbHICTIO hapmakoHarnaay (iHwi 3MiHw)
nauui 3 KapToHy 10 "IHTEPXIM" OHOB/EHO TEKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOI
Bignosiga yNakoBKM NiKapcbKoro 3acoby, a came BU/Ty4YeHO
NbHICTIO iHcbopMmaLito, 3a3HaueHy pocCiicCbkol MOBOH, Ta
"IHTEPXI BHECEHO He3HauHi 3MiHM y N. 2 Ta n. 3 TEeKCTY
M" MapKyBaHHS1 BTOPVMHHOI YNakoBKW NiKapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS.
274. | TEPBI3NN kpem 1% no 15ry BAT YropumHa BAT "lepeoH Pixtep" YropwmHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | bes UA/4558/01/01
Ty6i; no 1 Ty6i B "l'epeoH TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenma
KapTOHHIi ynakoBLi PixTep" cepTudikaT BignoBigHOCTI €Bponelickkilt

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchbkii
thapmakonei: gnsa A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BVIKOPUCTOBYIOTbCH Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUPOGHMKa - MogaHHA
OHOBJIEHOTO cepTudiikaTa EBponeichkiin thapmakonei
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Ne CEP 2012-310- Rev 03 (3aTBepgxeHo: R1-CEP
2012-310- Rev 02) ana A®I TepbiHadyiHy
rigpoxnopuay Bif BXe 3aTBEPKEHOr0 BUPOOHUKA
Hetero Labs Limited, India.
275. | TUDNOKC TabneTkn, BKpUTI Mini Benuka Menpo IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/8062/01/01
o60s10HKot0, Nno 10 Xenckepe BpuTtaHis dapmacboTukanc TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom nionse
TabneTok y 6nictepi; Nimiteq MpiBart JlimiTepq, thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui ae
no 1 6nictepy B NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI Kopoo6Li ANs MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO B IHCTpYKLilo ANs
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii” BignoBigHO Ao iHhopmavi
o0 6e3neku 3acTOCyBaHHS Ail0UNX PEUOBWH 3rigHO 3
pekomeHgauieto PRAC
276. | TIOKONXIKO3WU | posuuH gns in'ekuiin, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3miHa 3a UA/20349/01/01
A 4 mr/l2mnno2mns TBO 3 06MexeHo 3asBHuKa /13 (MIBI) (BnacHWKa peecTpaviiiHoro peyenmom
amnyni; no 5 amnyn OBMEXE BiANOBIAAILHICTIO noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
y 6nictepi; no 1 HOIO "®apmavueBTuyHa 460). BBeAeHHS 3MiH NpOTArom 6-T1 MicAUiB nmicns
6nictepy y kopobui 3 | BIAMNOBIA KomMnaHis "3gopos'a” 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woa0
KapToOHy; No 2 MmN B ANbHICT 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
amnyni; no 10 amnyn 10) BBefeHHs ab0 3MiHn [0 y3arasibHeHWX AaHuX npo
y 6nicTepi; no 1 "KOPINOP cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
6nictepy y kopobui 3 ALIA [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
KapToHy "300POB YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Nzl thapmakoHarnsay; KOHTakTHOi 0cobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAALHOI 3a 34iiCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy)
3MiHa yNnoBHOBaXXeHOI 0CcobM 3asBHUKA,
BiANOBiAa/bHOI 3a thapmakoHarnsag. [itoya pegakuis:
LLleByeHKo OneHa IropisHa.
MponoHoBaHa pepakuin: MNaxosa OneHa MukonaiBHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0Co6u
3asBHVKa, BifNoBigasibHOI 3a hapMakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemy papmakoHarnaay.
277. | TIOUETAM® PO34MH AN iH'EKLN, NAT Ykpaina MNAT "Tanuudgapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/0693/02/01
no 5 mn B amnyni; "Tanuuda TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom niosnsie
no5awmnyny pm" CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6 (iHLWi ae
KOHTYpHil 3MiHK) - CynyTHS 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
YapyHKOBIli - 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
yNaKoBLii, MOKPUTIiA BMPOBHULTBI. 3MiHM Y NpoLeci BUPOOHULITBA FOTOBOrO
nAiBKo; No 2 NikapcbKoro 3acoby, BKIOUaKUM NPOMiIXHUI NPOAYKT,
KOHTYPHi YapyHKOBI LLL0 3aCTOCOBYETLCA NPU BUPOOHWULTBI FOTOBOTO
ynakoBKM y naydi; no nikapcbkoro 3acoby (iHwi 3MiHW) BHECEHHS 3MiH Y
10 mn B amnyni; no peecTpadiiiHe gocke 13 TioueTaM®, po3unH Ans
5 aMnyn y KOHTYpHii iH'EKLi CpMYMHEHe HeOoBXigHICTIO 3aXUCTy NPOAYKLT
YapyHKOBIli Big, chanbcudikauii. Jns uboro KOHTYPHY YapyHKOBY
ynakoBLii, NOKPUTIl ynakoBKy 3 BKnageHumy amnynamu no 10 mn
nniBkoto; no 2 NOKPUBATUMYTb MN/IIBKOO, 2 KOHTYPHI YapyHKOBI
KOHTYPHIi YapyHKOBI yNakoBKW MOKPUTI M/1IBKOKO BKNAAATUMYTb Y Nauky.
yMakoBKM y nauii; no 3MiHa He CTOCYETbCA NEPBUHHOI YNaKOBKY | He
10 mn B amnysni; no BMAMBAaE Ha SkicTb [N13. AK HacnifoK, BHECEHHS
10 amnyn y kopobuj BiANOBIAHMX 3MiH A0 p. 3.2.P.3.3. Onunc BUPO6GHNYOro
npouecy i KOHTPOtO npouecy. - 3aTBepaxeHo: Mo 5
M1 B amny/ii, No 5 amnyn y KOHTYpPHIilA YapyHKOBIl
yNaKoBLi, MOKPUTIlA NIIBKO; NO 2 KOHTYPHI YapyHKOBI
ynakoBku y nadui. Mo 10 mn B amnyni, no 5 amnyny
KOHTYPHIli YapyHKOBI1 ynakoBLji, N0 2 KOHTYpHI
YapyHKOBI ynakoBku y nayui. Mo 10 mn B amnyni, no 10
amnyn y kopob6uj. 3anponoHosaHo: Mo 5 ma B amnyni,
no 5 amnyn y KOHTYpPHIli YapyHKOBIli ynakoBLj,
MOKPWTIl MNIBKOK, NO 2 KOHTYPHI YapyHKOBi yNakoBKM y
nayui. Mo 10 mn B amnyni, No 5 amnyn y KOHTYpHii
YapyHKOBIli YNakoBLji, MOKPUTIIA NAIBKO, MO 2 KOHTYPHI
YapyHKOBI yrnakoBku y nayui. Mo 10 mn B amnyni, no 10
amnyn y kopobui. 3MiHM BHECEHO B po34in "Ynakoska"
B IHCTPYKL|iO 415 MeAUYHOro 3acTOCyBaHHS 6€e3 3MiH y
TeKCTi MapKyBaHHS YNakoBKW NikapCcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
278. | TOBPAJEKC® Kpanni o4Hi; no 5 mn Hosapric LLiseiiuapi AnkoH KyBpbop Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2448/01/01
y dhnakoHi- dapma Al A Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom

KpanenbHuL; no 1
donakoHy-
KpanenbHuui B
KOpOO6Lii 3 KapTOHY

cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif] y)Xe 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 1997-046 - Rev 05
(3atBepaxeHo: R1-CEP 1997-046 - Rev 04) ana A®I
TO6paMiLMHY Bif BXe 3aTBEP)KEHOr0 BUpobHMKa Teva
Pharmaceutical Works Private Limited Company. -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepL)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
hapmakonei Ne R1-CEP 1997-046 - Rev 06 gns Adl
To6GpamiLMHy Bif, BXe 3aTBepXeHOro BUpobHuka Teva
Pharmaceutical Works Private Limited Company.

279.

TOPEHAO®

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO no 1 wr,
no 10 TabneTok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHI KopooLi

KPKA,
An.n., Hoeo
MEeCTO

CnoBeHisn

Brpo6HMUTBO «in
bulk», nepsuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTpO/b cepii Ta
Bunyck cepii: KPKA,
4.4n., Hoso mecrto,
CnoBeHisi; KOHTPO/1b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHMKa - MNogaHHsA
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepegHs Bepcisa CEP R1-
CEP 2002-151-Rev 05) gns A®| PucnepuaoHy Big,
BXe 3aTBepxeHoro BupobHuka JUBILANT
GENERICS LIMITED, IHgis. 3miHn | Tuny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiAnoBigHOCTI EBponelickbkint hapmakonei: ans Adl;
[ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI Ad;
ON151 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHs
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHs Bepcisa CEP R1-
CEP 2002-151-Rev 06) ans A®| PucnepuaoHy Big,
BXe 3aTBepxeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgis, y 3B’A3Ky 3i 3MiHOI0
Ha3Bm B1po6HKKa 3 JUBILANT GENERICS LIMITED,

3a
peyenmom

He
nionsie
ae

UA/5800/01/01




182

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

IHAis Ha JUBILANT PHARMOVA LIMITED, IHgjs, 6e3
3MiHM agpecu BUPO6HMKa. 3MiHW | TUNY - 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHs
nikapcbKkoro 3acoby, a came B M. 8 BTOPUHHOT
YNakoBKN BHECEHO YTOYHEHHS LLIOAO TEPMIHY
npuaaTHoCTi, B M. 6 NepBUHHOT ynakoBku Ta n. 17
BTOPVHHOI YNakoBKW KOHKPETM30BaHO iHchopMaLio
oo norotuny. 3miHu | Tmny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHLi 3MiHK) - OHOB/IEHHSA BXe
3aTBEPKEHUX METOAIB KOHTPOIHO AKOCTI MIKAPCbKOro
3aco0by, a came BUK/IaAEHHS TEKCTY AiepXXaBHOIO
MOBOIO 3rifJHO Cy4acHUX BUMOT. 3MiHU | TUNY - 3MiHN
Loao 6e3snekn/edpeKkTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLii ANs
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3gain "Mo6iyHi peakuyii” WoA0 3BiTyBaHHSA NPO NOGIYHI
peakuii.

280.

TOPEHA0®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0 MO 3 Mr,
no 10 TabneTtok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHIA KOopoo6Li

KPKA,
A.4a., Hoso
MeCTO

CnoBeHisa

Bupo6bHMLTBO «in
bulk», nepsunHHe Ta
BTOPUHHE MaKyBaHHSA,
KOHTPO/b cepii Ta
BMNyckK cepii: KPKA,
n.4a., Hoeo mecrto,
C/10BeHis1; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBso mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepegHs sepcis CEP R1-
CEP 2002-151-Rev 05) agns A®| PucnepuaoHy Big,
BXe 3aTBeppKeHoro BnupobHuka JUBILANT
GENERICS LIMITED, IHgig. 3mibu | Tuny - 3miHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelicbkilt hapmakonei: ana Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTudikat
Bif} y)ke 3aTBepAXeHOro BUpo6Huka - MogaHHs
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 07 (nonepegts sepcia CEP R1-

3a
peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CEP 2002-151-Rev 06) gns A®| PucnepuaoHy Big,
BXe 3aTBepKeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgis, y 38'A3Ky 3i 3MiHOO
Ha3Bu BUpo6HMKa 3 JUBILANT GENERICS LIMITED,
IHAis Ha JUBILANT PHARMOVA LIMITED, IHgjs, 6e3
3MiHV agpecy BUPo6HUKa. 3MiHu | TUny - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHW) - 3MiHVM BHECEHO [0 TeKCTY MapKyBaHHs
niKkapcbKoro 3acoby, a came B N. 8 BTOPUHHOT
YNaKoBKN BHECEHO YTOUHEHHS LOA0 TEPMIHY
npuaaTHocTi, B M. 6 NepBUHHOI ynakoBku Ta n. 17
BTOPUHHOI YNaKkoBKW KOHKPETMU30BaHO iHhopmaL,ito
oo sorotuny. 3miHm | Tmny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
niKkapcbKoro 3acoby (iHLi 3MiHK) - OHOB/IEHHS BXE
3aTBEPMKEHVX METOAIB KOHTPOSIIO SKOCTI NiKapCbKOro
3aco0by, a came BUKNAEHHS TEKCTY AepXXaBHOLO
MOBOIO 3riHO Cy4aCHMUX BUMOT. 3MiHU | TUnYy - 3MiHN
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO [0 iHCTPYKUiT AN
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakyii” WoA0 3BiTyBaHHS NPO NOGiYHi
peakuil.

281.

TOPEH0®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO0 NO 4 M,
no 10 TabneTok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHI KOopoo6Li

KPKA,
A.4a., Hoeso
MecTo

CnoBeHisa

Brpo6HMUTBO «in
bulk», nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOb cepii Ta
BMMyckK cepii: KPKA,
4.4n., Hoso mecrto,
C/0BeHif1; KOHTPO/b
cepii: KPKA, ao.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bifj y)Xe 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
OHOB/IEHOrO cepTudpikaty signosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepegts Bepcis CEP R1-
CEP 2002-151-Rev 05) ons A®l PucnepuaoHy Big,
BXe 3aTBepaKeHoro BnupobHmka JUBILANT
GENERICS LIMITED, IHgis. 3mibu | Trny - 3miHu 3
saKocTi. CepTudpikat signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBigHOCTI EBponelichbkin hapmakonei: ana Adl;
015 BUXiQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
A5 AONOMKHOT peyoBrHM (cepTuddikaT BifgnoBigHOCTI

3a
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JliKapcbKo20
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€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMka - MogaHHsA
OHOBJ/IEHOrO cepTudpikaty signosigHocTi EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHs Bepcis CEP R1-
CEP 2002-151-Rev 06) ons A®| PucnepugoHy Big,
BXe 3aTBepKeHoro BnupobHuka JUBILANT
PHARMOVA LIMITED, IHgis, y 38'A3Ky 3i 3MiHOO
Ha3Bu BUpo6HMKa 3 JUBILANT GENERICS LIMITED,
IHAis Ha JUBILANT PHARMOVA LIMITED, IHgis, 6e3
3MiHN agpecy BUPo6HUKa. 3MiHu | Tuny - 3MiHu Woao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHui
3MiHM) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
nikapcbkoro 3acoby, a came B M. 8 BTOPUHHOI
yNaKoBKN BHECEHO YTOYHEHHS LOA0 TEPMIHY
npuaaTHoCTI, B M. 6 NEPBUHHOT ynakoBku Ta n. 17
BTOPVHHOI yNaKoBKWN KOHKPETU30BaHO iHchopMalLito
wofo norotuny. 3MiHu | TMMy - 3MiHW 3 SKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) - OHOB/IEHHS BXe
3aTBEPMKEHNX METOZAIB KOHTPOSIIO SIKOCTI NiKapCbKOro
3aco0by, a came BUK/NAEHHS TEKCTY [iepXXaBHOI0
MOBOIO 3TiJHO Cy4aCHUX BUMOT. 3MiHU | Tumny - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHN BHECEHO A0 IHCTPYKLT ANs
MeAMYHOro 3acTOCYBaHHS MiKkapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii™ WoA0 3BiTyBaHHA NPO NO6iYHi
peakujii.

282.

TOPEHAO®

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOK MO 2 M,
no 10 TabneTok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHIA KOopooLi

KPKA,
An.n., Hoeo
MEeCTO

CnoBeHis

Brpo6HMUTBO «in
bulk», nepsuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTpO/b cepii Ta
Bunyck cepii: KPKA,
4.4n., Hoso mecrto,
CnoBeHisi; KOHTPO/1b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 06 (nonepegHs Bepcisa CEP R1-
CEP 2002-151-Rev 05) gns A®| PucnepuaoHy Big,
BXe 3aTBepxeHoro BupobHuka JUBILANT
GENERICS LIMITED, IHgis. 3miHn | Tuny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUyYEHHS cepTudikara
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBvHK (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2002-151-Rev 07 (nonepegHs Bepcisa CEP R1-
CEP 2002-151-Rev 06) ans A®| PucnepuaoHy Big,
BXe€ 3aTBepxeHoro BupobHuka JUBILANT
PHARMOVA LIMITED, IHgis, y 3B’A3Ky 3i 3MiHOI0
Ha3Bm B1po6HMKa 3 JUBILANT GENERICS LIMITED,
IHAis Ha JUBILANT PHARMOVA LIMITED, IHgjs, 6e3
3MiHV agpecn BUPO6HUKa. 3MiHK | TUny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikaui
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3miHW) - 3miHa y po3gini «Onune» MKA /13 ana
[03yBaHHA 2Mr 3aTBepa)keHo: Onuc. PoxeBi 0BaUTbHI,
ABOONYKi, BKPUTI 060M0HKOK TabneTku, 3 pUCKoto 3
ofHoro 60ky. 3anponoHoBaHo: Onuc. Big
romapaHy4eBoro A0 CBIT/1I0-KOPUUYHEBOTO KOJTbOPY
OBaJs1bHi, IBOONYK/i, BKPUTI 060/10HKOK TabneTku, 3
PUCKOIO 3 OAHOrO 60KY. 3MiHM BHECEHO [0 IHCTPYKLT
AN MeAnYHOro 3acTocyBaHHSA NikapCbKoro 3acoby y
po3ain "Nikapcbka popmMa. OCHOBHI (Di3NKO-XiMiYHi
BNacTMBOCTI " ANs A03yBaHHA 2Mr. 3MiHu | Tuny -
3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) - 3MiHW BHECEHO A0
TEKCTY MapKyBaHHS nikapcbkoro 3acoby, a came B M. 8
BTOPVHHOT YNaKoBKN BHECEHO YTOUHEHHS W00
TepMiHy NPMAATHOCTI, B N. 6 NepBMHHOT yNakoBku Ta M.
17 BTOPUHHOT yNakoBKN KOHKPETU30BaHO iH(hopMaLito
oo forotuny. 3miHm | Tmny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbkoro 3acoby (iHLi 3MiHK) - OHOB/IEHHS BXE
3aTBEPMKEHVX METOAIB KOHTPOJIIO SKOCTI NiKapCbKOro
3aco0by, a came BUKNaAEHHS TEKCTY AepXXaBHOLO
MOBOIO 3riHO Cy4acHMUX BUMOT. 3MiHU | TUny - 3MiHn
LoAo 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUii AN
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakyii” WoA0 3BiTyBaHHSA NPO NOGiYHi
peakuil.

283.

TOPEH0®

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKO MO 1 Mr;
no 10 TabneTok y

KPKA,
A.4a., Hoeso
MecTo

CnoBeHisa

Brpo6HMUTBO «in
bulk», nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b cepii Ta

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu |
MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,iT
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6nictepi, no 2, 3 abo BUWMYCK Cepii: [ONs MeANYHOro 3acToCyBaHHS
6 6nicTepiB y KPKA, a.4., HoBo reHepuyYHUX/ribpuaHNX/6ionodibHNX NikapcbKnx

KapTOHHiiA Kopo6Li

mecTo, C/oBeHis;
KOHTpO/b cepii:

KPKA, a.4., Hoso

mecTo, CrnoBeHis

3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHUX HOBUX [0AATKOBUX AaHWX) - 3MiHW BHECEHI 10
IHCTPYKLU|i 415 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro
3acoby y po3ainu "®apmakonorivyHi BnacTmBocTi”,
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogjit”, "Ocob6/MBOCTi 3aCTOCyBaHHA",
"MepepnosyBaHHa", "Mob6iyHI peakujii” 3rigHo 3
iH(hopMmaLieto Woa0 MegUMYHOro 3acTocyBaHHsA
pedrepeHTHOro flikapcbkoro 3acoby (PUCMOJMENT®,
TabneTkn, BKpUTIi 060/10HKOI0). BBEAEHHSA 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepKeHHs. 3MiHu |
MRy - 3MiHK LWoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MenyYHOro 3acTocyBaHHs
reHepnyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco06iB nicns BHECEHHA TiET caMoi 3MiHM Ha
pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HaJaHHA
YXOOHUX HOBWX A0AaTKOBUX AaHUX). 3MiHW BHECEHI A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ainm "MokasaHHs", "3acToCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta go3un”, "Litn", "Mo6iyuHi peakuii”
3rigHo 3 iH(hopMaLjieto LWOA0 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (PUCMONENT®,
TabneTku, BKPUTi 060/10HKOK). BBEAEHHSA 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom). 3MiHU BHECEHI A0 IHCTPYKLUiT ANs MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Oco6nMBOCTI 3aCTOCYBaHHS" BigMoBiAHO 40
OHOBNEHOT iHhopMaLii 3 6e3neku 440l peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKeHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy. 3miHa y
KOPOTKIilA XapakTepucTuLi NiKapcbKoro 3acoby, TEKCTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHO OHOB/IOBAHOrO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnimpKeHb

3 6e3nekn 3acToCyBaHHs MikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pe3ynbTat OLiHK/
3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBILHO A0 NNaHy

negiatpuyHux gocnimkerb (PIP) (iHwi 3miHn). 3MiHK
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
niKapcbKoro 3acoby y po3ainm "OcobamnBocTi
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku Ail4ol Pe4YoBUHU.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/ethekTUBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHA"
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPKEHHSA

284.

TOPEHA0®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0 MO 2 MT;
no 10 TabneTtok y
6nictepi, no 2, 3 abo
6 6nictepiB y
KapTOHHIA Kopoo6Li

KPKA,
A.4a., Hoso
MeCTO

CnoBeHisa

Bupo6bHMLTBO «in
bulk», nepsunHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTPO/b cepii Ta
BUWMYCK Cepii:
KPKA, a.4., Hoso
mMecTo, CrnoBeHis;
KOHTpONb cepii:
KPKA, a.4., Hoso
mMecTo, CroBeHist

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acToCyBaHHS
reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWI npenapar (3mMiHa He NoTpebye HafaHHA
YKOAHUX HOBUX A0AATKOBUX JAHUX) - 3MiHW BHECEHi J0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ginu "®apmakosiorivyHi BAactueBocTi",
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiin”, "Oco6/MBOCTi 3aCTOCYBaHHA",
"MepepnosysaHHa", "Mob6iyHI peakuii" 3rigHo 3
iHhopMmauieto L1040 MEANYHOTO 3aCTOCYBaHHS
pedrepeHTHOro sikapcbkoro 3acoby (PUCMNOMENT®,
TabneTkn, BKpUTIi 060/10HKOI0). BBEAEHHS 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHsA
reHepuyYHUX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HaJaHHs
XXOHUX HOBWX 0AaTKOBWX AaHnX). 3MiHW BHECEHI A0
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

IHCTPYKUIi 415 MEAUYHOIO 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ainu "TokasaHHs", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpyaar”, "Cnocié
3acTocyBaHHsa Ta gosu", "Aitn", "Mo6iyHi peakyii"
3rigHo 3 iHhopmMaLjieto LWOoA0 MEAUYHOIO 3aCTOCYBaHHS
pedrepeHTHOro slikapcbkoro 3acoby (PUCMOJMENT®,
Tabnetkn, BKpUTIi 060/10HKOID). BBEAEHHS 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
a60o pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiHnii nepios, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMHKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom). 3MiHV BHECEHI 0 IHCTPYKUiT AN MeAnYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby y po3ain
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepuCTuL NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCyBaHHSA Ha MifcTasi PeryasipHO OHOB/IHOBAHOrO
3BITYy 3 6e3neku Nikapcbkoro 3acoby, abo foCNiAXKEHb
3 6e3nekn 3acToCyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 AOCNiLKeHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
negiatpuyHnx gocnimpkerb (PIP) (iHWwi 3mMiHK). 3MiHK
BHECEHi 0 IHCTPYKLIT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3aim "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHM). 3MiHW BHECEHI [0 iIHCTPYKUii 418 MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAW B3aemogiin”, "OcobmBoCTi 3acToCyBaHHA"
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Lit0Y0T PEYOBUHN.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
285. | TOPEHOO® TabneTkun, BKPUTI KPKA, CnoBeHis Brpo6HMUTBO «in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/5800/01/03
nniBKOBOKO a.4., Hoso bulk», nepsuHHe Ta My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom nionsa
060/10HKOI0 MO 3 Mr; MecTO BTOPVHHE NakKyBaHHS, dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui ae

no 10 TabneTok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHI KOopooLi

KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, 4.4., HoBo
mecTo, CroBeHis
LWmap'ewka uecra 6,
8501 HoBo mecTo,
CnoseHis;
KOHTPO/b cepii:
KPKA, 4.4., HoBo
mecTo, CroBeHis

NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acToCcyBaHHA
reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapCbKmx
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHWIH Npenapar (3MiHa He NoTpPebye HadaHHsA
XOAHUX HOBUX A0AaTKOBUX AAHUX) - 3MiHWM BHECEeHi [0
IHCTPYKUIi 415 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "®apmMakosnorivyHi BnactusBocTi”,
"B3aemogis 3 iHWYMU NikapcbkMMK 3acob6amu Ta iHLLi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",
"MepeposyBaHHA", "T06GIYHI peakuii™ 3rigHo 3
iHcbopMmaLlieto Woa0 MegMYHOro 3acToCyBaHHsA
pedhepeHTHOro nikapcbkoro 3acoby (PUCMONENT®,
TabneTku, BKPUTi 060/10HKOK). BBEAEHHSA 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
YKOLHUX HOBUX [0AATKOBUX AaHUX). 3MiHW BHECEHI 10
IHCTPYKLUIT 4151 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
3acoby y po3ginu "MokasaHHa", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3actocyBaHHsa Ta gosu", "[itn", "Mo6iyHi peakwyii"
3rigHO 3 iHhopMaLjElo WoA0 MeAUYHOTO 3aCTOCYBaHHS
pedhepeHTHOro sikapcbkoro 3acoby (PUCMOMENT®,
TabneTkun, BKpUTI 060/10HKOI0). BBEAEHHSA 3MiH
NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA Ha NiACcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom). 3MiHV BHECEHi [0 IHCTPYKUiT AN MefuyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Oco6NMBOCTI 3acTOCyBaHHS" BigNoBiAHO J0
OHOBJ/IEHOT iHd)opMaLiii 3 6e3neku Ailo4oi peYOBUHMW.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK WoA0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA Ha MigcTaBi PerynsipHo OHOB/HOBAHOMO
3BITY 3 6e3nekun Nikapcbkoro 3acoby, abo foCAiAKEHb
3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk pesynbTaT OLiHKM
3BITY 3 JOC/iDKEHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy
negiatpuyHux gocnimkerb (PIP) (iHwWi 3MiHW). 3MiHK
BHECEHI [0 IHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHsA
nikapcbkoro 3acoby y po3aim "OcobnnBocTi
3acTocyBaHHs", "Mo6iuHi peakuii” BignoBigHO A0
OHOB/IEHOT iHd)opMaLiii 3 6e3nekn [ilo4oi peYoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLi
BMAW B3aemogiin”, "OcobmBocCTi 3aCTOCyBaHHA"
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
L0401 PeYOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

286.

TOPEH0®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0 MO 4 Mr;
no 10 TabneTok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHI KOopoo6Li

KPKA,
A.4a., Hoeso
MecTo

CnoBeHisa

Brpo6HMUTBO «in
bulk», nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOb cepii Ta
BUWMYCK Cepii:
KPKA, a.4., HoBo
mecTo, C/oBeHis;

KOHTPO/b cepii:
KPKA, 4.4., HoBo
mecTo, CroBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnyHOro 3acToCyBaHHsA
reHepUYHNX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
3ac06iB NicNs BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHNX HOBUX A0AATKOBUX AaHNX) - 3MiHW BHECEHI 0
IHCTPYKLUIi 415 MEAMYHOr0 3aCTOCYBaHHS /ikapCbKoro
3acoby y po3ainu "®apmakonorivyHi BnacTmBocTi”,
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mepeno3yBaHHa", "Mob6iyHI peakujii” 3rigHo 3
iH(bopMmaLieto Woa0 MefMYHOro 3acTocyBaHHsA
pedrepeHTHOro slikapcbkoro 3acoby (PUCMOMENT®,
TabneTkn, BKpUTIi 060/10HKOID). BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS

3a
peyermom

He
niosnsie
ae

UA/5800/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

reHepnyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco06iB nicns BHECEHHA TiET caMoi 3MiHM Ha
pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HaJaHHA
YXOOHUX HOBWX A0AATKOBUX AaHUX). 3MiHW BHECEHI A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ainm "MokasaHHs", "3acToCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta go3un”, "Litn", "Mo6iyuHi peakuii”
3rigHo 3 iH(hopMaLjieto LWOA0 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (PUCMONENT®,
TabneTku, BKpUTi 060/10HKOK). BBEAEHHSA 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi peryispHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom). 3MiHW BHECEHI A0 IHCTPYKLUiT ANs MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Oco6nMBOCTI 3aCTOCYBaHHS" BigMoBiAHO 40
OHOBEHOT iHhopMaLii 3 6e3neku Ail4ol peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKeHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edhekTMBHOCTI Ta thapmakoHarniagy. 3miHa y
KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHO OHOB/IOBAHOrO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnimpKeHb
3 6e3nekn 3acToCcyBaHHs MikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBILHO A0 NNaHy
negiatpuyHux gocnimkerb (PIP) (iHwi 3miHn). 3MiHK
BHECEHi [0 IHCTPYKLiT 415 MeANYHOro 3acToCcyBaHHS
NiKkapcbKoro 3acoby y po3ainm "OcobamnBocTi
3actocyBaHHs", "lMob6iyHi peakuii” BignoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neky 440l peyoBUHU.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiit”, "OcobmBOCTi 3acTocyBaHH:A"
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA

287.

TOP3AKC®

TabneTkn, BKpUTI
nNiBKOBOKO
o60osoHKoto, no 10
mr, no 10 TabneTok
B 6nicTepi; no 3
6nictepy B
KapTOHHIA Kopoo6Li

ASIKANOI
A AL

Ckon'e

Pecny6nik
a MiBHiYHa
MakefoHis

ANIKANOIQ AL Ckon'e

Pecny6nika
MiBHiuHA
MakefoHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHsA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHhopMaUii woao 6e3mnekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHo 3 pekoMeHgauieto PRAC. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3giny "MobivHi peakuii” Wwoao
noBiAOM/IEHb MPO BMNAAKM NOGIYHUX peakLili Ta
BiJICYTHOCTI e(heKTUBHOCTI NlikapCbKoro 3acoby.

3a
peyenmom

He
nionsie
ae

UA/12770/01/01

288.

TOP3AKC®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 20
mr, no 10 TabneTok
B 6nicTepi; no 3
6nictepu B
KapTOHHI KOopoo6Li

AJKANOI
4 AL

Ckon'e

Pecny6nik
a MiBHiYHa
MakefoHist

AJIKATOIZ, AL, Crom'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMKM Nikapcbkumy 3acobamu Ta iHLi
BMAW B3aemogiin”, "OcobnmBOCTi 3acToCyBaHHA" Ta
"Mo6iuHi peakuii” BiAMNOBIAHO 4O OHOBMEHOI
iHbopMaLii Wwoao 6e3nekn 3acTocyBaHHA Aitoyoil
pPeYoBUHM 3rigHO 3 pekomeHgauieto PRAC. 3MiHu |

3a
peyenmom

He
nionse
ae

UA/12770/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3sginy "MNob6iyHi peakuii woao
noBiAOM/IEHb PO BMNAAKM NOGIYHUX peakLili Ta
BIICYTHOCTi epeKT1BHOCTI JlikapcbKoro 3acoby.

289.

TOP3AKC®

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO0, M0 40
Mr no 15 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHIA KOopoo6Li

ASKANOI
A AL

Ckon'e

Pecny6nik
a MiBHiYHa
MakefoHis

AJTKANIOIA, AL, Ckor'e

Pecny6nika
MiBHiuHA
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLwi
BMAW B3aemogii”, "OcobnmBoCTi 3acTocyBaHHA" Ta
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBUHM 3rigHO 3 pekoMeHaauieto PRAC. 3MiHn |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
IHCTPYKL,iO 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby fo po3giny "MobivHi peakuii” woao
noBifAOM/IEHb MPO BMNAAKM NOGIYHUX peakLili Ta
BiJICYTHOCTi e(peKTUMBHOCTI /likapCcbKoro 3acoby.

3a
peyenmom

He
nionsie
ae

UA/12770/01/03

290.

TOP3AKC®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOI0, No 80
mr, no 10 TabneTok
B 6nicTepi; no 3
6nictepy B
KapTOHHIA Kopoo6Li

ASIKANOI
A AL

Ckon'e

Pecny6nik
a MiBHiYHa
MakepoHis

ANIKANOIQ AL Ckonm'e

Pecny6nika
MiBHiuHa
MakepnoHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
ab60 pocnigxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWVMU NikapcbknMK 3acob6amu Ta iHLwi
BMAM B3aemogiit", "OcobMBOCTi 3acTocyBaHHSA" Ta
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBAEHOI

3a
peyenmom

He
nionsie
ae

UA/12770/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
iHhopMauii woao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUHM 3rigHo 3 pekoMeHgauieto PRAC. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny "MobiyHi peakuii” Wwoao
noBiAOM/IEHb MPO BMNAAKM NOGIYHUX peakLili Ta
BiJICYTHOCTIi e(heKTUBHOCTI flikapCcbKoro 3acoby.
291. | TPAHEKCAMO MOPOLLIOK AT Ykpaina Awmi Naiicpcariens Met IHAisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || - UA/20224/01/01
BA KMCNOTA (cybeTaHuis) y "®apmak” nTp, TMny - 3MiHK 3 aKocTi. A®I. (iHLWi 3MiHW) - OHOB/EHHS
nonieTuNeHoBmX macTep-aliny Ha A®| TpaHekcamoBa Kucniota
naketax gns BMpobHuka AMI Lifesciences PVT LTD, IHgis 3 Bepcii
dhapmaLeBTUYHOrO [ALPL/TRA/AP/EP/01/00] mo Bepcii
3aCcTOCyBaHHSA [ALPL/TRA/AP/EP/01/00+Addendum-I1l] 3aTBepaXeHO:
ALPL/TRA/AP/EP/01/00 MKS. Mepiof peTecTyBaHHS.
3 poku. 3anponoHoBaHo:
ALPL/TRA/AP/EP/01/00+Addendum-Il MKA. TepmiH
npugaTHocTi. 5 pokis
292. | TPNAYKTAH TabneTku, BKPUTI TOB Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5030/01/01
MB nNiBKOBOK "ACIHO TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
060/10HKOI0, 3 YKPAIHA" cepTudikar BiagnoBigHOCTI EBponeichKili
MoAaudpikoBaHUM thapmakonei/moHorpadii. NogaHHs HoBOro abo
BUBI/IbHEHHAM, NO OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
35 mr no 10 BWyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
TabneTok y 6nictepi, thapmakonei: gna A®l; ans BUxigHOro
no 3 abo 6 6nictepis mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, Lo
Y KapPTOHHIN nauu; BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
no 20 TabneTok y [LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
6nictepi, no 1, 3 abo €Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
4 6nictepn y HOBOTrO BMPO6GHUKa (3amiHa abo [ONOBHEHHS)
KapTOHHIN nayui MopaHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2007-245 -
Rev 02 ans A®I TpumeTtasnavHy gurigpoxnopuay Big,
HOBOTO a/IbTEPHATUBHOIO BUPO6HUKa «ANEK
PRAYOG PRIVATE LIMITED», IHgis
293. | TPUAYKTAH TabneTkn, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | - UA/5031/01/01
MB NnNiBKOBOKO "ACIHO TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
060/10HKOI0, 3 YKPAIHA" cepTudikaT BignoBigHOCTI €Bponelickkilt

MogucpikoBaHUM
BVBI/IbHEHHSIM, MO
35 wmr in bulk: no 7 kr
TabneTok y
nonieTuIeHoBKX
naketax, siKi
BK1a4aTb y
KOHTelHepn

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchbkii
thapmakonei: gnsa A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BVIKOPUCTOBYIOTbCH Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNOBILHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikat Big,
HOBOroO BMPOGHUKa (3amiHa abo [ONOBHEHHS)
lMogaHHsA HOBOrO cepTudlikaTa BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€sponelicbkin hapmakonei Ne R1-CEP 2007-245 -
Rev 02 ans A®I TpumeTtasnavHy gurigpoxnopuay Big,
HOBOTO a/bTEPHATVBHOrO BUPOOGHNKa «ANEK
PRAYOG PRIVATE LIMITED», IHgis

294.

TPUKAPL

TabneTkn, BKpUTI
nNiBKOBOKO
060s10HKoI0, Mo 20
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nauui

AT
"KNIBCbK
Ui
BITAMIHH
nn
3ABOJ"

YKpaiHa

AT "KMIBCbKUA
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnyYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby B po3fisn
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
Aito40T pevoBnHN. BBEAEHHS 3MiH NPOTArOM 6-TK
MicsiLiB nicns 3aTBepapKEHHs!

3a
peyenmom

He
nionsie
ae

UA/7597/01/01

295.

TPUTALE
nnroce 10
Mr/12,5 Mr

Tabnetku; Ne 28
(14x2): no 14
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOopoo6Li

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J1.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3arasisHeHNX faHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3miHa
MicLe3HaxoKeHHs MacTep-aiina cuctemm
thapmakoHarnagy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay

3a
peyenmom

UA/10165/01/01

296.

TPIOMBPACT®

PO34MH NS iH EKLn
60 % no 20 mn B
amnyni; no 5 amnyn
B Mauyj; no 20 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nauui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
OHOB/EHHS TEKCTY MapKyBaHHS NepBUHHOT Ta
BTOPUHHOI YNakoBOK NiKapCbKoro 3acoby, a came:
BUyYEHHST iH(hopMaLii, 3a3HaYeHOl POCiiCbKO
MOBOI0, Ta BUK/IaAEHHS ii aHINIACbKOK MOBOI. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBepMKEHHs. 3MiHu | Tuny - 3MiHn Woao
6e3nekn/eddekTVBHOCTI Ta hapMakoHaraagy (iHwi

3a
peyenmom

UA/3439/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3MiHW). OHOB/IEHHSI TEKCTY MapKyBaHHsSI NEPBUHHOT Ta
BTOPVHHOI YNakoBOK /1iKapCbKoro 3acoby, a came: -
nopasaHHA MHH ykpaiHCbKO MOBOIO; - AoAaBaHHA
IopuANYHOI agpecyn BUpobHuka y n.11.
«HaiimeHyBaHHS | MiCLLle3HaXxoMKeHHS BUPOOHMKaA
Ta/abo 3as1BHMKa»; - BHECEHHS HE3HAaYHMX
pepakuiiHnX NpaBokK Mo TekcTy; - y n. IHWE
3a3HayeHo 10roTUN 3asaBHUKa. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsLiB Nicns 3aTBepAKEHHS
297. | TPIOMBPACT® | po3u4uH NS iH'eKLil AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3439/01/02
76 % no 20 mn B "®dapmak” My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn hapmakoHarnsgy (iHwi 3MiHn).
B nauui; no 20 mn B OHOB/IEHHA TEKCTY MapKyBaHHA NepPBUHHOI Ta
amnyni; no 5 amnyn BTOPVHHOT YNakoBOK JlikapCbKoro 3acoby, a came:
y 6nictepi; no 1 BWyYEHHS iHhopMmaL,i, 3a3Ha4eHOi PoCiiCbKO
6nictepy B nauui MOBOI0, Ta BUKNAAEHHS Ti @aHrNMiiCbKOK MOBO. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHK). OHOB/IEHHSI TEKCTY MapKyBaHHsSi NePBUHHOT Ta
BTOPVHHOI YNaKoBOK JlikapCbKOro 3acoby, a came: -
popaBaHHA MHH yKpaiHCbKO0 MOBOIO; - AoAaBaHHA
lopuanYHOI agpecu BupobHuka y n.11.
«HalimeHyBaHHS | MiCLie3Hax0MKEeHHS BUPOGHMKa
Ta/abo 3aABHNKa»; - BHECEHHSI HE3HAUHNX
pepakuiiH1x NpaBokK Mo TeKCTy; - y n. IHLWE
3a3Ha4yeHo NoroTun 3asBHUKa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 MicsiliB nmicnsi 3aTBepAKEHHS
298. | ®EHA3ENAM® | Tabnetku no 0,0005 ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8564/01/01
IC r no 10 TabneTok y BO 3 [04aTKOBOKO TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 5 [ofaTkoBO BiAMNOBIA&/IbHICTIO thapmakoHarnagy (iHwi 3miHu).
6nictepis y nauui 10 "IHTEPXIM" OHOB/EHO TEKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOI
Bignosiga yNakKoBKM NiKapCbKoro 3acoby, a came BU/Ty4YeHO
NbHICTIO iHcbopMmaLito, 3a3HaueHy pocCiiCbkol MOBOH, Ta
"IHTEPXI OHOBJ/IEHO N. 2 TEKCTY MapKyBaHHA BTOPUHHOI
M ynakoBku. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepAKEHHS.
299. | ®EHA3ENAM® | Tabnetku no 0,001 r ToBapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8564/01/02
IC no 10 TabneTok y BO 3 [0aTKOBOK TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo [o[aTkoBO BiANOBIA&/IbHICTIO thapmakoHarnagy (iHwi 3miHu).
no 5 6nictepis y 10 "IHTEPXIM" OHOB/1EHO TEKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOT
nauui 3 KapToHy Bignosiga yNaKoBKM NiKapCbKoro 3acoby, a came BU/Ty4YeHO
NbHICTIO iHcbopMmaLito, 3a3HaueHy pocCiicbkol MOBOH, Ta
"IHTEPXI OHOBJIEHO M. 2 TEKCTY MapKyBaHHA BTOPUHHOI
M ynakoBKW. BBeAeHHs1 3MiH NPOTArom 6-Tu MicsuiB
nicns 3aTBepAKEHHS.
300. | PEHA3ENAM® | Tabnetku no 0,0025 ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8564/01/03
IC r no 10 TabneTok y BO 3 [0[aTKOBOK TMny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6nictepi; no 2 [0[aTKoBO BiANOBIAA/BHICTIO hapmakoHarnsgy (iHwi 3MiHn).
6nictepu B nauLi 10 "IHTEPXIM" OHOBEHO TEKCT MapKyBaHHs NepBUHHOI Ta BTOPUHHOI
Bignosiga yNakKoBKM NiKapCbKoro 3acoby, a came BU/ly4YeHo
NbHICTIO iHcbopmawito, 3a3HaueHy pocCiiCbKoK MOBOI, Ta
"IHTEPXI OHOBJ/IEHO M. 2 TEKCTY MapKyBaHHs BTOPUHHOT
M ynakoBku. BBeieHHS 3MiH NpoTArom 6-Tn Micauis
nicNs 3aTBEPAKEHHS.
301. | ®EHIBYT 100 NOpPOLLOK A/1A TOBAPUC Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3a UA/20572/01/01
OpPa/IbHOIO PO3UNHY, TBO 3 06MexeHoto 3anBHvKa /13 (MIBIM) (BnacHuka peectpauiinHoro peyenmom
100wmr/lr;nolry OBMEXE BiANOBiAA/IbHICTIO nocsigyeHHs). BBegeHHs 3MiH MpoTsarom 6-Tv micsuis
nakeri; no 10 HOKO "papmMaueBTNYHA nicnsa 3aTBepkeHHs. 3MiHu | TMny - 3MiHK LWoao
nakeTis y kopobu, 3 BIANOBIA KomnaHis "3gopos'a” 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHY AJTbHICT BBefeHHs ab0 3MiHU [0 y3arasibHeHVX AaHNX Npo
0 cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
«KOPIMOP [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
ALIA YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
«3[00POB hapMakoHarnsay; KOHTakTHoi ocobu 3
"A» dhapmakoHarnagy 3asBHuka Ans 34iiCHeHHA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkroyatoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemun
thapmakoHarnsgy).
3MiHa YNOBHOBaXXEHOI 0C0bM 3asiBHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag. [itoya pegakuis:
LLleBueHKo OneHa IropisHa. MponoHoBaHa pefakuis:
MaHosa OneHa MukonaiBHa. 3MiHa KOHTAKTHUX AaHWX
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.
3MiHa HoMepa macTep-ghaiina cuctemm
dhapmakoHarnsgy.
302. | ®EHIBYT 500 MOPOLLOK A/1A TOBAPUC Ykpaiva ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHa 3a UA/20572/01/02
OpPa/ILHOIO PO34NHY, TBO 3 0bMexeHot 3anBHuKa /13 (MIBIM) (BnacHuka peectpawiinHoro peyenmom
500 mr/2,51;n02,51 | OBMEXE BifNoBiAaIbHICTIO NnocBiJYeHHs1). BBeeHHA 3MiH NPOTArom 6-Tv MicAuiB
y naketi; no 10 HOKO "®apmaueBTnyHa nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK LWoao
nakeTis y kopobu,i 3 BIANOBIA KomnaHis "3gopos'a" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHY AJIbHICT BBefeHHs1 ab0 3MiHM [0 y3arasibHeHVX AaHNX Npo
0 cuctemy hapMakoHarnaay (BBeAeHHs y3araibHeHux
«KOPIMOP [JaHnx npo cuctemy dpapmakoHarnsgy, sMmiHa
AlUIA YNOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
«3[00POB hapMakoHarnsay; KOHTakTHoOi ocobu 3
"A» thapmakoHarnagy 3asBHUka Ans 34iiCHeHHA

hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkroyakoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemun
thapmakoHarnsgy).
3MiHa YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BiANOBiAaNbHOI 3a chapmakoHarnsAg. [itoya pegakuis:
LLleBueHKo OneHa IropiBHa.
MponoHoBaHa pepakuis: NMaxosa OneHa MukonaisHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BigNoBigaibHOI 3a (hapMakoHarnsag. 3miHa
HoMepa MacTep-ghaiina cuctemy papmakoHarnaay.
303. | ®EHI®PEH Kancynm no 250 mr MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/18745/01/01
no 10 kancyny "XIMPAP "XIMGAPM3ABO/, TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom nionsie
6nictepi, no 2 M3ABO/ "YEPBOHA 3IPKA" Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro ae
6nictepun y nauui 3 "UEPBOH NOCBiJYEHHS) 3MiHA HaliMeHyBaHHS 3asBHUKa
KapToHYy A 3IPKA" (BnacHvika peecTpauiiHoro nNocBigyeHHst). 3miHu | Tuny
- AgMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IIOYA0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
BignoBigae BUPOGHMK/iMNoOpTEp, BKIKOYAOUM BAMYCK
cepiii) 3miHa HaliMeHyBaHHs BUpObHWuKa N13. 3miHn
BHECEHO B iHCTPYKLtO0 415 MEAUYHOIO 3aCTOCYBaHHS Y
po3ain "Bupo6HUK" y 3B'A3KY 3i 3MIHOI HaliMeHyBaHHSI
BMPOGHMKA Ta K HACNIOK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
BUpO6GHUKA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBePKEHHS.
304. | ®EHOBAPBITA | Tabnetku no 5 wr, Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4052/01/01
nic no 10 TabneTtok y BO 3 [0[aTKOBOK My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 5 [0[aTKoBO BiANOBIAALHICTIO hapmakoHarnsgy (iHwi 3MiHn).
6nicTepiB y nauui 10 "IHTEPXIM" OHOB/1EHO TEKCT MapKyBaHHS NMepBUHHOI Ta BTOPUHHOT
Bignosiga yNakoBKM NiKapCbKoro 3acoby, a came BUIy4YeHo
NBHICTIO iHhopmalito, 3a3HayYeHy pocCificbKo MOBOO, Ta
"IHTEPXI BHECEHO He3HauHi pefakuiiiHi npaBku. BBegeHHsA 3MiH
M NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPAKEHHS.
305. | ®EHOBAPBITA | Tabnetku no 50 mr, Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4052/01/02
nic no 10 TabneTok y BO 3 [04aTKOBOKO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 5 [04aTKOBO BiAMOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3miHu).
6nicTtepiB y naui 10 "IHTEPXIM" OHOB/EHO TEKCT MapKyBaHHs NepBUHHOI Ta BTOPUHHOI
Bignosiga yNakoBKM MiKkapcbKoro 3acoby, a came BUTy4YeHO
NBHICTIO iHhopmalito, 3a3Ha4YeHy pPoCiiCbKO MOBOIO, Ta
"IHTEPXI BHECEHO He3HauHi pefakLiiiHi npaBku. BBeaeHHsA 3MiH
[\ NpoOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS.
306. | ®PEHOBAPBITA | Tabnetkn no 100 mr, Tosapuct Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4052/01/03
nic no 10 TabneTtok y BO 3 [04aTKOBOKO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 5 [0[aTKOBO BiANOBIAA/LHICTIO hapmakoHarnsgy (iHwi 3MiHn).
6nictepis y nayui 10 "IHTEPXIM" OHOB/EHO TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOI
Bignosiga yNakKoBKM NiKapCbKoro 3acoby, a came BU/ly4YeHo
NbHICTIO iHhopmaLito, 3a3Ha4YeHy POCINCbKOK MOBOH, Ta
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
"IHTEPXI BHECEHO He3HauHi pefakuiiiHi npasku. BBegeHHs 3MiH
Y NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS.
307. | ®IHNPOC TabneTkun, BKPUTI KPKA, CnoBeHis BMPOGHULITBO «in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/7060/01/01
nNiBKOBOK n.4., Hoso bulk», nepsuHHe Ta TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom nionse
060/10HKOI0, N0 5 Mr; MecTo BTOPVHHE NaKyBaHHSA: thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi ae
no 10 TabneTok y IHTac NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 3 a6o 9 $apmacbloTnkans 0151 MeANYHOro 3aCTOCyBaHHSA
6nicTtepis B Nimiten, HAais; reHepuyYHNX/ribpuaHNX/6ionogibHNX NikapcbKkmx
KapTOHHI kopobuyj; nepBuHHE Ta 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
no 14 Tabnetok y BTOPVHHE NaKyBaHHS, pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HaJaHHsA
6nictepi; no 2 KOHTPO/b cepii Ta XOAHUX HOBUX J0AAaTKOBUX faHMX) - 3MiHW BHECEHO
6nictepy B BMnyckK cepii: KPKA, [0 iHCTPYKUiT A8 MeAnYHOro 3acTocyBaHHS
KapTOHHIA Kopoo6Li 4.4., Hoso mecTo, NiKapcbKoro 3acoby y po3ainuv "dapmakonoriyHi
CnoBEHis; BTOPUHHE BracTmsocTi" (iHchopmavis 3 6e3nekn),
nakysaHHs: KPKA, "MpoTunokasaHHsa”, "OcobaMBOCTI 3acTOCyBaHHS",
4.4., Hoso mecTo, "3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
CnoBeHis rpyaar”, "Cnocib 3actocyBaHHA Ta A031" (YTOUHEHHS
iHdpopmawuii), "MepesosysaHHs", "Mob6iyHi peakwii”
3rigHO 3 iH(hopMaLjieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro flikapcbkoro 3acoby (Proscar 5 mg
film-coated tablets). BBegeHHs 3MiH npoTsArom 6-Tu
MicALiB nicnsa 3aTBepMKeHHs - 3MiHW | TUny - 3MiHK
LoAo 6e3nekn/edpeKkTMBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHKW) - 3MiHV BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (N. 6) Ta BTOPUHHOT (n. 8, n. 12, n. 14, n.17)
YNaKoBKM JliKapCbKOro 3acoby, a Takox 3a3HavyeHo
O4VHWLi BUMIpIOBaHHSA Y cuctemi S| naTvHuLero.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
308. | ®ITOHE®PON 36ipno50ry MpAT Ykpaina MpAT “NlikTpasu" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/14132/01/01
naykax 3 BHyTpiWwHiM | "/liktpasn” TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenma
naketom; no 1,5ry CucTema KoHTelHep/3aKynoptoBasibHUI 3aci6 (iHLWi
inbTP-nakeTi; No 3MiHW) - BHECEHHS YTOUYHEHHS B pO34ia "Ynakoska"
20 hinbTp-nakeTiB y MeToziB KOHTPOIO SKOCTIi, a came 3a3HayaeTbCs, LU0
nauyi; no1,5ry «JlogaTkoBO Mayknm MOXyTb 06ropTaTucs 330BHi
inbTP-nakeTi; No NAIBKOO NOJNPONiNIEHOBOID» 3aMiCTb «330BHi Nayvku
20 hinbTp-nakeTiB y o6ropTatoTb NAIBKOK NOAINPOMNiIEHOBOO».
nauuj 3 BHYTPILWHIM
nakeTom
309. | ®/IEBOCMIH TabneTkun, BKPUTI xu Em Ipysis KEPH ®APMA, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | bes UA/20582/01/01
NNiBKOBOKO dapmacb TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peuyenma
060/10HKot0, No 500 loTUKaucC thapmakoHarnsgy. BeegeHHs abo 3miHM Ao

mr, no 10 TabneTok,
BKPUTUX MNJTiIBKOBOO
060/10HKOH0, Y
6nictepi; no 6
61icTepiB B nayu 3

y3araslbHeHVX faHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnisgy 3assHuka ans
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KapToHY 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BigNoBigasibHOI 3a
thapmakoHarnsag.
[Oitoua pepakuin: Dea Onoprishvili. NMponoHoBaHa
pefakuis: Maia Kavteladze. 3miHa KOHTaKTHUX faHWX
YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmMakoHarnsag.
310. | ®OPTE3A PO34MH A1 POTOBOT [enbta LLiseiuapi ABJl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | bes UA/13797/01/01
nopoxHuHK 0,15 %, Megiken A CaHai Be TimxapeT TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 60 mn a6o 120 MpomoyLu A.LLL. thapmakoHarnsagy (iHwi 3miHun) - 3MiHW BHECEHO B
MJ/1 PO3UYMHY Y H3 Al TEKCT MapKyBaHHS NEPBUHHOI (MYHKT 6) Ta BTOPUHHOI
CKNSTHOMY h1aKoHi; (nyHkTn 3, 15, 17) ynakoBOK NikapcbKoro 3acoby.
no 1 pnakoHy TepMiH BBEEHHS 3MiH - TPOTAroM 6 MicALiB nicns
pasom 3 MipHUM 3aTBepKeHHA
KOBMa4KoM y
KapTOHHI KOopoo6Lli
311. | ®OPTE3A cnpeii 4ns poToBoi [enbta LLiseiiuapi ABJl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13797/02/01
nopoxHuHu 0,15 % Megiken A Canai Be TigpxapeT TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 15 mn a6o 30 mn MpomoyLu A.LLL. thapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO B
PO34MHY Yy h/1aKkoHi 3 H3 Al TEeKCT MapKyBaHHSI NEPBUHHOT (MYHKT 6) Ta BTOPMHHOT
posnuaBayem; no (nyHkTn 3, 17) ynakoBOK Nikapcbkoro 3acoby. TepMmiH
1 chnakoHy B BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
KapTOHHIN KOpoOLi 3aTBEPL)KEHHS
312. | ®OCDOKOK rpaHynun ans MicTtpan AHrnia NabiaHa IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20101/01/01
Opa/IbHOro PO3UYUHY Kenitan dapmacsbloTikasc, TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE- peyenmom
no 3, No 8 r rpaxyn MeHemxm C.Ny. cepTuduikar BiANOBIAHOCTI €BpONENChKil
y cawwe; no 1 a6o 2 eHT thapmakonei/moHorpadii. NogaHHs HoBOro abo
calle y KapTOHHiiA Nimiteq OHOB/IEHOTO cepTudikaTa BignoBigHOCTI ab6o

nauuj

BUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONEChKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBneHni cepTudpikaT
Bif] y)Xe 3aTBepKEHOro BUPO6HUKa NoJaHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponechkili
thapmakonei Ne CEP 2012-265 - Rev 03
(3aTBepmxeHo: CEP 2012-265 - Rev 02) gna Adl
docomiLmHy TpomeTamorny Bif, BXe 3aTBEpPIKEHOro
BuMpo6Huka LABIANA PHARMACEUTICALS, S.L.U.
(BUPOGHWMUI ginbHULI Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3miHn | TMNy - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelicbkili hapmakonei/MmoHorpadii.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkiin thapmakonei: ana Adl;
0715 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeichbkil
dhapmakonei Ne CEP 2012-265 - Rev 04 ana A®|
docomiLmHy TpomeTamony Bif, BXe 3aTBepIKEHOro
BMpo6HMKka LABIANA PHARMACEUTICALS, S.L.U.
(BpOGHMYI ginbHuUi Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3miHu | TMNy - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne CEP 2012-265 - Rev 05 ans Adl
dochomiuuHy TpoMmeTaMorny Bif BXe 3aTBeEpPKEHOr0
Bupo6Huka LABIANA PHARMACEUTICALS, S.L.U.
(BUpPO6HWMUI ginbHULI Bioquim S.A., Spain Ta Quimica
Sintetica S.A., Spain). 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPO6HUKa (3amiHa abo JONOBHEHHS) -
noJaHHA HOBOro cepTudpikara BiANoBiAHOCTI
€Bponeiicbkili hapmakonei Ne CEP 2023-068 - Rev 01
ana A®l doccomiyuHy TpomeTamony FT23 Big
Bupo6Huka LABIANA PHARMACEUTICALS, S.L.U.
(Bpo6HMYa AinbHMUA Bioguim S.A., Spain)

313.

dPOMINIA®

rpaHysiv ans
npurotysaHHsa 60 mn
(250 mr/5 mn)

KPKA,
An.n., Hoeo
MECTO

CnoBeHis

BMPOGHMLTBO "in bulk",

nepBnHHE Ta

BTOPWHHE NaKyBaHHA:

CnogeHisi/
IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micus NPOBaKEeHHS AisIbHOCTI

3a
peyenmom

UA/5026/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o

3acoby ynakoska) Hs nocsioYyeHHs1
cycnexsii gns KPKA, g.g., HoBo BVPOGHMKa/iMMopTepa roToBoro /ikapcbKoro 3acoby,
0OpasIbHOro mMecTo, CrnoBeHis; BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Micue
3acTocyBaHHsA, 1 NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
chnakoH 3 BTOPUHHE MaKyBaHHS, BiANOBIAAE BUPOGHMK/IMNOPTEpP, He BKIYaloun
rpaHynamm ta 1 KOHTPONb Ta BUMYCK BUMYCK Cepiii) 3MiHa HaliMeHyBaHHA Ta KoperyBaHHs
wnpuy, Ans cepii: HanucaHHs agpecy BUPOOHUKA rOTOBOrO NiKapCbKOro
opa/ibHOro KPKA, g.g., HoBo 3ac00y 411 y3ro/keHHs 3 iHchopmauieto y GMP. 3miHn
BBE[EHHS CyCneHsii mMecTo, CrnoBeHis; | Tuny - 3miHK 3 AkocTi. CepTudpikat BignosigHOCTI/ME-
B KapTOHHiii KOpO6L cepTudikaT BignoBigHOCTI €Bponelickkilt
KOHTPO/b cepii thapmakonei/moHorpadii. NogaHHs HoBOro abo
(hisnuHi Ta XimiuHi OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI a0
MEeTOAN KOHTPO/I): BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponenchbkii
KPKA, a.4a., Hoso thapmakonei: ana A®l; gns BuxigHoro
mMecTo, CrnoBeHis; mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
BMPOGHMLITBO [OMNOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
NPOMIXHOr0o NPOAYKTY €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
(nicns nokpuTTS): Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
CuHTimepq abe OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
MpaiisiT MimiTen, IHAin thapmakonei Ne CEP 2004-148-Rev 09 gns Adl
KNapuTpoOMILUHY Bif, 3aTBEPIKEHOr0 BUpo6HMKa IND-
SWIFT LABORATORIES LIMITED, India, skuii 3miHVB
Ha3By Ha Synthimed Labs Private Limited, India. 3miHu
| Tuny - 3miHK 3 AkocTi. CepTudikar BianoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBpONENChKIi
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[0NOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXEHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
apmakonei Ne R1-CEP 2004-148-Rev 08
(3atBepmxeHo: R1-CEP 2004-148-Rev 06) gns Adl
KNapuUTPOMILMHY Bif, 3aTBEPAXEHOr0 BUpPOo6HMKa IND-
SWIFT LABORATORIES LIMITED, India. BBeaeHHs
3MiH NPOTSArom 6-Tu MiCALIB NiC/1s 3aTBEPAKEHHS.

314. | ®YNBEMKEKT PO3YUH NS iH ek, EnEnCi Ipy3ia K.T. POM®APM PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17896/01/01
250 mr/5 mn; no 5 Pomdapm KOMMAHI C.P.J1. Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom
My Wwnpuui Ta KomnaHi (BUpOGHMLTBO Ta cepTudikaT BignoBigHOCTI EBpoNeNichKii
6nictepi, no 2 xopmxums nepBrHHE NakyBaHHsA hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo

6nictepa i3
LUMNPULLOM Ta 2 rosIKu1
B KapTOHHII nauui

nikapcbKoro 3acooby;
BTOPUHHE MaKyBaHHS,
KOHTPO/Ib KiHL,EBOro
NPOAYKTY Ta BUMYCK

OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
mMarepiany/peareHTy/npomikKHOro nNpoAyKTy, Lo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
cepii) BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans

[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X& 3aTBEPI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
chapmakonei Ne R1-CEP 2015-169 - Rev 00
(3atBepmxeHo: RO-CEP 2015-169 - Rev 00) ans
Aitouoi peyoBuHM Fulvestrant Big BXe 3aTBepAXeHoro
BMpo6HuKa Industriale Chimica S.R.L., Italy. 3miHu |
TMny - 3MiHK 3 aKkocTi. A®Il. CTabinbHICTb. 3MiHa
nepiogy NoBTOPHWX BUNPoGyBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEpP)KEHOMY [OCbE cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOTrO BUNPOGYBaHHS) (Nepiog NoOBTOPHOrO
BMNpobyBaHHA/nepio 36epiraHHs) - 36inbLIeHHs abo
BBEJEHHs nepiody NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/IKEHb Y
peasibHOMY 4aci - 36iNbLLIEHO Nepiog NOBTOPHOrO
BMNPOBYBaHHA ANA Ailoyoi peyoBuHmn Fulvestrant ans
3aTBepAKeHoro Bupo6Huka Industriale Chimica S.R.L.,
Italy 3 2 pokiB fo 5 pokiB. 3MiHu | TUMY - 3MiHK 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiZiNOBIAHOCTI €Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPOGHMKa (3aMiHa abo [JONOBHEHHS) -
noAaHHA HOBOro cepTtudikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2016-169 -
Rev 00 ansa pitoyoi pevoBuHM Fulvestrant Big HOBOro
BMPO6HMKa Farmabios SpA, Italy. 3miHu | Tuny - 3miHu
3 AkocTi. A®l. CTabinbHicTb. 3miHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
chapmakonei, Lo BKIOYaE nepiog NOBTOPHOMO
BMNPOoOGYBaHHS) (Nepiog, NOBTOPHOTO
BMNpobyBaHHsA/nepio 36epiraHHs) - 36inbLLeHHs abo
BBEJEHHs nepiogy NOBTOPHOro BUNpoByBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/IMKEHDb Y
peanbHOMY Yaci - BBeieHHS nepiofy NOBTOPHOrO
BUNPOBYBaHHSA 5 poKiB 415 Ait0HOI peYOBUHU
Fulvestrant gns HoBoro Bupo6Huka Farmabios SpA,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Italy
315. | XABI®PAK Kpanni opasbHi no MEKAHA HimeyunH MEKAHA HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/13598/01/01
CIAT. NEKA 30 mn, no 50 mny HATYPXA a HATYPXAMNIBMITTE TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
dhnakoHi; no 1 MNbMITT Nb T'm6X thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
hNaKoHi y KapToHHin | EJflb Tm6X y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
ynakoBLi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. [itova pegakuyis: Cyxix IpyHa MuxaiinisHa.
MponoHoBaHa pepfakuis: LaxsaToBa Hatanis
MwkonaiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
316. | XNIOPFEKCUA, po3uuH 0,5 mr/mnno | TOBAPUC YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nionsa UA/10769/01/01
NH-340POB'A 50 mn 'y chnakoHax TBO 3 BMPOGHMLITBA, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma ae
nonimepHux, no 100 OBMEXE KOHTPO/b SKOCTI, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
My doniakoHax HOKO BUWMYCK Cepii: nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
nosiMepHUxX BIANOBIA ToBapucTso 3 0151 MeAMYHOro 3aCTOCyBaHHA Ha nifcTasi perynspHo
ANbHICT 06MeXeHo OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
10] BiANOBIAALHICTIO abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKoro
«KOPTOP "®apmaveBTUYHa 3aco0y B nmicnsipeecTpauiiHvii nepiod, abo Ak
ALIA KoMnaHis "3gopos'a” pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
«300POB YkpaiHa; BCi cTagji BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
A BMPOGHMLITBA, (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
KOHTPO/b SKOCTi: opraHom)
ToBapucTso 3 3MiHV BHECEHO A0 IHCTPYKLi A8 MegmyHoro
06MeXeHoI 3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainis:
BiANOBIAAILHICTIO "Oco6nmBocTi 3acTocyBaHHA", "Mo6ivHI peakuii" woao
"XapkiBCcbke 6e3nekn 3acToCyBaHHS Ail040i PeHOBUHM
hapmaueBTUyHe X/I0prekcuavH BignoBigHo Ao pekomeHgauii PRAC.
nigNpPUEMCTBO BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
"340poB s Hapoay", 3aTBEPLKEHHS
YKpaiHa
317. | XO/TIOKCAH® 1 | nopoLuoK ans BakcTep HimeuunH Bakctep OHKonomxi HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/2024/01/01
r pPO3uMHy NSt iH'ekuin | OHKONOAX a eX My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEHYBaHHs peyenmom
no 1r; 1 dpnakoH 3 i rm6X Ta/abo agpecy MicLsi NPOBaPKEHHS AiSNbHOCTI

NMOPOLLKOM Y
KapTOHHI KOpOOL;

BMPOGHMKA (BK/TIOYaoUM, 3a HEOBXIAHOCTI, MicLe
NpoBefieHHA KOHTPOJI0 SIKOCTIi), ab0 BNlacHVKa mactep-
thaiina Ha A®I, abo noctavanbHuka APl/BuxigHoro
MaTepiany/peareHTy/MpomiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUpO6HMUTBI ADPI (KLU0 3a3HAaYeHO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (AIKLLO 3a3Ha4YEHO Y
[ocbe) 3MiHM Y Ha3Bi Ta agpecu BUPOGHMKa Ta
noctavajibHMKa Aityoi pevoBuHU idhoctamig,
[itoya pepaxuis:
3.2.5.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
Kantstraf3e 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):
Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
MponoHoBaHa pefakuis
3.2.5.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
Kantstraf3e 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany
318. | XO/IOKCAH® 2 | nopoLlok ans BakcTep HimeyuunH Bakctep OHkonoaxi HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2025/01/01
r PO3unHy N8 iH'ekUin | OHKoMoAX a M6X TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 2 r; 1 chnakoH 3 i TM6X Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI

MOPOLLKOM Y
KapTOHHI KOopoo6Li

BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBELEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[ocbe) 3MiHM Y Ha3Bi Ta agpecu BUPOOGHMKa Ta
noctavyajibHuMKa [ikyoi peqoBUHM idhocdamis,
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

ynakosKa)

[itoua pepakuis:
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
Kantstraf3e 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):
Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
MponoHoBaHa pefakuis
3.2.S.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
Kantstraf3e 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany

3a

UA/2026/01/01

3109.

XOJTOKCAH®
500 MI

MOPOLLOK AN1A
PO34UNHY A5 iH'EKLLA
no 500 mr; 1 chnakoH
3 MOPOLLKOM Y
KapTOHHI KOopoo6Li

Bakctep
OHkoNnoaAX
i TM6X

HimeyunH
a

BakcTep OHkonoaxi
M6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpPOBeLEHHS KOHTPO/IIO SIKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLLO 3a3HAYEHO Y
[ocbe) 3MiHM Y Ha3Bi Ta agpecu BUPOGHMKa Ta
noctavajibHMKa Aikyoi pevoBuHM idhoctamig,
[itoua pepaxuis:
3.2.5.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:

Baxter Oncology GmbH

Kantstrafe 2

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at a
production plant 15 km from the Halle site (but
managed from above mentioned site):
Baxter Oncology GmbH
Artur-Ladebeck-Str. 128-152
33647 Bielefeld
Germany
MponoHoBaHa pefakuis
3.2.5.2.1 Manufacturers
The final sterile crystallization, packaging and release
of the drug substance are performed at:
Baxter Oncology GmbH
Kantstraf3e 2
33790 Halle/Westfalen
Germany
The synthesis of Ifosfamide crude is performed at:
Baxter Deutschland GmbH
Artur-Ladebeck-Str. 136
33647 Bielefeld
Germany
320. | XOHOPOITVH NOPOLLIOK MPAT Ykpaina BIOIBEPIKA C.AY. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | - UA/15094/01/01
CYNb®AT (cy6eTaHuin) y "OITOPA T™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
HATPIIO noABiliHNX nakeTax 3 Pm* Ta/abo agpecu 3asBHMKA (B/1aCHUKA pPEECTpaLiiHOro
nonietTunexy ans NocBi4YEeHHS) 3MiHa aZpecy 3asiBHUKa
hapmaLeBTUYHOrO
BUKOPUCTaHHS
321. | XYMIPA® PO3UMH ANA H'EKLN, E66Bi Lseliuapi BMPOGHMULITBO HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/16818/01/01
20 mr/0,2 mn; no 0,2 Biochapma A nikapcbKoro 3acooby, TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenmom
MJ/T PO3YMHY Y CbiOTikan3 nepBrYHHE NakyBaHHSA 3MiHM Yy BUPOGHMLTBI. 3MiHa iMMopTepa/3miHu, Wwo
nonepeaHLo v6X nonepeaHbLO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOHO AKOCTI
HanoBHEHOMY HamoBHEHWX LUNPULiB roTOBOrO /likapcbkoro 3acoby (3amiHa abo gofaBaHHsA
0/1HO1030BOMY bulk, TectyBaHHA OiNbHUUI, Ha SIKI 34iCHI0ETLCSA
wnpuyi, no 1 (cTepunbHicTb Ta KOHTPO/bL/BUNPOGYBaHHSA cepil) - A0AaBaHHS
wnpuuy pasom 3 1 H6akTepianbHi anbTepHaTUMBHOI BUPOOHUYOI ginbHuU Vetter Pharma
CepBeTKOto, €HOO0TOKCUHN): — Fertigung GmbH&Co0.KG, Schuetzenstrasse 87, 99-

npocsikHyToto 70 %
isonponinosum
cnmpTom (B
namiHoBaHOMY
nonieTuneHom
nanepi), BMiLLy1oTb y
KOHTYPHY YapyHKOBY
ynakoBky; no 2
wnpuum (y
KOHTYPHiIli
YapyHKOBIli ynakoBLii

BetTep ®apma-
®eptiryHr F'm6X i Ko.
K, Himewunna;
BTOPVHHE NakKyBaHHSA
nonepeaHbO
HanoBHEHMX LUMPULIB
bulk, TecTyBaHHs
(cTepunbHicTb Ta
bakTepianbHi
€HAO0TOKCUHN):
BetTtep ®apma-

101, 88212 Ravensburg, HimeuunHa, BignosiganbHOT
3a TECTyBaHHS, a came: CTepU/IbHICTb Ta 6akTepiabHi
©HA0TOKCUHN N5 NiKapCbKoro 3acoby B nonepegHLo
HanoBHeHuX wWwnpuuax bulk BHeceHHs nepenik
BMPOBHUUMX AinbHULbL B MKA i3 gogaBaHHAM
iHchopMmalii LWoAo anbTepHaTUBHOT BUPOOHUYOT
ginbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
Schuetzenstrasse 87 and 99-101, 88212 Ravensburg,
HiMmeuuunHa, i3 onncom BigNoBIAHNX OYHKLi. 3MiHK |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6GHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o

3acoby ynakoska) Hs nocsioYyeHHs1
3 1 cepBeTKO ®eptiryHr F'm6X i Ko. CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
KOXEH) Y KapTOHHil KI, HimeuuunHa,; roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
Kopoo6ui TecTyBaHHA (Npu [iNbHWUI, Ha SKili 34jACHIOETLCA
BMNYCKY cepil, KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
TecTyBaHHs nig yac anbTepHaTUMBHOI BUPO6HUYOI AinbHUL Vetter Pharma
BMNPOGYBaHb — Fertigung GmbH&Co0.KG, Mooswiesen 2, 88214
cTabinbHoCTI): Ravensburg, Germany, BignoBigaibHOI 3a
E66Bi [oiiuneHs TEeCTyBaHHs, a caMe CTepWUsbHICTb Ta 6akTepiasibHi
m6X i Ko. KT, €HAO0TOKCMHN ANS NiKapcbKoro 3acoby B nonepeaHbo
HimeuunHa; HanoBHeHux wnpuuax in bulk. BHeceHHs1 nepeniky
TecTyBaHHSA BUPOGHMUMX AiNbHNULE B MKS i3 fofaBaHHAM
(TecTyBaHHs npu iHchopmawii WoAo anbTepHaTUBHOT BUPOOHUYOT
BMNYCKY cepil, AinbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
TecTyBaHHs nif yac Mooswiesen 2 88214 Ravensburg, Germany,i3
BMNpPo6YyBaHb OMUCOM BIZANOBIAHWX OYHKL/ TECTYBaHHSA
cTabinbHoCTI): (cTepunbHicTb, 6akTepianbHi eHA0TOKCMHWM)). 3MiHu I
E66Bi bioTekHonoaXi TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
NTA, CLWA, 3MiHM Y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
BUWMYCK Cepii: CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
E66Bi BioTekHONOLXi roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
M6X, HimeuunHa [iNbHWL, Ha AKil 3AiACHIOETLCA KOHTPO b
AKOCTI/BUNPOBYBaHHA cepii Ans
6i010riYHOro/iMyHOOrYHOT0 NiKapcbKoro 3acoby, Ta
6y b-SIKOI AiNbHUL, Ha SKili 3aCTOCOBYETLCA
6i0N10MYHMIA/IMYHONOTIYHWIA MeToA, BUNPO6yBaHHS) -
[oflaBaHHA albTepHATUBHOI BUPOGHUYOT AiNbHULL
AbbVie Biotechnology LTD, USA, BignosiganbHoi 3a
TecTyBaHHS Npy BUMYCKy cepii Ta TeCTyBaHHSA Mif, vac
BMNPOGYBaHb CTabifIbHOCTI FOTOBOrO J1iKapCbKoro
3aco6y. BHeceHHs nepeniky BUPOGHUYMX AifIbHULb B
MKS$ i3 gogaBaHHAM iHdopmaLii Wwoao
anbTepHaTUBHOI BUPOOHUYOI AinbHuLi AbbVie
Biotechnology LTD, USA i3 on1com BignoBigHnx
QOYHKLA.

322. | XYMIPA® PO3YUH ANst iH'EKLIN, E66BI LLiseiiuapi BMPOOHULITBO HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16818/01/02
40 mr/0,4 mn; no 0,4 Biochapma A nikapcbKoro 3acooby, UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
M1 PO3UMHY Y CblOTiKaN3 nepBUHHE NaKyBaHHSA 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
nonepeaHLo mM6X nonepeaHbLO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI
HanoBHEHOMY HarnoBHEHWX LUNPULB roTOBOrO /liKapCbkoro 3acoby (3amiHa abo gofaBaHHSA
0HOA030BOMY bulk, TecTyBaHHsa OiNbHALI, Ha SIKI 34iACHI0ETLCSA
wnpuyi; no 1 (cTepunbHicTb Ta KOHTPO/L/BUNPOGYBaHHSA cepil) - AoAaBaHHS
wnpuuy pasom 3 1 H6akTepianbHi anbTepHaTUMBHOI BUPOOHUYOI AinbHuL Vetter Pharma
CEepBEeTKOI, €HIO0TOKCUHMW): — Fertigung GmbH&Co.KG, Schuetzenstrasse 87, 99-

npocsikHyToto 70 %
isonponinosum
cnupTom (B
namiHoBaHOMy
nonieTmaeHom

BetTep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimeuunHa,;
BTOPUHHE NaKyBaHHSA
nonepeaHb0

101, 88212 Ravensburg, HimeuunHa, BignosiganbHOT
3a TECTyBaHHS, a came: CTePU/IbHICTb Ta 6akTepiasibHi
©HA0TOKCUHU 4151 NiKapCbKoro 3acoby B nonepegHL0
HanoBHeHuX wWwnpuyax bulk BHeceHHs nepenik
BMPOBHUUMX AinbHULbL B MKA i3 fogaBaHHAM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

nanepi), BMiLLieHi y
KOHTYPHY YapyHKOBY
ynakoBky; no 2
wnpuum (y
KOHTYPHili
YapyHKOBII ynakoBLi
3 1 cepBeTKOIO
KOXEH) Y KapTOHHil
Kopoo6ui

HamnoBHEHMX LUMPULIB
bulk, TecTyBaHHs
(cTepunbHiCTb Ta

HakTepianbHi
€HOO0TOKCUHN):
Bettep ®apma-

®eptiryHr F'm6X i Ko.
K, Himewyunna;
TecTyBaHHA (Npu
BMNYCKY cepil,
TecTyBaHHSA nif yac

BMNpPo6yBaHb

cTabinbHoCTI):
E66Bi [oiiuneHs
v6X i Ko. KT,

HimeuunHa;

BMPOGHMLITBO

niKkapcbKoro 3acooby,

NepBUHHE NaKyBaHHS

nonepeaHbLO

HamnoBHEHWX LUNPULiB
bulk, TecTyBaHHs

(Bi3yanbHWii KOHTPOSb
SIKOCTi, TECTYBaHHS
npu BUMYCKy cepii,

TecTyBaHHSA nif yac

BMNpPo6YyBaHb
CTabiNIbHOCTI:
E66Bi bioTekHonoaXi
NTA, CWA;
BTOPVHHE NaKyBaHHS:
E66BI C.p.n., ITanis;
BUMYCK Cepii:

E66BIi BioTekHonoaxXi

mM6X, HimeuunHa

iHchopmawii WoAo anbTepHaTUBHOT BUPOOHNYOT
ginbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
Schuetzenstrasse 87 and 99-101, 88212 Ravensburg,
HimeuuunHa, i3 onncom BignoBiAHNX OYHKLi. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
[iNbHWUI, Ha SKili 34ACHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTMBHOI BUPO6HUYOI AinbHUL Vetter Pharma
— Fertigung GmbH&Co0.KG, Mooswiesen 2, 88214
Ravensburg, Germany, BignoBigaibHOI 3a
TEeCTyBaHHs, a caMe CTepWUsbHICTb Ta 6akTepiasibHi
€H0TOKCUHW A5 NiKapCbKoro 3acoby B nonepesHbLo
HanoBHeHux wnpuuax in bulk. BHeceHHs nepeniky
BMPOBHUUMX AinbHULL B MK i3 gofaBaHHAM
iHchopmawii WoAo anbTepHaTUBHOT BUPOOHUYOT
AinbHuui Vetter Pharma — Fertigung GmbH&Co.KG,
Mooswiesen 2 88214 Ravensburg, Germany,i3
OMUCOM BIZANOBIAHWX OYHKL/ TECTYBaHHSA
(cTepunbHicTb, 6akTepianbHi eHAO0TOKCUHW)). 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
[iNbHWUI, Ha SKili 34iACHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTUBHOI BUPOOHUYOI AinbHULI AbbVie
Biotechnology LTD, USA, BignosigaibHoi 3a
TecTyBaHHs, a caMe Bidya/lbHWIi KOHTPOSIb SKOCTI
nonepeAHbO HaNMOBHEHMX LLNPULiB, TECTYBaHHSA Npn
BMNYCKY Cepii Ta TeCTyBaHHSA Nif Yac BUNPo6yBaHb
cTabinbHOCTI. BHeceHHs neperiky BUPOOHNYMX
OinbHUUb B MKSA i3 gogaBaHHAM iHpopmalii woao
anbTepHaTMBHOI BUPOGHUYOI AinbHNL AbbVie
Biotechnology LTD, USA i3 onncom BignoBigHnx
QOYHKLUiA. 3MiHM | TMNY - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHWUUA 4151 BTOPUHHOTO
nakyBaHHs) - fofaBaHHA a/lbTEPHATVBHOI BUPOGHMYOT
ainbHuui AbbVie S.R.L., ITanis, BignosigansHoi 3a
BTOPUHHE NakyBaHHS roTOBOrO /IiKapCbKOro 3acoby
BHeceHHs nepenik BUPO6HUUMX finbHuub B MKA i3
[ofaBaHHAM iHhopmaLil WoAo anbTepHaTUBHOT
BMPO6HMYOI AinbHUL AbbVie S.R.L., ITania (BTopuHHe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nakyBaHHs). 3miHu Il Tuny - 3miHu 3 sKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULSA, Ha Skl NpoBOAATLCS
6yAb-AKi BUPOGHUWUI CTagii, 3a BUHATKOM BUMYCKY
Cepiil, NPOBEEHHA KOHTPOJIIO SIKOCTi Ta BTOPUHHOIO
nakyBaHHS, /15 NikapCbK1X 3aco6iB
6i010ri4YHOro/iMyHOMONYHOTO NOXOLKEHHS abo
nikapcbknx hopm KOMMIEKCHOTO (CKMagHOoro)
BMPOBGHMYOro nNpouecy) - AoAaBaHHS anbTepHaTUBHOT
BMPO6HMYOI AinbHULi AbbVie Biotechnology LTD,
USA, BiANoOBiga/IbHOI 332 BUPOGHMLITBO Ta NEPBUHHE
nakyBaHHs nonepefHbO HanoBHeHUX LWnpuuis in bulk
BHeceHHs nepeniky BUPOOHNUMX AinbHULL B MKA i3
[0AaBaHHAM iHdopmMaLii Woa0 anbTepHaTUBHOT
BMpO6HUYOT ainbHULUi AbbVie Biotechnology LTD,
USA, BiAnoBigasibHOI 3a BUPOGHMLITBO Ta NEPBUHHE
nakyBaHHs nonepeAHbO HanoBHEHMX WwnpuuiB in bulk.

323.

LEPETUNIH

PO3YUH ANs1 iH'EKLN,
1000 mr/4 mn, no 4
M/ B amnyni; no 5
amnyn y 6nictepi; no
1 6nictepy y
KOpOO6Lii 3 KapTOHY

TOBAPKC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANBHICT
0
«KOPIOP
AUIA
«340POB
"HA»

YkpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHuka peecTpauinHoro
nocsigyeHHs1). BBegeHHs 3MiH MpoTsArom 6-Tv micsuis
nicnsa 3aTBepkeHHs. 3MiHu | TMny - 3MiHKM LWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHux
AaHux npo cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkroyatoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLeHHI MacTep-chaiina cuctemun
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVMKa, BigNoBiAa/IbHOI 3a dhapmakoHarnsag. Jivoua
pepakuisi: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: NaHosa OneHa MukonaisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsg,. 3miHa
HoMmepa MacTep-ghaiina cuctemy papmakoHarnaay.

3a
peyenmom

UA/20534/01/02

324.

LEPETUNIH

PO34UNH ANS iH'EKLN,
500 mr/4 mn, no 4
M/1 B amnyni; no 5
amnyn y 6aictepi; no
1 6nictepy y
KOpo6Li 3 KapTOHY

TOBAPWC
TBO 3
OBMEXE
HOtO
BI4MOBIA,
AJIGHICT
to

Ykpaina

ToBapucTso 3
06MeXeHoI
BiANOBIAAbHICTIO
"papmMaueBTNYHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHuka peecTpaviiiHoro
NnocBifYeHHs). BBeeHHA 3MiH NPOTSArom 6-Tv MicsiuiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHX AaHuX Npo
cuctemy dpapmakoHarnsgy (BBefileHHs y3arasibHeHuX

3a
peyerimom

UA/20534/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

«KOPIMOP
AlIA
«340POB
A»

JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXeHOI 0cobK, BiANOBifa/IbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHMKa, BigNOBiAaNbHOI 3a hapmakoHarnsag,. ditova
pepakuis: LeeuyeHko OneHa IropiBHa.
MponoHoBaHa pepakuis: NMaxosa OneHa MykonaisHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BigNoBigaibHOI 3a (hapMakoHarnsag. 3miHa
HoMepa MacTep-ghaiina cuctemu papmakoHarnaay.

325.

LMIKNO 3®
®OPT

Kancynv Teepai; no
10 kancyny
6nictepi; no 3
6nictepy B
KapTOHHI ynakoBLi

M'ep ®abp
Megavkame
HT

dpaHLis

M'ep ®abp
MegnkameHT
MpopakLH

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
BiJ] y)X€ 3aTBEPXEHOr0 BUPOGHUKA NOAAHHS
OHOBJ/IEHOTO cepTudikaTa EBponeiickkiii hapmakonei
Ne R1-CEP 2004-019 - Rev 06 (3atBepgxeHo: R1-
CEP 2004-019 - Rev 05) gnsa A®l kncnotu
ackop6iHOBOI Bif, 3aTBEpPAXEHOr0 BUpo6HMKa CSPC
WEISHENG PHARMACEUTICAL (SHIJIAZHUANG)
CO,, LTD., CHINA.

3a
peyenmom

UA/7550/01/01

326.

LUANMPO®APM®

Kpansi OYHi/BYLLHi
0,3 % no 5 a6o 10
MmNy chnakoHi; no 1
dhnakoHy y nauui 3
KapToHYy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
3MiH1 BHECEHO B TEKCT MapKyBaHHsA BTOPVHHOI Ta
NepBUHHOT YNakoBOK NikapcbKoro 3acoby, a came
BUy4eHO Ay6ntotouy iHhopMaL,ito poCiiCbKO MOBOH.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | Tuny - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHW). 3MiHW BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI
ynakoBKU NikapcbKoro 3acoby y nyHktn 1, 16, 17 Ta B
TEKCT MapKyBaHHS NePBNHHOT YNakoBKM y NyHKT 1, 6.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHSA

3a
peyenmom

UA/3385/02/01

327.

UNANMPODAPM®

Kpansi BYLHi,

AT

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu |

3a

UA/15541/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
AEKC cycneHsis no 7,5 mn "®apmak” TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 1 hapmakoHarnagy (iHwi 3MiHu)
dhnakoHy y nauui 3 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
KapToHYy YNaKkoBKM Y NMYHKTW 16, 17 Ta B TEKCTi MapKyBaHHS
NepPBUHHOT YNaKoBKW Y MYHKT 6.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS
3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)
3MiHM BHECEHO B TEKCT MapKyBaHHS ynakoBOK
NiKapCcbKoro 3acoby LLO0AO BUNYyYEHHS Ay6ntoBaHHA
iH(hopMmaLii pocilicbkolo MOBOHO.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
328. | ULNTANPA TabneTkun, BKPUTI xn Em Ipy3is BMPOOHUK Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20551/01/01
NNiBKOBOKO dapmacb BiANOBiAA/IbHWIA 32 TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, 1Mo 10 H0TUKasIC KOHTPO/b cepii, thapmakoHarnagy. BeegeHHs abo 3miHu fo
Mr; No 7 TabneTok y nepBuHHE Ta y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
6nictepi; no 4 BTOPVHHE NaKyBaHHS: (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
6nictepu B nauuj 3 NABOPATOPIOC thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapToHYy LIMH®A C.A., IcnaHis; BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnaay;
BUPOGHMK KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
BiAnoBiganbHUii 3a 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BMPOGHMLITBO, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
KOHTpOnb cepii, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
nepBuHHE Ta KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
BTOPVHHE NaKyBaHHS, tharina cuctemmn thapmakoHarnsgy) - 3miHa
BUWMYCK Cepii: YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
NABOPATOPIOC hapmakoHarnag,.
LINH®A C.A., IcnaHis [itoua pepakuis: Dea Onoprishvili. NMponoHoBaHa
pepakuis: Maia Kavteladze. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
dhapMakoHarnsag.
329. | ULNTANPA TabneTku, BKPUTI xn Em Ipysia BMPOBHUK IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20551/01/02
nNiBKOBOK dapmacb BiAnoBiganbHUii 3a My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 20 HoTUKasC KOHTpOb cepil, thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepu B nayuj 3
KapToHYy

nepBuHHE Ta
BTOPVHHE NaKyBaHHS:
NABOPATOPIOC
LIMH®A C.A., IcnaHis;
BMPOBHUK
BiANOBigabHUI 3a
BMPOGHMLTBO,
KOHTPO/b cepii,
nepBuHHE Ta
BTOPVHHE NakKyBaHHS,
BUNYCK cepil:
NNABOPATOPIOC

y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obU 3 chapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
thapmakoHaring,.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
LINHDA C.A., IcnaHis [itoua pepakuis: Dea Onoprishvili. NponoHoBaHa
pepakuis: Maia Kavteladze. 3miHa KOHTaKTHUX JaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
hapMakoHarnsg.
330. | HACTOTINY TpaBano 50ry MpAT Ykpaina MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/5701/01/01
TPABA nayvkax 3 BHyTpiwHiM | "“/likTpasn” TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
naketom; mo 1,5ry CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
inbTp-nakeTi, No 3MiHW) - BHECEHHS 3MiH JO0 HOPMYBaHHS NMOKa3HWKIB
20 dhinbTp-nakeTiB y «laeHTudikauis (30BHILLHI 03HaKW)» (f0AaBaHHsA onucy
nauyi; no1,5ry NiBKN NakyBasIbHOI ); « TOBLLMHA MAIBKMU» (YTOYHEHHS
inbTp-nakeTi, No [0NyCTUMUX HOPM NOKa3HWUKa) cneumdikauii 3
20 hinbTp-nakeTiB y KOHTPO/I0 MEPBUHHOIO NakyBa/lbHOro martepiany aas
nayuj 3 BHyTPILWHIM ynakoBku 1o 50 ry nayui 3 BHYTPILLHIM NakeToM
nakeTom (nniBka Nakysa/ibHa (NepBUHHA)).
331. | WABAIIANCTA | nuctsa no 50 r a6o MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Bes UA/5809/01/01
no 60 r y naykax 3 "NikTpasn” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
BHYTPILLHIM CuncTeMa KoHTelHep/3aKkynoptoBasibHUA 3aci6 (iHLWi
naketom, no 1,0ry 3MiHW) BHECEHHS 3MiH [0 HOPMYBaHHS NMOKa3HUKIB
inbTP-nakeTi; No «laeHTuiKaLia (30BHiLLHI 03HaKW)» (f0AaBaHHA onucy
20 hinbTp-nakeTiB y NAiBKN NaKkyBasibHOT ); «TOBLUMHA NAIBKW» (YTOYHEHHS
nauui 3 BHYTPILIHIM [0NyCTUMMX HOPM NOKasHUKa) cneumdikauii 3
naketom; no 1,0ry KOHTPO/I0 NEePBMHHOTO NakKyBaslbHOTO Matepiasty A5
inbTp-nakeTi no 20 ynakoBku no 50 r Ta no 60 r y nayui 3 BHYTPILLHIM
iNbTp-nakeTiB y nakeTom (nniska nakysasibHa (NepBuMHHA)).
nauui
332. | IOMNEPIO TabneTkun, BKPUTI Hosaprtic LBeliuapi BMPOGHULITBO, ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/16691/01/01
NNiBKOBOKO dapma A KOHTPO/b SKOCTI, CnoseHisi TMNy - AGMIHICTPATUBHI 3MiHW. BuayyeHHs BUPOGHNYOT peyenmom
060/10HKOI0, Mo 50 Cepsices nepBuHHE Ta OinbHUU] (BKIOYaoUM AinbHUL Ana AP, NpoMibKHOTro
Mr, no 14 TabneTok Al BTOPUHHE NakyBaHHS, npoayKTy abo roToBOro NikapCbkoro 3acoby, AiNbHUL

y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHiiA KOpo6Li

BMNYCK Cepil:
HosapTic ®apma
C.n.A., ltanisi;

KOHTPO/b SKOCTi 3a
NOKa3HMKOM
«MikpobionoriyHa
yncToTax:
ek ®apmacbloTuKasic
4.4a., CnoeeHis;

BMPOGHULITBO,
KOHTPO/b SIKOCTi OKPIM
nokasHuka
«MikpobionoriyHa
yncToTar:
Hosapric
PapmacbroTuKan
MaHydpakTypiHr JI/1C,

NS NpoBefileHHs NakyBaHHA, BUPOOHNKa,
BiANOBiA@IbLHOIO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AOMNOMKHOI PeYOBUNHM
(AKLLO 3a3HAYeHO Y A0CbE) - BUTYYEHHS BUPOOHMKA
BiANOBIA&/ILHOrO 3a BUPOBGHULTBO, KOHTPO/Ib AKOCTI:
Hosapric CiHranyp ®apmacbkoTvkan MaHydekTypiHr
Mre. Nita., CiHranyp. 3anvwaetbcs anbTepHaTUBHUI
BUPOGHWK, LLLO BUKOHYE Ti X cami (OYHKLT, Lo i
BUIyYeHuii: HoBapTic ®apma C.n.A., ITanis. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
OiNbHALI, Ha SIKIA 34iACHI0ETLCSA
KOHTPO/b/BMNPO6YBaHHSA cepii) - AoAaBaHHS
aNbTepHaTMBHOIO BUPOGHMKA BifNoBiAaIbHOIo 3a
KOHTPO/Ib AIKOCTi 3@ NOKa3HUKOM “"Mikpo6ionoriyHa




214

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
CroBeHis; yuctoTa": HaujioHasibHa nabopaTopis 340poB's
nepBUHHE NaKyBaHHS, HaskonuwwHboro cepegosuLla Ta ixi (Mpeomaiicbka
BTOPUHHE NaKyBaHHS, Bymusa 1, Mapi6éop, 2000, CnoseHist) / National
BUWMYCK Cepii: Laboratory of Health Environment and Food
ek ®apmacbloTuKasic (Prvomajska Ulica 1, Maribor, 2000, Slovenia).
A.4., CnoseHis; BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
KOHTPO/Ib SKOCTIi 3@
NOKa3HNKOM
"MikpobionoriyHa
yucrora™
HaujioHanibHa
naboparopis 34,0poB'A
HaBkonuLwHLOro
cepefoBuLa Ta ixi,
CnoseHis
333. | HOMNEPIO TabneTkun, BKPUTI Hosaprtic LLiseiiuapi BMPOGHMLITBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/16691/01/02
NAiBKOBOO dapma A KOHTPO/b SKOCTI, CnoBeHis TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOi |  peyenmom
060/10HKO10, M0 100 Cepsices nepBuHHE Ta OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibKHOTro
Mr, no 14 TabneTok Al

y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI KOopoo6Li

BTOPVHHE NaKyBaHHS,
BUWMYCK Cepii:
HosapTic ®apma
C.n.A., ltanis

KOHTPO/Ib SIKOCTi 3a
NOKa3HNKOM
«MikpobionoriyHa
yucroTax:

Jlek ®apmacbioTuKaic
n.4., CnoeeHis

BMPOGHMLITBO,
KOHTPO/b SKOCTi OKPIM
nokasHuka
«MikpobionoriuHa
yuctoTax:
Hosapric
PapmacboTmKan
MaHydakTypiHr JI/1C,
CnoseHis;
nepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS,
BUNYCK cepil:

Jlek ®apmacbioTuKaic
n.4., CnoeeHis
KOHTPO/Ib SKOCTIi 3@
NOKa3HWKOM

NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiflbHULL
NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
BiANOBiAa@/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLLO 3a3HAYEHO Y OCbE) - BUTYYEHHS] BUPOOHMKA
BiANOBIA&/IbHOrO 3a BUPOBGHMLTBO, KOHTPO/Ib AKOCTI:
HoBaprtic CiHranyp ®apmacbtoTrkasn MaHyeKkTypiHr
Mre. /ita., CiHranyp. 3anvwaeTbcs anbTepHaTUBHUI
BMPOGHUK, LLIO BUKOHYE Ti X cami oyHKLUIT, Lo 1
BUny4YeHuii: HoBaptic ®apma C.n.A., ITanis. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY cepii Ta KOHTPOO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHS
OiNbHULI, Ha SIKI 34iACHI0ETLCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) - AoAaBaHHS
anbTepHaTMBHOIO BMPOGHMKA BifNoOBiAaIbHOTO 3a
KOHTPO/Ib SIKOCTi 3@ NnokasHnkoM “"MikpobionoriyHa
yucTtoTa": HauioHanbHa nabopartopis 340poB'sa
HaskonuwHboro cepegosuila Ta ixi (NMpsomaicbka
By/musa 1, Mapi6op, 2000, CnoseHisi) / National
Laboratory of Health Environment and Food
(Prvomajska Ulica 1, Maribor, 2000, Slovenia).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
"MikpobionoriyHa
yucrora™
HaujioHanbHa
naboparopis 34,0poB'A
HaBkonuLwHLOro
cepefoBuLa Ta ixi,
CnoseHis
334. | OMNEPIO TabneTkun, BKPUTI Hosaprtic LLiseiuapi BMPOGHMLITBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/16691/01/03
NAiBKOBOO dapma A KOHTPO/b AKOCTI, CnoBeHis TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHsa BUpo6GHUYOi |  peyenmom
060/10HKOH0, Mo 200 Cepsices nepBuHHE Ta OinbHUUI (BKIOYaoUM AinbHUL Ans AP, NpoMibXHOTro
Mr, no 14 TabneTok Al BTOPWHHE NakyBaHHS,

y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI KOopoo6Li

BUWMYCK Cepii:
HosapTic ®apma
C.n.A., lTanis;

KOHTPO/Ib SIKOCTi 3a
NOKa3HWNKOM
«MikpobionoriyHa
yucroTax:

Jlek ®apmacbioTuKaic
A.4a., CnoseHis;

BMPOGHMLITBO,
KOHTPO/b SKOCTi OKPIM
nokasHuka
«MikpobionoriuHa
yuctoTax:
Hosapric
dapmacboTukan
MaHydakTypiHr JI/1C,
CnoseHis;

NepBrHHE MakyBaHHs,
BTOPUHHE MNaKyBaHHSA,
BUWMYCK Cepii:

Jlek ®apmacbloTuKaic
4.4., CnoseHis;

KOHTPO/Ib AKOCTI 3a
NOKa3HUKOM
"MikpobionoriyHa
yucrora™
HaujioHanbHa
naboparopisi 340p0oB's
HaskonuwHboro
cepefoBuLa Ta ixi,
CnoBeHis

NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AisbHULL
NS NpoBefieHHsA NakyBaHHA, BUPOOHYKa,
BiANOBiA@IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHY
(AKLL0 3a3HAYEHO Y OCbE) - BUTYYEHHS] BUPOOHMKA
BiANOBIA&/IbHOrO 3a BUPOBGHMLTBO, KOHTPO/Ib AKOCTI:
HoBaprtic CiHranyp ®apmacbtoTrkasn MaHyhekTypiHr
Mre. /ita., CiHranyp. 3anvwaeTbcs anbTepHaTUBHUI
BMPOGHUK, LLIO BUKOHYE Ti X cami oyHKLUIT, Lo 1
Buny4YeHuii: HoBaptic ®apma C.n.A., ITanis. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY cepii Ta KOHTPOO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHs
OiNbHULI, Ha SIKI 34iACHI0ETLCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) - AoAaBaHHS
anbTepHaTMBHOIO BMPOGHMKA BifNoOBiAaIbHOTO 3a
KOHTPO/Ib SIKOCTi 3@ NnokasHnkoM “"MikpobionoriyHa
yucTtoTa": HauioHanbHa nabopartopis 340poB'sa
HaskonuwHboro cepegosuila Ta ixi (NMpsomaicbka
By/musa 1, Mapi6op, 2000, CnoseHisi) / National
Laboratory of Health Environment and Food
(Prvomajska Ulica 1, Maribor, 2000, Slovenia).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

*y pa3i BHeceHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. HauaTLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




IIEPEJIIK
JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIII ABO Y

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3p0poB’a YkpaiHn «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux
MaTepianie»

Big 30 kBiTHA 2025 poky Ne 755

BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

1,5 ry cpinbTp-nakeTi; no 20
inbTp-nakeTiB y navui 3
BHYTPILLHIM NakeTom

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina riocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby

1. BIAEIH Kancynm M'ski no 12,5 mkr (500 | AT "KUIBCbKUIA YkpaiHa AT . 3acigaHHa HTP Ne 15 | BigmoBUTU y 3aTBepA)KeHHi - TexHiYHa nomuska (3rigHo Hakasy
MO), no 10 kancyn y 6nicTepi; BITAMIHHWIA "KMIBCBbK | YKPalHa | gin17.04.2025 MO3 Big 23.07.2015 Ne 460). BUnpaBneHHs TeXHIYHUX MOMUIOK
no 6 6nicTepiB y nauuy; 3ABOJ4" 7% 3rigHo n.2.4. po3giny VI Hakady MO3 Ykpainu Big 26.08.2005p. Ne
Kancynu m'ski no 25 mkr (1000 BITAMIHH 426 (y pepaxuii Hakasy MO3 YkpaiHu Big 23.07.2015 p Ne 460),
MO), no 10 kancyn y 6nicTepi; ni Aaka 6yna gonyuwieHa npu peectpauii (Hakas MO3 YkpaiHu Big,
no 6 6nicTepiB y nauuy; 3ABOL" 15.08.2023 p Ne 1462) B MKA y chopmyni 06paxyHKy KilbKiCHOro
Kancynu m'ski no 100 mkr BMICTy Xxonekanbuudpepony (Metog 1) BuHUKIA NOMWIKA MNpU
(4000 MO), no 10 kancyny CKOPOYEHHI po3paxyHKoBUX (QOPMY/1, @ caMe 3a3HayeHO uucno 4
6nictepi; no 3 6nictepn y 3amicTb uucna 40. 3a3HaueHe BWNPaB/IEHHS He BiAMNOBifae
naJui; kancynu m'aki no 500 mMaTtepianiam peecTpauiiHoro focbe, siKi NpeAcTaB/ieEHI B apXiBi,
MKr (20000 MO) no 10 kancyn OCKiNbK B MaTtepianax peectpayiiHoro AoCbe 3a3HavyeHo yncno 4
y 6nicTepi; no 2 abo 6 (3.2.P.5.2 AHaniTnuHi meToauKn)
6nicTepis y nayui

2. 3BIPOBOKO TpaBano 60ra6o 75ry MpuBatHe YKpaiHa MpAT . 3acigaHHa HTP Ne 14 | BigmoBUTU y 3aTBepA)KeHHi - TeXHiYHa nomuska (3rigHo Hakasy

TPABA naykax 3 BHYTPILIHIM NakeToMm; akuioHepHe "NikTpasun" YkpaiHa Big 11.04.2025 MOS3 Big 23.07.2015 Ne 460), BunpaB/ieHHA TEXHIYHOT NOMUIKA Y

no 1,5 r y oinbTp-nakeTi; no TOBapuCTBO po3ginax 3.2.P.7.1. Cneuundikauia Ta 3.2.P.7.2 MeToamn KOHTPOsI0
20 chinbTp-nakeTiB y Nadui; no "NikTpasun" y Martepiasiax peecTpauiiHoro f[oCbe Ha fikapcbkuii  3acio

3Bipo6oto Tpasa ( PN Ne UA/5675/01/01) 3aTBEepaxeHuii Hakazom
MO3 YkpaiHn Nel1996 Big 02.12.2024 p., y 3B’A3Ky 3 NOMW/IKOBO
NoAaHOK HeakTyaslbHOK BEPCIE LMX po3diniB (He BpaxoBaHO
nonepegHio 3MiHy Big 11.04.2023 Ne 683 pgnsa matepiasty Ans
(iNbTP-NakeTiB) HE PEKOMEHA0BAHO A0 3aTBepKeHHs. Y 2024 p.
6yno 3aasneHo 3miHy B.ILr. (X),lA, WoA0 3MiHM OO0 HOPMyBaHHS
nokasHWKiB «laeHTudikauisa (30BHILLHI 03HaKW)» (foAaBaHHS onucy
NAIBKM NaKyBas1bHOI); «TOBLYMHA NNIBKM» (YTOYHEHHS AONYCTUMUX
HOpPM nokasHuka) Yy cneuuddikauii gna nAiBKM  NakyBasibHOI
(nepBuHHa) aNns ynakoBku Mo 60 r abo 75 r y naykax 3 BHYTPILIHIM
nakeTom (3arBepmxeHuii Hakazom MO3 YkpaiHn Nel996, Big
02.12.2024 p.). B nigTpumky nogaHunx 3MmiH (3miHn | Tuny) Gynu
HajaHi BiANOBIAHI OHOB/EHI PO3A4iNN MaTepiasiiB peecTpaviiHoro
pocbe 3.2.P.7. Cuctema KoHTeiHep/ 3akynoproBasibHUIA 3acib, a
came crneungikaLii, MeToan KOHTPOJIKO SIKOCTi, cepTudikaTy SKOCTi
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuUK

KpaiHa

Miocmasa

Mpoyedypa

ONA NNiBKW NaKyBaslbHOI (MEPBUHHOI) NONIMEPHOT), CTOCOBHO SKOI
n 6yna 3asBneHa 3miHa. OTXe, paHile 3aTBepXeHa
Cneundpikauis  gna  lNanipy  inbTpyBasibHOTO  3a/IMLLIAETLCA
He3MiHHOI. TakMM YMHOM, TEXHIYHA NoMusIKa He peKkoMeHgoBaHa
[0 3aTBEPMAKEHHS

PO3BATOP

TabneTkun, BKPUTI 060/10HKOI
no 10 mr a6o no 20 mr; no 7
Tabnetok y 6nictepi, no 4
6nicTepn B KApTOHHI KOPOOL

CaH
PapmacboTKa
IHpaacTpi3 NimiTeq,

IHais

CaH
Papmacsh
HoTUKa
IHoacTpi3
Nimiten

IHAis

3acigaHHa HTP Ne 14
Big 11.04.2025

BiaMOBUTU y 3aTBEPMXKEHHI - TEXHIYHA NoMu/Ka (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460), BUNpaBAeHHS TEXHIYHUX NOMWUSIOK,
3rigHo nn.4 n.2.4. posginy VI Hakasy MO3 Ykpaihu Big
26.08.2005p. Ne 426 (y pepakuii Hakazy MO3 YkpaiHu Big
23.07.2015 p Ne 460), y 3atBepgxeHnx MKA /13 B onuci meToamk
3a nokasHukamun «lgeHTudikalis 3a KonbopoM. TuTaHy AioKcua»,
«3aniza oKcug YepBOHUI», «PO3UMHEHHS», «CyMnyTHi AOMILLKM»
BIANOBIAHO A0 OpuriHa/IbHUX MeToguk  posginy 3.2.P.5.2.
AHaniTMuHi MeToaukn. He pekomMeHAOBaHO [0 3aTBepKeHHs,
OCKINbKW B OpUTriHaUIbHUX MaTepianax BUPO6HMKa, L0 nojaBainuch
Ha peecTpauilo Ta BHECEHHS 3MiH i fki MpeAcTaBneHi B apxisi, a
came B n.3.2.P.5.2. AHanitnuHi wmetogukn (Document No.
FT005109 Version No. 4.0 Effective) 3a nokasHukoMm «CynyTHi
OOMILKM» 3a3HauveHi 3HayeHHss LOQ pna  5-keTo  kucnotu
po3yBacTaTuHy Ta JlakTOHy po3yBacTaTuHy B 3aTBepipKeHili
pepakuii, a came «0,053 %» Ta «0,030 %» BigNOBIAHO

DOPLE®TPUH

MOPOLLIOK A1 PO3UNHY ANA
iH'ekuin no 750 mr a6o no 1,5
r; no 1 dpnakoHy B KOPOOLL

AHaHTa Megikeap
nra.

Benuvka
BpuTaHia

AHaHTa
Megikeap
NimiTen,

IHgis

3acigaHHa HTP Ne 15
Big 17.04.2025

BigmoBuTK y 3aTBEepAKEHHI - TEXHIYHA nomMuska (3rigHo Hakasy
MOS3 Big 23.07.2015 Ne 460), BUNpaB/ieHHA TEXHIYHUX MOMUMIOK
3rigHo n.2.4. po3giny VI Hakazy MO3 Ykpaiuu Big 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460),
JonyweHnx npuv  npoBedeHHi npouenypu  peectpauii (P
UA/20497/ 01/01; UA/20497/01/02; Haka3 MO3 YkpaiHu Big
17.06.2024 p. Ne1056) - B cneuudpikauii MKA gogaTkoBo BKasaHo
3aiiBy iHhopMaLito LWoAo KpuTepito igeHTudikalii uedypokcrmy,
AKa He € BIpHOKW [A71A fAaHOoro MpoAykTy Ta He Bignosifae
cneumdikauii Big BMpo6HUKa J13. B MeTogax KOHTPOMO KpuTepii
NPUAHATHOCTI ANA igeHTudikauii LedypoKcMMy BKasaHo BipHO, L0
NpU3BOANTL [0 PI3HOUUTAHHS B Mexax OAHOro AokymeHTta (MKA
[N3). 3as3HaueHi BUMpaBfEeHHA He BiAMNOBIJalOTb  apXiBHUM
maTepiasiam peecTpauiiHoro [ocbe, a came, nepeknagy Ha
yKpaiHCbKy mMoBY 3 p.3.2.P.5.1. fonyCTUMUX MEX 3a MOKa3HUKOM
«lgeHTucpikauis. Lledpypokcrm». BignosigHo fo posginy VI Hakasy
MOS3 Ykpaiuu Big 26.08.2005p. Ne 426 (y pepaxuii Hakazy MO3
Ykpainn Big 23.07.2015 p Ne 460) n.4.4. faHi BUNPaB/IEHHA He
ABMATHCA TEXHIYHOK NOMUIKOK

B.o. HauanbHUKA
dapManeBTUYHOTO yIIPaB/JIiHHA

Onekcanap I'PIHEHKO
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