MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

19 xoBTHSA 2022 pOKy Ne 1886

IIpo fgep)XaBHY  mepepeecTpamil0  JTiKapCcbKHX  3acobiB  (MeguuHMX
iMyHO0O0io/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 7,
10 Tlopsimky pgep)kaBHOI peectparjii (miepepeecTpariii) JHiKapCbKuUX 3aco0iB,
3aTBep/PKeHOro 1ocTaHoBor0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMANMYHKTY 12 myHKTy 4 Ilono)keHHS TIpO
MiHicTepcTBO 0XOpPOHH 370pOB’Sl YKpaiHU, 3aTBepKeHOro MocTaHoBoo KabiHery
Minictpie Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii rmoctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHMX TmperapartiB), I[0 TOJlaHi Ha Jep)XaBHy IlepepeecTpaiiifo Ta
BHECEHHS 3MiH [0 peecTpaliHUX MarepiajniB, TMpoBeJeHUX [lep>KaBHUM
TMiANPUEMCTBOM «/lep>KaBHUM €KCIepTHUM LieHTp MiHicTepCcTBa OXOPOHU 30pPOB’s
YKpainu», BUCHOBKIB ILI0J0 E€KCIIePTHOI OLIiHKM CITiBBIJHOLIIEHHSI KOPUCTb/PU3UK
miKkapcbkoro 3aco0y, 1110 TIPOTIOHYEThCS [0 JepkKaBHOI TiepepeecTpariii, 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
repepeecTpariii abo BHECEHHS 3MiH []0 peeCTpalliiH1uX MaTepiasis,

HAKA3YHO:

1. TlepepeectpyBaty Ta BHeCTH [0 Jep>KaBHOTO PeECTPY JIiKapChKUX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. BHectu 3MiHM [0 peecTpaliMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKuX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MemwuHi iMyHOOGiosoTiuHi
riperapaTy) 3riJJHO 3 JOAATKOM 2.

3. KOHTpO/b 3a BUKOHAHHSIM L[bOI'0 HaKa3y TOK/JIACTH Ha TMepLIoro 3aCTyITHUKA
Minictpa Osnekcangpa Komapizay.

MinicTp BikTop JISALIIKO



NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIOTOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
nepepeecTpauito nikapcbKux 3acobis

(MegMUHNX iIMYHOGIONOTIUHMX

npenapariB) Ta BHeCEeHHs1 3MiH [0
peecTpauiiiHux maTepianis»
Big 19 xoBTHA 2022 poky Ne 1886

A0 AEP)XXABHOI'O PEECTPY JIIKAPCbKMX 3ACOBEIB YKPAIHU

060/10HKOH Mo 20
Mr: no 10 TabneTok
y 6nictepi; no 3 abo
6, abo 9 6nicTepiB y
Kopobui; no 15
Tabnetok y 6nictepi;
no 2 a6o 4, abo 6

MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3zinax "®apmakonoriyHi BnactusocTi”,
"MokazaHHs" (pegaryBaHHs), "MpoTunokasaHHa",
"B3aemogis 3 iHWMMU Slikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "Ocob6nmnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTI abo rogyBaHHs rpyaat”, "Cnocio

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. ATOPBACTATWUH | Tabnetku, BKpuUTI TOB «TeBa YkpaiHa TeBa ®apma Icnanis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/16377/01/01
-TEBA NNiBKOBOKO YkpaiHa» C.JLY. OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peyenmom nionsi2ae
060/10HKOH Mo 10 MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
mr: no 10 TabneTok po3sginax "dapmakonoriyHi BnactTneocTi",
y 6nicTepi; no 3 abo "MokasaHHsa" (pefarysaHHs), "MpoTunokasaHHsa",
6, abo 9 6nicTepiB y "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
Kopob6ui; no 15 iHWi BnAn B3aemogiit, "Ocob6mBocCTi
Tabnetok y 6nictepi; 3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
no 2 a6o 4, abo 6 BariTHOCTI abo rogyBaHHsA rpyaato”, "Cnocio
6nicTepiB y kopobui 3acTocyBaHHs Ta gosu", "[itn", "MobiuHi peakyii”
BiANOBIAHO A0 iHdopMaLii pedepeHTHOro
nikapcbkoro 3acoby (/linpyumap®, TabneTku,
BKPUTi NNiBKOBOI 060/10HKOI0, N0 10 Mr).
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
2. ATOPBACTATWH | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa Papma IcnaHis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16377/01/02
-TEBA NNiBKOBOKO YKpaiHa» C.JY. OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyernmom nidnsieae




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6nicTepiB y kopobui

3acTocyBaHHs Ta go3u", "[itn", "MobiuHi peakyii”
Bi4NoBiAHO A0 iHdhopMaLii pedpepeHTHOro
nikapcbkoro 3acoby (/linpyumap®, TabneTku,
BKPUTI NNiBKOBOI 060/10HKO0, N0 10 Mr).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
30,0pOB’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pO0B's YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

ATOPBACTATVH
-TEBA

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0 NO 40
mr: no 10 TabneTok
y 6nictepi; no 3, abo
9 6nicTepiB y
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma
C.y.

IcnaHis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOB/EHO iHGOPMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3zinax "®apmakonoriyHi BnactusocTi”,
"MokaszaHHsA" (pegaryBaHHs), "MpoTunokasaHHa",
"B3aemogis 3 iHWMMU Slikapcbkumn 3acobamu Ta
iHLWi BUAW B3aemogiit", "Ocob6nmnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta go3un”, "Aitn", "MobivHi peakuii"
BiANOBIAHO A0 iHopmaL,ii pechbepeHTHOro
nikapcbkoro 3acoby (Jlinpumap®, TabneTku,
BKPWTi NNiBKOBOI 060/10HKOI0, M0 10 Mr).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPA)KEHOro Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM
3/10poB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16377/01/03

ATOPBACTATUH
-TEBA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKo no 80
mr: no 10 TabneTok
y 6nictepi; no 3, abo
9 6nicTepiB y
Kopoo6Li

TOB «TeBa
YKpaiHa»

Ykpaina

Tea ®apma
C.JY.

IcnaHis

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby y
posginax "®apmakonoriyHi BractusocTi”,
"MokasaHHA" (pegaryBaHHs), "MpoTunokasaHHA",
"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamm Ta
iHWi B1UAW B3aemogii", "OcobnmnBoCTi

3a
peyerimom

He
nionsieae

UA/16377/01/04




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

3aCToCyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaarw”, "Cnocio
3acTocyBaHHsa Ta gosu", "[itn", "MobiuHi peakuyi”
BiANOBIAHO A0 iHopMaL,i pechbepeHTHOro
nikapcbkoro 3acoby (Jlinpumap®, TabneTku,
BKPUTI NNIBKOBOIO 060/10HKO0, N0 10 Mr).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

FACTPOIrAPJ

Tabn1eTkv XyBasbHi
680 mr/80 mr; no 8
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI KopooLli

ABGOTT
Nab6opaTtopi3
6X

HimeyunHa

Ankanoig AL
Ckon'e

MiBHiuHa
MakefioHis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
OHoB/1eHO iHhopMaLito B IHCTpYKLUiT Ans
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
po3ginax "3acTocyBaHHs y nepio BariTHOCTI
a60 rogyBaHHA rpyaa"(YyTOUHEHHS
iHpopmawii), "Cnoci6 3acTocyBaHHs Ta Jo3n"
(yTouHeHHs iHdhopmauii), "MobiuHi peakwyji
BiANOBIAHO [0 MaTepianiB peecTpaviiiHoro
[0CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHiCTepcTBa OXOPOHU
3710pOB's YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/16550/01/01

AAKAPBA3VH

KpucTanivyHmim
MOPOLLIOK
(cybeTaHuin) y
NOTPIAHNX
namiHOBaHNxX
naketax
(nonieTnneHtepedt
anar/antomiiii/noni
eTuneH) ans

AT "BYAB
dapma”

Yecbka
Pecny6nika

AT "BYAB
OAPMA"

Yecbka
Pecny6nika

MepepeecTpaLisi Ha HEOGMeXeHUIi TepMiH

He
nionsieae

UA/16622/01/01




MasivHu, no 10
TabneTok y 6nictepi;
nol, 2 a6o4
6nicTepy y nauui

po3gaini "Mo6iyHi peakuii" BignosigHO 40
OHOB/EHOT iH(hopMaLlii 3 6e3nekn 3acTocyBaHHS
Lit0YNX PEYOBVH.

MepiognyHicTb NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs chapmakoHarnsgy,
3aTBEPAXEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A Ykpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmauleBTUYHOro
3aCcTOCyBaHHsA
7. ETOPUKOKCUB NOPOLLIOK ToBapucTso YkpaiHa EPPEKIEPPE ITania MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH - He UA/16551/01/01
(cybeTaHuis) y 3 C.M.A. nionsizae
noagiliHmx 06MeXeHOo
nonieTuneHoBmX BiAgnoBigasb
naketax ans HiCTIO
hapmaLeBTUYHOIO "®GapmaueBT
3aCTOCyBaHHS N4yHa
KomnaHis
"3popos'a”
8. NAPUTUNEH® Tabnetkvu gns MAT YkpaiHa MNAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/16643/01/01
PO3CMOKTYBaHHS 3i "Knismegnp "Knismegnpenapa OHoBeHo iHdhopMaLito B IHCTPYKLii Ans peyenma
CMakoM M SiTu; no enapar" T MEeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
10 Tabnetok y po3gaini "MobiyHi peakuii" BignosigHO 40
6nictepi; no 1, 2 abo OHOB/EHOT iH(hopMaLlii 3 6e3nekn 3acTocyBaHHS
4 6nictepun y nauui Lit0UnX PeyOBUH.
MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKEeHOro Hakasom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710p0oB's YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHUMN y NepiofMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
9. NAPUTUNEH® Tabnetkvu gns MAT YkpaiHa MNAT YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/16645/01/01
PO3CMOKTYBaHHS 3i "Kuismeanp "Kuismegnpenapa OHoBeHo iHthopmaLito B IHCTpyKLUii Ans peyenma
CMaKom M ATh Ta enapart” ™ MeAMYHOro 3acTOCYBaHHA /iKapCbKoro 3acoby y




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
10. NAPUTUNEH® Tabnetkv gns MNAT YkpaiHa NAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsizae UA/16644/01/01
PO3CMOKTYBaHHA 3i "Kuismegnp "KuiBmegnpenapa OHoB/eHo iHdhopMmaLito B IHCTpYKLiT Ans peyenma
CMakoM M STn Ta enapar” T MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y
NMOHY; o 10 po3gaini "Mobiyni peaxuii" BignosigHO 40
Tabnetok y 6nicrepi; OHOBJIEHOT iHbOpMaLii 3 6e3MNekn 3acToCcyBaHHS
nol, 2 a6o 4 Ait0UNX PeYOBUH.
6nictepu y nauui MepiognyHicTb NOAAHHA PerynsipHo
OHOBJ/IOBAHOrO 3BiTY 3 6€3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
11. MOKCU®PIOKCA | TabneTtku, BKpUTI CaHpos CnoBeHis CaHpos C.P.J1. PymyHis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/16489/01/01
LUWH CAHOO3® NNiBKOBOKO dapmachboTi OHOB/IEHO iHGhopMaLLito B IHCTPYKUIT Ans peuenmom niosnsieae
060/10HKO10, Mo 400 Kan3 g.4. MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
Mr no 5 TabneTok y po3sginax "dapmakonoriyHi BnactTneocTi",
6nictepi; no 2 "Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
6nictepu B BiANOBIAHO A0 iHdopmaL,ii pechbepeHTHOro
KapTOHHI kopobuyj; nikapcbkoro 3acoby (ABenokc, TabneTkun, BKpUTI
no 7 Tabnetok y NAiBKOBOK 060/10HKO0, 400 Mr)
6nicTepi; no 1 MepiognyHiCTb NOAAHHA PerynsipHo
6nictepy B OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO [0
KapTOHHI KopooLli Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPA)KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
3/10poB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku
12. NMPAAAKCA® Karncynu Teepgi no BepiHrep HimeuunHa Bepixrep HimeuunHa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/10626/01/03
150 mr, no 10 IHrenbxainm IHrenbxanm OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niossieae
Kancyn y énictepi, IHTEepHELUHN dapma 'm6X i Ko. MeAMYHOro 3acCTOCYBaHHSA NikapCbKoro 3acoby y
no 3 abo no 6 m6X K po3aini "Mo6iyHi peakyii" BiANOBIAHO A0

6nictepiB y
KapTOHHI KopooLli

iHchopMmaLii cToCOBHO 6e3neku, sika 3a3HaveHa B
marepianiax peecTpauiiHoro focChe.
MepiognyHiCTb NOAAHHA perynsipHo

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEp)KEHOro Haka3oM MiHicTepcTBa OXOPOHU




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
34,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pejakuii Hakasy MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayvYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3neku
13. nyponit NOPOLLIOK TOB YkpaiHa nypPONIT PymyHis MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH - He UA/16555/01/01
(MONICTUPEHCY | (cy6cTaHuis) y "APTEPIYM Ec.Ep.En. nionsizae
Nb®OHAT noAgiliHmx nTat
HATPIIO) nonieTuIeHoBmX
naketax gns
thapmaLeBTUYHOrO
3aCTOCYBaHHS
14. PUDAMMIH NOPOLLIOK M.BIOTEK Benuvka MAMNIAH IHais MepepeecTpavis Ha 5 poki.. - He UA/11549/01/01
niogpinizoBaHnit Ans NIMITEL BpuTaHis NABOPATOPI3 MepiognyHICTb NOA4AHHS PErynspHo nionsieae
NpUroTyBaHHsA NIMITEL, - OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
PO34nHY An1A AinbHnus Mopsiaky 34ificHeHHs hapmakoHarnagy,
iHcpysiii no 600 wmr, CTEepPWIbHUX 3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
in bulk Ne200: 200 nNiKapcbKnx 300pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
hnakoHiB 3 3aco6iB 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
NOPOLLKOM Y KOpobLi Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
15. PU®AMMIH MOPOLLIOK M.BIOTEK Benuka MAWVINAH IHAis MepepeecTpauis Ha 5 pokis. 3a He UA/11548/01/01
niocpinizoBaHuin ons NIMITEL BpuTaHis NTABOPATOPI3 OHOB/EHO iHGhopMmaLito y po3ainax: peyenmom nidnsieae
NpUroTyBaHHs NIMITEL, - "apmakonoriyHi BnactnsocTi”, "MokasaHHsA",
pOo3umnHy Ansa AinbHuus "MpoTunokasaHHsa", "B3aeMogis 3 iHLIMMU
iHdbysii no 600 mr, 1 CTepPW/IbHNX nNikapcbkumm 3acobamu Ta iHLWi BUAn
h1aKoH 3 MOPOLLKOM niKapcbKknx B3aemogiit", "OcobmMBOCTi 3acTOCyBaHHS",
Y KapTOHHil kopobLi 3acobis "3acTocyBaHHs y nepiof BariTHOCTi abo

rogysaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
[o3n", "Mo6iyHI peakwyii” iIHCTpyKLUii ans
Me[MYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
Bi4MOBIAHO A0 iHGopMaLii pedhepeHTHOro
nikapcbkoro 3aco6y (Rifadin for Infusion 600mg,
UK).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITYy 3 6e3neku, BiAnoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’A YKpaiuu Big 27 rpyaHsA 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi tocTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

pepakuii Hakasy MiHicTepcTBa OXOpPOHM
3[10pOB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.

B.o. I'enepanbHOro jupexKropa
®dapMaLeBTUYHOr0 AUPEKTOpaTy

Isan 3AZIBOPHUX




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
nepepeecTpauito nikapcbKux 3acobis
(MegMUHNX iIMYHOGIONOTIUHMX
npenapariB) Ta BHeCEeHHs1 3MiH [0
peecTpauiiiHux maTepianis»

Big 19 xoBTHA 2022 poky Ne 1886

120, a6o 140 po3
cycnensii B MET-
hnakoHi 3
[,03y104MM HacoCoM-
[103aTOpPOM-
posnuatoBayem; no
1 donakoHy y
KapTOHHI KopoobLi

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs

1. ANIMTA niodpinizat ans Ninni ®paHc PpaHuin Brpo6HMLTBO 3a NOBHUM ClA/ BHECEHHS 3MiH j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4392/01/01

NPUroTyBaHHA LIMKNOM: ®paHuia/ UMy - 3MiHY WoAo 6e3nekn/edpeKkTUBHOCTI Ta peyenmom

PO34nHy ANns Eni Ninni eHg Komnai, Ipeuist thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHO [0

iHcpysiii no 500 mr CWA IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro

niogpinizat y MapkyBaHHsA Ta BTOpYHHA 3acoby Ao po3ainis "OcobMBOCTI 3aCTOCyBaHHA",

CKNSAHOMY (p/1aKOHi; ynakoBKa, KOHTPO/b Ta "3acTocyBaHHs y nepiog BariTHOCTi abo roAyBaHHs

no 1 cpnakoHy B BUNYCK cepil: rpyaaro” BianoBigHO [0 OHOBAEHOIT iHChopMaLi Woao

KapTOHHIiA ynakoBL,i Ninni ®panc, PpaHuisa 6e3nekn 3aCToCyBaHHS NikapcbKoro 3acooby.

BMPOOHMLTBO A030BaHOI
dhopmMu, NepBuHHA
yNakoBKa, KOHTPO/Ib:
BaviaHekc C.A., [peuis
2. ANNEPTEK® cnpeii HazasbHUiA, dapmaueBT Monbwa "Ppapmea” PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3miHu | 3a UA/14933/01/01
HA30 [1030BaHWiA, NYHUIA 3aBOA, Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHOCTI/lIE- peyenmom
cycneHxsis, 50 «MNOJIb®AP cepTuddikaT BifgnoBigHOCTI EBpoNenchkiii
MKr/go3y, no 60 abo MA» C.A. thapmakonei/moHorpadii. NMogaHHA HoBoro abo

OHOBJ/IEHOrO cepTudikara BifnoBsigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBMHU (cepTudikaT BigNoOBIAHOCTI
€sponeiicbkili hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPO6HMKa (3aMiHa ab0 JOMOBHEHHS) -
nojaHHsA HOBOro cepTuddikara BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne RO-CEP 2018-185-Rev
00 gns gjroyoi peyoBuHm Mometasone furoate
monohydrate Bif HOBOro Bupo6Huka Sterling S.p.A,
Italy; 3miHn | TUny - 3miHn 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBiAHOCTI
ab0 BUyYeHHs1 cepTudiikarta BignoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
€Bponeiicbkinn hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/NPoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEepKEHOro BUPOGHUKA - AOAAHHS HOBOTO
cepTudikaTy BiANOBIAHOCTI E€Bponeiickbkili hapmakonei
Bif, BXe 3aTBepxeHoro BupobHuka APl Mometasone
furoate monohydrate - CIPLA LIMITED, India Ne CEP
RO-CEP 2018-290-Rev 00, siknii 3amiHioe ASMF (Ne
ASMF/AP/0004/2015-NOV-17); 3MiHun | TUNy - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANoBigHOCTI €Bponelickkili hapmakonei: gna Adl;
01151 BUXIAHOTO MaTepiany/peareHTy/MpoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
AN151 AONOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEepKEHOro BUPOGHUKA - AOAAHHS HOBOTO
cepTudikaTy BiANOBIAHOCTI E€Bponeiickbkili hapmakonei
Bif, BXXe 3aTBepxeHoro BupobHuka APl Mometasone
furoate monohydrate - AARTI INDUSTRIES LIMITED,
India Ne RO-CEP 2018-303-Rev 00, Akni1 3aMiHiOE
ASMF (ASMF version AIL/IMFM/AP/04/2016-07-20)
3. AnonypuvuHoOnN Tabnetku no 100 mr CaHpos CnoBeHis BMPOBHMLTBO 32 MOBHUM HimeuyunHa/ | BHeECEHHs 3MiH [0 peecTpauiiHux matepianis: 3MiHu | 3a UA/9524/01/01
CAHAOO3® no 10 Tabnetok y dapmacbHoTi LMKIOM: IHgis/ TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHunYoi | peyenmom
6nictepi; no 5 Kans g.4. Canotac dapma 'm6X, PymyHis/ OinbHUUI (BKNHOYaoUM AinbHULI Ans AL, TPpOMKHOIO
6nicTepis y HimeuunHa CnoBeHis npoaykTy abo roToBOro NikapCbKoro 3acoby, AifbHUL
KapTOHHIA Kopoo6Li BMPOGHMLTBO in bulk 0715 POBeAEHHS NaKyBaHHS, BUPOOHMKa,
(anbTepHaTVBHA BiANOBIAa/IbLHOrO 3a BUMYCK CEpii, MicLie NPOBeAEHHS
OiNbHULSA): KOHTPO/IIO cepi) abo nocTavasibH1Ka BUXigHOro
CaHpos lNpaiiseT flimiTes, Marepiany, peareHTy abo AONOMiXHOT pevOBUHN
IHAis (SIKLLLO 3a3HAYeHOo y A0Cbe) BuaganeHHs
KOHTpO/b cepii nocTtavanbHuka gjtoyoi pevosnHn IPCA Laboratories
(anbTepHaTMBHA Limited, India sik BUpo6HUKa anonypuHony pasom i3
OinbHALA): CEP R1-CEP 2008-211-Rev 02 3 fOCbE, OCKiNIbKM
C.K. Cangos C.P.11.,, nocTtavyasibHUK NPUNUHUB BUPOOHULITBO 3 KOMEPLIIHNX
PymyHis NPUYUH.
nepBUHHE i BTOPUHHE
nakyBaHHs, 4,03Bi HA
BMMYCK cepil
(anbTepHaTVBHA
OiNbHULSA):
Jlek ®apmaueBTnyHa
KomMmnaHig a.4., CnoseHis
4. AnonypPuHoON Tabnetkv no 300 mr CaHpfos CnoBeHis BMPOGHMLUTBO 332 MOBHUM HimeyunHa/ | BHECEHHs 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 3a UA/9524/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
CAHAOO3® no 10 Tabnetok y dapmacbioTi LMKIOM: IHgis/ TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HMYOi |  peyenmom
6nictepi; no 5 Kans g.4. Canotac dapma 'm6X, PymyHis/ OinbHULI (BKNHOYa0oUM AinbHULI Ana APl TPOMKHOIo
6nicTepis y HimeuunHa CnoseHis npoaykTy abo roToBOro NikapCbKoro 3acoby, AifbHUL
KapTOHHI KopoobLi BMPOGHMLTBO in bulk 0715 MPOBEAEHHS MaKyBaHHS, BUPOOHMKa,
(anbTepHaTVBHA BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
AiNbHULA): KOHTPO/IIO cepii) abo noctavasibH1Ka BUXigHOro
CaHpos lNpaviseT flimiTes, mMarepiany, peareHTy abo AONOMiXHOT peYOBUHN
IHais (AKW0 3a3HaveHo y focbe) BuaaneHHs
KOHTpO/b cepii noctavasnbHuka fgjtoyoi pevosuHn IPCA Laboratories
(anbTepHaTMBHA Limited, India sik BUpo6HUKa anonypuHony pasom i3
OinbHNLA): CEP R1-CEP 2008-211-Rev 02 3 f0CbE, OCKiNIbKM
C.K. Cangos C.P.J1.,, noctayasibHUK NPUMNUHUB BUPOBHMLTBO 3 KOMEPLLIAHNX
PymyHis NPUYUH.
nepBUHHE i BTOPUHHE
nakyBaHHs, 4,03BiN1 HA
BMMYCK cepil
(anbTepHaTVBHA
AiNbHULA):
Jlek dapmaveBTUYHA
KoMmnaHis a.4., CnoseHis
ANNbBYHOPM po3unH ANns iHdysiii, | OkTadapma AscTpis BVPOGHMUK, AscTpist/ BHECEHHS 3MiH 0 peecTpauliitHux matepiasnis: 3MiHu | 3a UA/17703/01/01
20 % 200 r/n no 50 mn dapmaneBT BignoBigabHWi 3a LBewis/ TUMy - 3MiHM 3 AKOCTI. 3MiHW 40 peecTpaviiiHoro peyenmom
a60 100 Mn po3ynHYy nKa BMpOo6HULTBO in-bulk, PpaHuisn/ NOCBiAYEHHA BHACNIAOK iHLLIMX PerynsaTopHuX
y thnakoHi, no 1 MpopgykTioHe NepBUHHY YNaKoBKY, HimeuunHa npoueayp. NMM®/BA3® (macTep-gaiin Ha
chnakoHy B rec. Mm.6.X.

KapTOHHIlA KOpooLi

KOHTPO/b AKOCTI,
BTOPVHHY YNaKoBKY,
Bi3yasibHa iHCnekKuis,

MapKyBaHHs1, BUNYyCK cepii:
OkTathapma
PapmaveBTrKa
MpopykTioHcrec. m.6.X.,
ABCTpISi; BUPOOHMK,
BiANOBIAaIbHMI 3a
BMPO6HMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTi, BUNYCK
cepii: OkTachapma AB,
LLIBeLisi; BUPOOHUK,
BiANOBIAaIbHMI 3a
BMPO6HMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTi, BUNYCK
cepii: OkTacdhapma,
dpaHLis; BUPOBHNK,
BiANOBIAaIbHMI 3a
BMPO6HMLTBO in-bulk,
NepBUHHY YNakoBKy,

KOHTPO/b SIKOCTi, BUNYCK

nnasmy/3arasibHuii haiin Ha BakUWHHWIA aHTUTEH).
Bk/to4eHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
MacTep-haiina Ha nnasmy y peectpauiiHe fOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IKOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBaKOTb Ha B1ACTUBOCTI
rOTOBOrO Jlikapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe [ocke Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/019/G.
3MiHuM | TUNY - 3MiHKU 3 AKOCTI. 3MiHN A0
peecTpavuiiniHOro NocBiAYEHHS BHACTIA0K iHLINX
perynsaTopHux npouegyp. NM®/BA3® (mactep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
Bk/t04EHHSA HOBOro, OHOB/IEHOTO 260 3MiIHEHOTO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOUYEHHSI OHOB/IEHOr0/3MIHEHOr0 MacTep-galisia Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha B1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) BkitoueHHs
OHOBJ/IEHOrO MacTep-gaina Ha nnasmy y
peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/020/G.

3MiHn | TMNY - 3MiHK 3 SKoCTi. 3MiHK [0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
cepii: OkTacdhapma peecTpauiiHoOro NocBigYEHHS BHAC/TIAOK iHLIMX
MpogaykTioHcrecenwadpT

[oitunang m6X,
HimeuunHa; BUPOGHUK,
BiANoOBigabHUIA 3a
Bi3yaslbHUIA KOHTPOSb,
MapKyBaHHS Ta BTOPUHHY
ynakoBky: OkTachapma
[Jeccay 'm6X, HimeuyunHa

(BK/IOYEHHS OHOB/IEHOTr0/3MIHEHOTO MacTep-ghaiina Ha

perynsaTopHux npoueayp. NMM®/BA3® (macTep-chaiin
Ha nnasmy/3arasibHuii dhaiin Ha BakLUMHHWA aHTUIeH).
Bk/l04eHHSA HOBOrO, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe [OCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IIOYEHHS OHOB/IEHOTr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha BNaCTUBOCTI
rOTOBOrO /iKapCbKOro 3acoby) BktoveHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focke Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/021/G.
3MiHn | TURYy - 3MiHK 3 SKoCTi. 3MiHU [0
peecTpauiiHoro NocBigYeHHsI BHAC/TIAOK iHLIMX
perynaTopHux npoueayp. NMM®/BA3® (macTtep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
BktoueHHA HOBOro, OHOB/IEHOTO ab0 3MiHEHOTO
MacTep-chalina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IFOYEHHSA OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBaKOTb Ha B1aCTUBOCTI
rOTOBOrO JliKapCcbkoro 3acoby) BkitoueHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/022/G.
3MiHuM | TUNY - 3MiHK 3 AKOCTI. 3MiHN J0
peecTpavuiiHoro NocBigYEHHsI BHAC/ILOK iHLIMX
perynsaTopHux npouegyp. NM®/BA3® (mactep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
Bk/to4eHHSA HOBOro, OHOB/IEHOTO 260 3MiIHEHOTO
MacTep-caiina Ha nnasmy y peectpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKHOYEHHS OHOB/IEHOr0/3MIHEHOIO MacTep-ghaiina Ha
nnasmy, sSiKLLO 3MiHW He BN/IMBAIOTb Ha B/1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe foCbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/023/G.
3MiHn | TURY - 3MiHK 3 aKoCTi. 3MiHU [0
peecTpauiiHoOro NocBig4YEHHS BHAC/TIAOK iHLIMX
perynsTopHux npoueayp. NM®/BA3® (mactep-caiin
Ha nnasmy/3arasibHuiA dhaiin Ha BakLUMHHWA aHTUIeH).
Bk/l04EHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpaviiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)

nnasmy, siKLLO 3MiHW He BN/IMBAOTL HA BNACTUBOCTI
roTOBOrO JliKapCbKoro 3acoby)
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KapTOHHI Kopoobui

KOHTPO/b AKOCTI,
BTOPVHHY YNaKoBKY,
Bi3yasibHa iHCnekuis,
MapKyBaHHs1, BUNYCK cepil:
OkTacdhapma
dapmaueBTmkKa
MpoaykTioHcrec. M.6.X.,
ABCTpISl; BUPOOHMK,
BignoBigabHWi 3a
BMpOo6HULTBO in-bulk,
NepPBUHHY YMNakKoBKy,
KOHTPO/b SIKOCTI, BUMYCK
cepii: Oktachapma AB,
LLiBeList; BUPOGHMK,
BignoBigabHWi 3a
BMpOo6HULTBO in-bulk,
NepPBUHHY YMNakKoBKY,
KOHTPO/b SIKOCTI, BUMYCK
cepii: OkTacapma,
®paHLis; BUPOBHNK,
BignoBigabHWi 3a
BMpOo6HULTBO in-bulk,
NepPBUHHY YMakKoBKY,
KOHTPO/b SIKOCTI, BUMYCK
cepii: OkTachapma
MpoaykTioHcrecenwadgT
[oliunang moX,
HimeuuunHa; BUPOGHUK,
BiANOBIAaIbHMI 3a
Bi3yasIbHUIA KOHTPO/b,
MapKyBaHHS Ta BTOPUHHY
ynakoBky: OkTadhapma
[Leccay 'm6X, HimeuunHa

nnasmy/3arasibHuii haiin Ha BakUMHHWIA aHTUTEH).
Bk/1lO4EHHSA HOBOro, OHOBJ/IEHOTO 260 3MiIHEHOTO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOUYEHHSI OHOB/IEHOT0/3MIHEHOro MacTep-gaiisia Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha B/1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) Bk/itoueHHs
OHOBJ/IEHOrO MacTep-gaina Ha nnasmy y
peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/019/G.
3MiHn | TURY - 3MiHK 3 aKoCTi. 3MiHK [0
peecTpavuiiHoOro NocBigYEHHS BHAC/IAOK iHLIMX
perynstopHux npoueayp. NMVM®/BA3® (mactep-chaiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHWUIA aHTUTER).
Bk/to4eHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa NMo)
(BKIOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BNIMBAIOTb Ha BMACTUBOCTI
rOTOBOrO /iKapCbkoro 3acoby) BktoveHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/020/G.
3MiHu | TURY - 3MiHK 3 SKoCTi. 3MiHU [0
peecTpauiiiHoro NocBigYeHHsI BHAC/IAOK iHLIMX
perynsatopHux npouegyp. NM®/BA3® (mactep-thaiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
Bk/to4eHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
MacTep-haiina Ha nnasmy y peectpauiiHe fOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IKOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAKOTb Ha B1ACTUBOCTI
rOTOBOrO Jlikapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe [ocke Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/021/G.
3MiHuM | TUNY - 3MiHKU 3 AKOCTI. 3MiHN A0
peecTpavuiiniHOro NocBiAYEHHS BHACTIA0K iHLINX
perynsaTopHux npouegyp. NM®/BA3® (mactep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).

BKNHOYEHHSA HOBOr0, OHOB/1IEHOrO 260 3MiHEHOTO

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
Bk/ll04ueHHSA OHOB/IEHOTO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focke Ha Nnikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/1B/024/G.
6. ANbBYHOPM po3unH ANns iHgysiii, | OkTadapma ABcTpis BVPOGHMK, AscTpist/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3MiHu | 3a UA/17703/01/03
5% 50 r/n no 100 mn, dapmaueBT BiANOBIgaIbHUI 3a Lsewis/ TUMy - 3MiHM 3 AKOCTi. 3MiHW 0 peecTpaLiitHoro peuenmom
250 mn a6o 500 mn nKa BMPO6HMLTBO in-bulk, ®paHuia/ NoCBiAYEHHSA BHACMIAOK IHLLNX PEryNsaTOPHUX
pO34nHy y doNakoHi, MpopaykTioHe NMepBUHHY YNaKkoBKy, HimeuunHa npoueayp. NMM®/BA3® (macTep-ghaiin Ha
no 1 cpnakoHy B rec. Mm.6.X.




n/n

Hassa
JliKapcbK0O20

dopma sunycky

(nikapcbka chopma,

3asiBHUK

KpaiHa

Bupo6HuK
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KpaiHa

3acoby

ynakoska)

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ANNbBYHOPM
25%

PO34uH A5 iHQY3il,

OkTadhapma

ABCTpis

MacTep-aiina Ha nnasmy y peectpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKNHOYEHHS OHOB/IEHOr0/3MIHEHOIO MacTep-ghaiina Ha
nnasmy, sSiKLLO 3MiHW He BN/IMBAIOTb Ha B/1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/022/G.
3MiHn | TURY - 3MiHK 3 aKoCTi. 3MiHU [0
peecTpauiiHoro NocBig4YEeHHS BHAC/TIAOK iHLIMX
perynsTopHux npoueayp. NM®/BA3® (mactep-chaiin
Ha nnasmy/3arasibHuiA dhaiin Ha BakLUMHHWA aHTUIeH).
Bk/t04eHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe [OCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKIOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-dhaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha BNACTUBOCTI
rOTOBOrO /iKapCbKOro 3acoby) BktoveHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focke Ha Nnikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/023/G.
3MiHn | TURY - 3MiHK 3 SKoCTi. 3MiHU [0
peecTpauiiHoro NocBigYeHHS BHAC/TIAOK iHLIMX
perynaTopHux npoueayp. NMM®/BA3® (macTtep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
BktoueHHA HOBOro, OHOB/IEHOTO ab0 3MiHEHOTO
MacTep-chalina Ha nnasmy y peecTpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IFOYEHHSA OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBaKOTb Ha B1aCTUBOCTI
rOTOBOrO JliKapCbKoro 3acoby)
Bk/loueHHS OHOBMIEHOTO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/1B/024/G.

250 r/n no 50 mn
a6o 100 M1 po3unHy
y chnakoHi, no 1
chnakoHy B
KapTOHHIA Kopoo6Li

PapmaueBT
nka
MpoaykTioHC
rec. Mm.6.X.

BUPOBHMK,
BiANOBIAaIbHMI 3a
BMPO6HMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/Ib SIKOCTI,
BTOPVIHHY YNaKoBKY,
Bi3yasibHa iHCneKLuis,

MapKyBaHHs, BUNYyCK cepii:

OxTadapma
dPapmaueBTrKa

MpoaykTioHcrec. M.6.X.,

ABCTPisi; BAPOGHMK,
BiANOBigabHUIA 3a
BMPO6HMLTBO in-bulk,

ABcTpisi/
Lseuis/
®paHuia/
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. 3MiHW A0 peecTpauiiHoro
NOCBiAYEHHS BHACMIAOK IHLLNX PErynsTopHuX

npoueayp. NMM®/BA3® (macTep-ghaiin Ha
nnasmy/3aranbHuii haiin Ha BakUMHHWIA aHTUrEH).
Bk/to4eHHA HOBOro, OHOB/IEHOTO @60 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa NMo)
(BKIOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha BMACTUBOCTI
rOTOBOrO /liKapCbkoro 3acoby) BktoyeHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha Nikapcbkuii 3aci6: PMF

3a
peyenmom

Certificate no: EMEA/H/PMF/000008/05/11/019/G.

UA/17703/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
NMepBUHHY YNakoBKy, 3MiHn | TURYy - 3MiHK 3 SKocCTi. 3MiHU [0

KOHTPONb SIKOCTI, BUNYCK
cepii: OkTachapma AB,
LLIBewisti; BUPOGHMK,
BiANoOBigabHUIA 3a
BMPO6HMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPONb SIKOCTI, BUNYCK
cepii: OkTacapma,
®paHLis; BUPOBHNK,
BiANoOBigaIbHUIA 3a
BMPO6HULTBO in-bulk,
NepPBUHHY YNakoBKy,
KOHTPONb SIKOCTI, BUNYCK
cepii: OkTachapma
MpopykTioHcrecenwadT
[oiunang m6X,
HimeuuunHa; BUPOGHUK,
BignoBigabHWiA 3a
Bi3yaslbHUiA KOHTPOSb,
MapKyBaHHs Ta BTOPUHHY
ynakosky: Oktachapma
[Jeccay 'm6X, HimeuunHa

peecTpauiiHoro NocBigYeHHst BHAC/TIAOK iHLIMX
perynaTopHux npoueayp. NMM®/BA3® (macTtep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
BktoueHHA HOBOro, OHOB/NIEHOTO ab0 3MiHEHOTO
MacTep-chalina Ha nnasmy y peecTpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IFOYEHHSA OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBaKOTb Ha B1aCTUBOCTI
rOTOBOrO JliKapCcbkoro 3acoby) BkitoueHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/020/G.
3MiHu | TUNY - 3MiHK 3 AKOCTI. 3MiHN A0
peecTpavuiiHoro NocBigYEHHsI BHAC/ILOK iHLIMX
perynsatopHux npouegyp. NM®/BA3® (mactep-daiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
Bk/to4eHHSA HOBOro, OHOBJ/IEHOTO 260 3MiIHEHOTO
MacTep-aiina Ha nnasmy y peectpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKMHOYEHHS OHOB/IEHOr0/3MIHEHOIO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha B/1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/021/G.
3MiHn | TURY - 3MiHK 3 aKoCTi. 3MiHU [0
peecTpauiiHoro NocBig4YEeHHS BHAC/TIAOK iHLIMX
perynsaTopHux npoueayp. NMM®/BA3® (macTep-chaiin
Ha nnasmy/3arasibHuii haiin Ha BakLUMHHWA aHTUIeH).
Bk/t04eHHSA HOBOro, OHOB/IEHOTO 260 3MiHEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe [OCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IIOYEHHS OHOB/IEHOTr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha BNaCTUBOCTI
rOTOBOrO /iKapCbKOro 3acoby) BktoveHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focke Ha Nnikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/022/G.
3MiHn | TURYy - 3MiHK 3 SKoCTi. 3MiHU [0
peecTpauiiHoro NocBigYeHHS BHAC/TIAOK iHLIMX
perynaTopHux npoueayp. NMM®/BA3® (macTtep-caiin
Ha nnasmy/3aranbHuii aiin Ha BakUMHHUIA aHTUTEH).
BktoueHHA HOBOro, OHOB/NIEHOTO ab0 3MiHEHOTO
MacTep-chalina Ha nnasmy y peecTpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IFOYEHHSA OHOB/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha

naasmy, sKLWo 3MiHW He BM/JIMBaKOTb Ha B1ACTUBOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rOTOBOrO JliKapcbkoro 3acoby) BkitoueHHs
OHOB/IEHOrO MacTep-haiina Ha nnasmy y
peecTpauiiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/11/023/G.
3MiHuM | TUNY - 3MiHK 3 AKOCTI. 3MiHN J0
peecTpavuiiHoro NocBigYEHHsSI BHAC/ILOK iHLIMX
perynsaTopHux npouegyp. NM®/BA3® (mactep-daiin
Ha nnasmy/3aranbHuii oaiin Ha BakUMHHUIA aHTUTEH).
Bk/to4eHHS HOBOro, OHOBJIEHOTO @60 3MiIHEHOTO
MacTep-chaiina Ha nnasmy y peectpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKMHOYEHHS OHOB/IEHOr0/3MIHEHOIO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha B/1ACTUBOCTI
roTOBOro NikapcbKoro 3acoby)
Bk/1tlO4EHHS OHOBMIEHOTO MacTep-haiina Ha nnasmy y
peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000008/05/1B/024/G.

ANb®A M

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO1D, 3
MoANIKOBaAHUM
BMBINIbHEHHSAM MO
0,4 wmr, no 10
TabneTtok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIi1 kopobui

OPIAHOCU
H
NAA®CAEH
CU3 (E®
3ET 1)

OAE

AnNoTeKc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/Ib rOTOBOro NiKapcbkoro 3acoby (iHLi 3MiHM)
BUKnageHHs MKA 13 yKkpaiHCbKO MOBOK
(3aTBEpPAXEHO POCIACLKOK MOBOH), 6€3 3MiHM
aHaMITUYHUX METO/IB, 3 HE3HAYHUMU KOPEKLIISIMU
OnNncy METOAIB KOHTPOJIHO SIKOCTI

3a
peyerimom

UA/13454/01/01

APFEAVH
BOCHANEK®

Kpem 1% no40ry
Ty6i; no 1 Ty6i B
KapTOHHIl KopooLi

BocHanek
a.a.

BocHist i
lepuerosu
Ha

BocHanek g.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3miHu |
TMny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii ®Y abo EBponeiicbkoi thapmakonei, abo
iHLWOI HaujoHanbHOT hapmakonei aepxasun €C (3miHa
y cneyudikauisix, nos'asaxHa 3i 3amiHamun B Y, abo
€Bponelicbkiit hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C) - npyBeAeHHs
cneumaikauii Ta MeTo4iB KOHTPOJIO A1 Aito4ol
peyoBuHM cpibna cynsasiasvHy 4o BUMOr
MoHorpadpii USP 40 Second Supplement Silver
Sulfadiazine, a came: B Cneuudpikauii ans
BMU3HAYeHHs TecTy laeHTudikauia metog TLUX 6yB
3amiHeHuUi Ha meTo BEPX. 3miHeHi BuMoru nimity o
CYNpOBIAHVX AOMILLOK Ta MeTof, TecTyBaHHsA (MeToz
TLWX 6yB 3amMiHeHuli Ha meTog BEPX); ans kinbkicHoro
BM3HAYeHHs 3MiHeHO MeToAnKy BEPX

3a
peyerimom

UA/4768/01/01

10.

APUTMIN

PO34UH A5 iH'EKLLN,
50 mr/mn; no 3 Mn B
amnysi; no 5 amnyn

My6niyHe
akujioHepHe
TOBapPUCTBO

Ykpaina

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BUPOBHMYMI LLEHTP

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianiB: 3miHu |
Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHOCTI/lIE-
cepTuduikaT BiANOBIAHOCTI EBpoNenchbKil

3a
peuyenmom

UA/1438/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
y kaceri; no 1 kaceri "HaykoBo- "BopLyariBCbkuii XiMiko- thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
y nauui 3 KapToHy BVMPOGHWYNIA hapmaueBTUYHMA 3aBoa" OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
LeHTp BUJIy4YEeHHA cepTudikaTa BiAnoBiAHOCTI EBpoNechkiii
"Bopuiariscb thapmakonei: ana Ad®l; ans BuxigHoro
KWIA Ximiko- matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, Lo
hapmauesT BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
VNYHWI [OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
3asog" €Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXE 3aTBEP)KEHOro BUPOOHMKA - NOJAHHS HOBOTO
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2021-349 - Rev 00 ana Adl
amiofilapoHy rigpoxnopuay Bif BXe 3aTBepipKeHoro
BMpo6Huka Zhejiang Hengkang Pharmaceutical Co.,
Ltd., Kutaii. Ta, Sk Hacniaok, BBEAEHHS HOBOI
BMpO6HUYOI ainbHKLi No.11 Chengen Road Pubagang
Town China-317 100 Sanmen, Zhejiang Province
11. APUTMIN PO34UH A5 iH'EKLLN, My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/1438/01/01
50 mr/mn no 3 mn B akujioHepHe TOBapunCTBO "Haykoso- TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta peyenmom
amnyni; no 5 amnyn TOBapUCTBO BVMPOGHWYMNIA LEHTP thapmakoHarnagy (iHwi 3MiHn) OHOBMIEHHS TEKCTY
y kaceTi; no 1 kacerTi "HaykoBo- "BopLyariBCbKuii XiMiko- MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
y nayuj 3 KapToHY BUPOBHWUMI hapMaueBTUYHWI 3aBOL" NiKapcbKoro 3acoby y 3B"S13KY 3 BUSTYUEHHAM
LeHTp iHchopmawii pocilicbkoto MoBO. BBefeHHS 3MiH
"BopLuariscb NPOTAroM 6-TW MICALIB NIiC/IA 3aTBEPAXKEHHS.
KWin XiMiko-
hapmaueBT
NYHUIA
3asofa”
12. ATOPBACTAT NopOLLOK CeHTpieHT HigepnaH CeHTpieHT IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/14978/01/01
NH KANbLIHO (cy6eTaHuis) y dapmacbtoTi on dapmacbioTikans IHgis Tuny - 3MiHK 3 akocTi. CepTudiikaTt BignosigHocCTI/IE-
nosnieTuIeHoBMX Kan3 MpaisiT NimiTeq cepTudikaT BignoBigHOCTI EBponeichkiii
naketax gns HesepnaHgac thapmakonei/moHorpadii. NMogaHHa HoBoro abo
thapmaLeBTUYHOro B.B. OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo
3acTocyBaHHsA BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii

thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peyoBuHK (cepTudikaT BigNoOBIAHOCTI
€poneiicbkili hapmakonei) - OHoBNeHW cepTudikaT
Bif} y)ke 3aTBEPAKEHOro BUPOGHMKA - NOAaHHSA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponechkili
chapmakonei Ne R1-CEP 2010-366 - Rev 04
(3aTBepmxeHo: R1-CEP 2010-366 - Rev 03) gns Adl
ATOpBacTaTuHy KaulbLito TPUTigpaT, akuii 3MiHUB Ha3BY
Ha ATopBacTaTVH KasibLito. 3MiHM B iHdhopmai Wwoao
CKnafy nikapcbkoro 3acoby , a came 3anpornoHOBaHo:
«aTtopBacTaTuH KasbLito He MmeHLwe 98,0 % Ta He
6inble 102,0 % B NnepepaxyHKy Ha 6e3B04HY
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pevoBuHy». Cneuyndikailo Ta MeTOAN KOHTPOJTH0
SAKOCTi NpMBEAEHO Y BiANOBIAHICTL 4O BUMOT
MoHorpadii € 1a CEP.

13.

ATPOMIH-
JAPHULA®

PO34MH A5 iH'EKLN,
1 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIl
ynakosLij; no 2
KOHTYPHI YapyHKOBI
yNnakoBKM B nauLi

MpAT
"®GapmauesT
nyHa chipma

"fapHuus”

Ykpaina

ipma "OapHuus”

MpAT "dapmaueBTuiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu ||
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO [0
IHCTPYKLIT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
3acoby fo po3ainis: "MpoTunokasaHHs", "B3aemogis 3
IHLIMMKW NiKapCbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobmBocTi 3acTocyBaHHs", "Croci6b
3acTocyBaHHA Ta 031" (4ONOBHEHHS iHGOpMaLLT),
"Mo6iuHi peakwyji" BiNOBIAHO A0 MaTepianis
peecTpauiiHoro A0CbE Ta BUCHOBKIB KOHCY/TIbTATVNBHO-
eKCcrnepTHUX rpyn «Xipypris,
aHecTesionoris/peaHimaTonorisi, remaTonoris,
TpaHcdysionoris. Jlikapcbki 3aco6u», «HeoHaTonoris.
Mepiatpis. Jlikapcbki 3acobu» Ta «Jlikapcbka
TOKCUKO/Orisi». BBEAEHHSA 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepMkKeHHs; 3miHu |l Tuny - 3MiHn Wwopao
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy. 3mMiHn y
TepaneBTUYHNX NOKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTWYHOrO Noka3aHHA abo 3MiHa y
3aTBEpPKEHOMY NoKa3aHHI) - 3MiHW BHECEHO [0
IHCTPYKUIiT NS MEANYHOrO 3aCTOCYBaHHS NiKapCbKOoro
3acoby fo po3sginy "lMNokasaHHa" (40NOBHEHO
iHbopMmaLieto LWoa0 3acToCyBaHHS NMikapCcbKoro 3acoby
AK cneundIivyHOro aHTUAOTY NPU OTPYEHHAX
XOMHOMIMETUYHMM CMOJTYKaMU i
aHTVXOMiHeCTepasHUMY PevoBMHAMU, Y TOMY YuUCAi
dhocchopopraHiyHumu: "...60M0BUMK OTPYAHUMMN
peyoBMHaMV HEPBOBO-NapaniTUYHOI Aji") BigNoBigHO
[0 MaTepianiB peecTpauiiHoro J0CLE Ta BUCHOBKIB
KOHCY/IbTaTMBHO-eKCNEPTHUX rpyn «Xipypris,
aHecTesionoris/peaHiMaTonoris, reMatosoris,
TpaHcysionorisa. Jlikapcbki 3acobu», «HeoHaTonoris.
Mepiatpis. Jlikapcbki 3aco0bu» Ta «Jlikapcbka
TOKCUKO/Orisi». BBeAEHHSA 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepaKeHHs

3a
peyenmom

UA/3928/01/01

14.

ALL® 200

TabneTky wunydi no
200 wmr no 20
TabneTtok y Ty6i; no
1 Ty6i y KapTOHHii
Kopo6ui; no 1
Tabnetui y cawe; no
20 cawey
KapTOHHIA Kopoo6Li

CaHpos
dapmachboTi
Kans a.n.

CnoBeHis

Xepmec dapma
lec.m.6.X., ABCTpis

Cantotac dapma 'm6X,
HimeuuunHa (Bunyck cepii);

(Bpo6HMLTBO in bulk,

nakyBaHHsl); Xepmec

(anbTepHaTUBHWIA
BMpO6HUK in bulk,
nakyBaHHs)

dapma 'm6X, HimeuunHa

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHu 3 AkocTi. CepTudpikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelickkiii
thapmakonei: gna Ad®l; gns BuxigHoro
marepiany/peareHTy/NPoMiKHOIO NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPO6HMLTBI API; Ans
[0MOMIKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI

6e3
peuenma

UA/8272/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTudikat
Bif} y)ke 3aTBEPAXXEHOr0 BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1996-002 -
Rev 06 (3aTBepmkeHo: R1-CEP 1996-002 - Rev 05)
Ana gitoyoi peyosuHM Acetylcysteine Big Bxe

3aTBepxeHoro BupobHrka Moehs Iberica S.L., Spain,

yepes BNpoBaMKeHHs HOBOI MoHorpadii 0967 (€Bp.d.
10.3) ana cneymdikalii Ta aHaniTMYHMX Npoueayp.

15.

ALL® NOHI

TabneTky wunydi no
600 wmr; no 10
TabneTok a6o no 20
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHiIl
Kopobui

CaHpos
dapmachboTi
Kans g.4.

CnoBeHis

Cantotac ®apma M'mbX,
HimeuunHa
Xepmec ®apma M'vbX,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkii
thapmakonei: ana Ad®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bif y)Xe 3aTBEPXEHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-002 -
Rev 06 (3atBepmkeHo: R1-CEP 1996-002 - Rev 05)
Ansa giroyoi peyoBuHM Acetylcysteine Big Bxe
3aTBepmxeHoro BupobHuka Moehs Iberica S.L., Spain,
yepes BNPOBapKEHHS HOBOI MoHorpadii 0967 (Esp.d.
10.3) ana cneupdpikauii Ta aHaNiTUYHKX NpoLeayp.

6e3
peyenma

UA/6568/01/01

16.

ALL® NTOHT
JTMMOH

TabneTky Wwmnyyi no
600 mrno 1
TabneTyi y calle; no
6, 10 a6o 20 cawe y
KapTOHHI KopoobLi

CaHpo3
dapmacbtoTi
Kan3 g.4.

CnoBeHis

BUnNyck cepii: Cantotac
dapma 'mbX , HimeuunHa;
BMPOGHMLTBO in bulk,
naKyBaHHs, TECTYBaHHS:
Xepmec ®apma M'vbX,
HimeyunHa

Himeyunna

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTudiikaTt BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peyoBuHK (cepTudikaT BigNoOBIAHOCTI
€poneiicbkili hapmakonei) - OHoBNeHW cepTudikaT
Bif} y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
nofiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1996-002 -
Rev 06 (3aTBepmkeHo: R1-CEP 1996-002 - Rev 05)
ans pitoyvoi pevosrHN Acetylcysteine Big Bxe
3aTBepAXeHoro BUpobHrka Moehs lberica S.L., Spain,
yepes BNpoBaKeHHs HOBOI MoHorpadii 0967 (€Bp.d.
10.3) ana cneundpikauii Ta aHaniTMYHUX Npoueayp.

6e3
peuyenma

UA/15591/01/01

17.

BET®EP®-1A

PO3YMH A8 iH'eKUIN

TOB "®3

YkpaiHa

TOB "93 "BIOPAPMA"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasis: 3MiHu |

3a

UA/13963/01/02




20

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
no 12 000 000 MO; "BIOPAPMA TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
5 wnpuuyis (06'emom " KOHTpPO/Ib AONOMDKHUX peyoBUH. 3MiHa napameTpis
1 mn) y 6nictepi; no cneumdikauii Ta/abo foNyCTUMUX MEX NSt
2 6nictepu B nauui O0MOMDKHOT peqoBMHM (iHLWI 3MiHM) 3MiHN Y
cneumaikaii 1A AONOMIXHOT peqyoBuHN MaHiT, a
came npusefeHo Ao Bumor moHorpacii EP (BuganeHo
T. Baxki metanu, Hikenb, gogaHo lgeHtudikayis (1K),
3amiHa n. KonboposicTb Ha CTyneHb 3a6apBneHHs
(4oY 2.2.2))
18. BlconPoONon TabneTku, BKpUTI CaHpo3 CnoBeHis BMPOGHMLITBO 3a MOBHUM HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4401/01/01
CAHAO3® NNiBKOBOO dapmachboTi uuknom: Cantotac ®apma Monbwa TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
060/10HKOI0, N0 5 Mr; Kans g.4. vM6X, HimeyunHa; CucTema KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
no 10 Tabnetok y anbTepHaTUBHWI 6yAb-AKOi YaCTUHM MaTepiasy NepBUHHOI YyNakoBKM,
6nictepi; no 3 BUPOBHUK; BUPOOBHMLTBO L0 HE KOHTAKTY€E 3 FOTOBUM NiKapCbknM 3ac060M
6nictepu B 3a NOBHUM LMK/IOM; (Hanpuknag, Kosip KpULLEYOK 3 KOHTPO/IEM NEpPLLIOro
KapTOHHI kopo6Lyj; NnepByHHE | BTOPUHHE BiAKPWTTSA, KOJip KOZOBUX KifleLb Ha amnynax,
no 15 ta6nertok y nakyBaHHSs1, KOHTPO/b Ta KOHTeliHepa [ ook (pi3Hi BUuAy nnactmacu) (3miHa,
6nicTepi; no 2 abo BUNYyCK cepii: Jlek C.A., Aka He BM/IMBAE Ha KOPOTKY XapakTepucTuky
no 4, abo no 6 Monbwa nikapcbKoro 3acoby) 3MiHa y YacTuHi maTepiasny
6nictepiB y NepBUHHOT YNaKoBKMK, L0 HE KOHTaKTY€e 3 FTOTOBUM
KapTOHHI Kopobui NiKapcbKM 3aC060M: NOKPUTTS L7189 HAHECEHHS APYKY
Ha asnoMmiHieBili honb3i ans 6nictepy, WO MICTUTb
HITPOLIEN0103Y 3MIHIOETLCA HA MOKPUTTS, LU0 He
MiCTUTb HITPOLLENM03U.
19. BiconPonon TabneTku, BKpUTI CaHpo3 CnoBeHis BMPOGHULITBO 3a MOBHUM HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4401/01/02
CAHAO3® nNiBKOBOIO dapmachboTi uuknom: Canotac ®apma Monbwa TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
060n0Hkot0, No 10 Kans g.4. vM6X, HimeyunHa; CucTemMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
Mr; no 10 Tabnetok anbTepHaTUBHWIA 6yAb-AKOi YaCTUHW MaTepiasly NePBUHHOI YyNakoBKM,
y 6nicTepi; no 3 BUPOBHUK; BUPOOHMLTBO L0 HE KOHTAKTYE 3 FOTOBUM NiKapCbknM 3ac060M
6nictepu B 3a NOBHUM LMK/IOM; (Hanpuknag, Kosip KpULLEYOK 3 KOHTPO/IEM NEPLLIOro
KapTOHHI Kopo6Lyj; nepBuHHE | BTOPUHHE BiAKPUTTA, KONIp KOAOBUX Kifleub Ha amnynax,
no 15 tabnertok y nakyBaHHSs, KOHTPO/b Ta KOHTeliHepa f/1s rofoK (pi3Hi Buay nnactmacu) (3miHa,
6nicTepi; no 2 abo BUNycK cepii: Jlek C.A., Aka He BM/IMBAE Ha KOPOTKY XapakTepucTuky
no 4, abo no 6 Monbwa nikapcbKoro 3acoby) 3MiHa y YacTuHi MaTepiany
6nictepiB y NepBUHHOT YNaKoBKMK, L0 HE KOHTaKTY€e 3 FTOTOBUM
KapTOHHI KopoobLi NikapcbkM 3aC060M: NOKPUTTS [/ HAHECEHHS APYKY
Ha asnoMmiHieBili honb3i ans 6nictepy, WO MICTUTb
HITPOLIEN0/103Y 3MIHIOETLCA HA MOKPUTTS, L0 He
MiCTUTb HITPOLLETHMI03U.
20. BILUKNION Tabnetkv no 25 mr; BeixiHr Kutaii BeimxkiHr FOHioH KuTai BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/1736/01/01
no 9 TabneTok y FOHioH PapmacbloTikan PekTopi ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peuyenmom
6nictepi; no 2 dapmachboTi nTa Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
6nicTepy B navi Kan dekropi noceigueHHs) 3MiHa Ha3By 3asaBHMKa: 3MiHu | Tuny -
nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo

agpecyn Micus NpoBaKEHHS AisiNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAOUM AiNbHUL BUMYCKY cepii abo micue
npoBeAeHH KOHTPOJIK0 AKOCTI. (AisiNIbHICTb, 3a AKY
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYA0UM BUMYCK
cepiii) 3MiHa Ha3BM BUPOOHMKA, 3MiHV BHECEHO B
IHCTPYKL,il0 415 MeAMYHOro 3acToCyBaHHS NikapCbKoro
3aco6y y po3ain «BUpobHuk» 3 BigNOBiAHNMMN 3MiHAMM
Y TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
21. BPOHXA/IC- Tabnetku no 50 Bionoriwe HimeuuunH Bionoriwe Xainbmittens HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/1932/01/01
XEENb Tabnetok y Xannbmitte a Xeenb Mvb6X TexHiyHa nomusika (3rigHo Hakasly MO3 Big, peyenma
KOHTeliHepi; mo 1 nb Xeenb 23.07.2015 Ne 460), BunpaBneHo TEXHIYHY MOMWIIKY Y
KOHTEliHepy B meX naneposiii Bepcil TEKCTY MapKyBaHHS BTOPUHHOI
Kopoobui yMakoBKM NikapcbKoro 3acoby: 3ateepmxeHo: 8. IATA
3AKIHYEHHA TEPMIHY NPUJATHOCTI
....... 3anponoHosaHo: 8. JATA 3AKIHYEHHA
TEPMIHY NPUOATHOCTI MpugatHuii Ao: 3a3HaveHe
BMMpaB/IEHHS BifNoBigae MaTepiasiam peecTpaviiHoro
[0CbE.
22. BANEPIAHU TabneTku, BKpUTI AT YkpaiHa AT "Ny6Hn1chapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/8994/01/01
EKCTPAKT o60noHkoto, no 20 "Nly6Hnchap Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
Mr o 10 Tabnetok y M" hapmakoHarnagy (iHwi 3miHn) BBegeHHA 404aTKOBOrO
6nictepax; no 50 TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
TabneTok y NikapcbKoro 3acoby 3 /I0roTUNOM 3aMOBHMKa Ha
6nictepax; no 50 [04aTOK 10 BXe 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSI.
Tabnetok y
KOHTeliHepax; no 10
Tabnetok y 6nictepi,
no 5 6nicTepis B
navui
23. BA/IMICAP H TabneTku, BKpUTI Makneoac IHAis Maxkneopc IHAain BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/17127/01/02
NAiBKOBOIO dapmacboT dapmacboTukanc Jlimiteq TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
060/10HKO0, N0 nKasic 23.07.2015 Ne 460)TexHi4yHy NOMUKY BUMpPaBEHO B
160/12,5 mr; no 90 Nimiten IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro
TabneTok y go1akoHi, 3acoby y po3gini "dapmakoTepaneBTuyHa rpyna“.
no 1 cpnakoHy B 3aTBepAKeHO: AHTaroHiCTW aHrioTeH3uHy |l Ta
KapTOHHIlA KOpO6L; niypetukn. BancaptaH Ta giypetukun. Kog ATX C09C
no 10 TabneTtok y AO03. 3anponoHOBaHO: AHTAroHICTM aHrioTeH3nHy |l Ta
6nicTepi; no 3 abo 9 niypetuku. BancaptaH Ta giypetviku. Kog ATX C09D
6nicTepis y A03. 3a3HayeHe BUNpaB/ieHHs BiAnNoBigae
KapPTOHHI KOpooOLii MaTepiasiam peecTpauiiHoro Aoche.
24. BA/IMICAP H TabneTku, BKPUTI Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17127/01/03
nNiBKOBOO PapmacboT dapmacbioTukanc Jimites TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
060/10HKOI0, NO nkanc 23.07.2015 Ne 460)TexHi4yHy NOMW/IKY BUNPaB/IEHO B
160/25 wmr; no 90 Nimiten IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro

TabneTok y go1akoHi,
no 1 dpnakoHy B
KapTOHHI KopobLyj;
no 10 TabneTtok y
6nictepi; no 3 a6o 9

3acoby y po3gini "dapmakoTepaneBTuyHa rpyna”.
3arBepmkeHo: AHTaroHiCTK aHrioTeHsmHy |l Ta
niypetuku. BancaptaH Ta giypetviku. Kog ATX C09C
A03. 3anpornoHoBaHO: AHTAroHICTV aHrioTeH3uHy Il Ta
aiypetukn. BancapTaH Ta giypetvku. Kog ATX C09D
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
6nicTepiB y A03. 3a3HaueHe BMNpaB/ieHHS BiAMNoBigae
KapTOHHI Kopoo6Li MartepiasiaM peecTpauiiHoro 10CheE.
25. BA/IMICAP H TabneTku, BKpUTI Makneoac IHAjs Maxkneopc IHAain BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/17127/01/04
N/1iBKOBOIO dapmacboT dapmacbioTrkanc flimites TexHiyHa nomwsika (3rigHo Hakasy MO3 Big, peyenmom
060/10HKOI0, N0 nKasic 23.07.2015 Ne 460)TexHi4Hy NOMUKY BUMNPaBIEHO B
320/12,5 wmr; no 90 Nimiteq IHCTPYKLi AN18 Me4MYHOro 3aCTOCYBaHHS NiKapCbKoro
Tabs1eToK y hriakoHi, 3acoby y po3gini "dapmakoTepaneBTuyHa rpyna’.
no 1 cpnakoHy B 3aTBepAKeHO: AHTAroHICTK aHrioTeH3uHy |l Ta
KapTOHHI Kopo6Lyj; aiypetukun. BancaptaH Ta giypeTvku. Kog ATX C09C
no 10 Tabnetok y A03. 3anpornoHoBaHO: AHTAroHICTV aHrioTeH3uHy Il Ta
6nictepi; no 3 a6o 9 aiypeTtukun. BancaptaH Ta giypetuku. Kog ATX C09D
6nicTepis y A03. 3a3HayeHe BMNpaB/ieHHs BiAnoBigae
KapPTOHHIi KOpooLii MaTepianam peecTpauiiHoro Aoche.
26. BAJ/IMICAP H TabneTku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17127/01/05
NNiBKOBOIO PapmacboT dapmacboTukanc Jlimites TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
060/10HKOI0, N0 nkanc 23.07.2015 Ne 460)TexHi4yHy NOMUIKY BUMPaBieHo B
320/25 wr, no 90 Nimiten IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro
TabneTok y go1akoHi, 3acoby y po3gini "dapmakoTepaneBTuyHa rpyna“.
no 1 cpnakoHy B 3aTBepAKeHO: AHTaroHiCTK aHrioTeH3unHy |l Ta
KapTOHHIi KopobLyj; aiypeTtukun. BancaptaH Ta giypetuku. Kog ATX C09C
no 10 Tabnetok y A03. 3anponoHoBaHO: AHTAroHICTV aHrioTeH3uHy Il Ta
6nicTepi; no 3 abo 9 aiypeTtukun. BancaptaH Ta giypetuku. Kog ATX C09D
6nictepiB y A03. 3a3HayeHe BMUNpaB/ieHHs BiANoBigae
KapTOHHI/ Kopobui mMarepianam peecTpauiiHoro ocCbeE.
27. BANIMICAP H TabneTku, BKpUTI Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17127/01/01
nNiBKOBOIO PapmacboT $apmacbioTukanc Jimites TexHiyHa nomusika (3rigHo Hakasly MO3 Big, peyenmom
060/10HKOI0, MO nKasic 23.07.2015 Ne 460)TexHi4yHy NOMUIKY BUMPaB/EHO B
80/12,5 wr; no 90 NimiTen IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
TabneTok y go1akoHi, 3acoby y po3gini "dapmakoTepaneBTuyHa rpyna“.
no 1 chniakoHy B 3aTBepAKeHO: AHTAroHICTW aHrioTeH3nHy |l Ta
KapTOHHI KopobLyj; aiypeTtukun. BancaprtaH Ta giypetuku. Kog ATX C09C
no 10 TabneTok y A03. 3anpornoHoBaHo: AHTAroHICTV aHrioTeH3uHy Il Ta
6nicTepi; no 3 abo 9 aiypeTtukun. BanicapTtaH Ta giypetuku. Kog ATX C09D
6nicTepiB y AO03. 3a3HayeHe BUNpaB/IeHHs BiAMNOBigae
KapTOHHI KOpo6Li MaTepianam peecTpauiiHoro focke.
28. BAPIIPUKC™ | | niodpinizaT ans nakcoCmit Benwvka "nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu || 3a UA/15966/01/01
VARILRIX™ pO34nHY ANA iH'eKUl KnsiiH BpuTaHis Bionogxikans C.A. TUny - 3MiHK 3 AKocTi. A®l. BUpo6GHMLTBO. 3MiHM B peuenmom
BAKUWHA ANA | no 1 gosi; 1 donakoH Excnopt npoueci Bupo6HuLTBa A®I (3MiHa cToCyeThbCA
MPO®INTAKTUK | 3 niochinizatom Ta 1 Nimiten aKTUBHOT PEYOBMHM 6i0NOriYHOro/iMyHO/IOMNYHOTO
M BITPAHOI amnyna 3 NOXOKEHHSA ab0 BUKOPUCTaHHSA XiMidHUX APl y
BICN XXUBA PO34MHHMKOM (BO4A BMPOGHULITBI NiKapCbKOro 3acoby
ATEHYNOBAH Ons iH'ekuii) B 6i0/10r4YHOro/iMyHO/ONIYHOTO MOXOKEHHS, IKa MOXe
A nnacTyKkoBoMy MaTy 3Ha4YHWI BNMB Ha SKICTb, 6e3neky Ta

KOHTeliHepi B
KapTOHHI Kopo6Lyj;
1 chnakoH 3
niogpinizatom Ta 1
nonepegHL0

ed)eKTBHICTb NiKapcbKoro 3acoby, i He CTOCY€ETbCA
npoTokony) BnpoBamkeHHs HOBOI NapTii MOCIBHOrO
MaTtepiany MRC-5 Working Cell Bank (WCB) (lot
AMRC5WO016B).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
HamoBHEHWI LWNpuL,
3 PO34YMHHWKOM
(Boga pna iH'ekuiid) y
KOMMN/IEKTi 3 fBOMa
rosikamu B
n1acTMKOBOMY
KOHTEliHepi B
KapTOHHI KopobLyj;
100 dhnakoHiB 3
niodgpinizatom Ta 100
avnyn 3
PO34YMHHMKOM (BOAA
ans iH'exuiii) (8
YapyHKOBIl
yMakoBLii) B OKpeMmX
KapTOHHMX KOPO6Kax
29. BEH/TA®AKCU | nopoLuok ToBapucTBO YkpaiHa KALINA IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/16613/01/01
HY (cybeTaHuis) y 3 PAPMACBIOTIKANC Tuny - 3MiHn 3 akocTi. CeptudiikaTt BignosigHoCTI/IE-
rAPOXNOPUA, | noggiiHmx 06MEXeHOo nTAa. cepTudikaT BifgnoBigHOCTI EBponeichkiii
nosnieTuIeHoBnxX Bignosiganb thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
naketax gns HICTIO HeoOXiAHICTIO NPUBELEHHS Y BIANOBIAHICTb A0
thapmaLeBTUYHOro "XapkiBcbke MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
3acTocyBaHHs hapmaveBT iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa
N4He y cneyudpikauisix, nos'asaxHa 3i 3amiHamun B 1PY, abo
nignprvemMcTs €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHI
0 "300poB'A thapmakonei fepxasu €C) BHECEHHS 3MiH 10
Hapoay" cneuudikauii A®l BeHnadpakcuHy rigpoxaopuay,
30KpeMa: BUJTyYEeHHS KOHTPOSII0 38 NOKa3HWKOM “"Badkki
MeTanun".
30. BIKAIP® Tabnetku, no 10 NAT YkpaiHa MAT "Tanuudapm”, YkpaiHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX maTepiasiB: 3MiHu | 6e3 UA/4946/01/01
TabneTok y crpunax "Tanuudpap YkpaiHa; MAT TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3acib. peyenma
abo y bnictepax; no M" "KniBmegnpenapat"”, KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
10 TabneTok y Ykpaina napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
6nicTepi; no 1 abo 2 roTOBOrO JlikapCbKoro 3acoby (BU/Iy4eHHs] He3Ha4YHOro
6nictepu B nauui nokasHvka (Hanpuknag 3acTapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
CMaKoBUX 106aBOK)) - BUNyYEHHS MOKa3HMKa TaulbK, 3i
crneuudikavii roToBoro nikapcbkoro 3acoby; 3MiHm |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHU BUNpobyBaHb abo
L0NyCTUMUX MEX, BCTAHOBJ/IEHMX Y cneumdikalisx, nig
yac BMPOBHMLTBA FOTOBOIO J1iKapCbKOro 3acoby
(BMNyYEHHSt HECYTTEBOTO BUNPOGYBAHHA B NPOLIECI
BMPOGHWLTBA) - BUTYYEHHS NMOKa3HWKa Tasbk, 3
KOHTPO/H0 NPOMIDKHOTO MPOAYKTY
31. BILEBPO/N Tabnetkv no 5 mr; BIO®APM Monbwa BIO®APM NTA Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/3434/01/01
no 10 TabneTok y nTa TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peuyenmom

6nicTepi; no 5

3MiHM Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
6nicTepiB y (BK/THOMAKOUM fiana3oH po3Mipy cepil) roToBOro
KapTOHHilA KopooLi nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHSA
[04aTKoBOro 36inbLieHoro po3mipy cepii 13 600 kr (3
750 000 TabneTok) [0 BXe 3aTBEpPAKEHOro po3mipy 50
Kr (312 500 Ta6netok), 100 kr (625 000 TabneTok),
300 kr (1 875 000 TabneTok), 400 kr (2 500 000
TabneTok).
32. BYrinnsa Tabnetkn no 250 wmr, My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/3954/01/01
AKTUBOBAHE no 10 Tabnetok y akuioHepHe ToBapucTBo "HaykoBo- Tuny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
6nictepax; no 10 TOBapuCTBO BVMPOGHWYMNIA LEHTP hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHS TEKCTY
Tabnetok y "HaykoBo- "BopLyariBCbkunii Ximiko- MapKyBaHHS yMakoBKMN MiKapCbKOro 3acoby y 3B"A3Ky 3
KOHTYPHUX BVIPOGHWYNIA thapmavueBTMYHMA 3aBoa" BW/TyYEHHSIM iHhopMaL,ii, 3a3Ha4eHOl POCiiiCbKO
6e34apyHKOBUX LEeHTp MOBOI0. BBeIeHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
ynakoBKax "BopLiariscb 3aTBEpPXEHHSA
K1iA Ximiko-
hapmavueBT
VNYHWIA
3asop"
33. FNEHIA Kancynv Teepgi no HosaprTic LLsefiuapi HoaprTic ®apwma LUTeiH Llseiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/11704/01/01

0,5 mr; no 7 kancyn dapma Al A Ar, LLBeliuapis TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3acib. peyenmom

y 6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHIl KopooLi

(Bpo6HULTBO, KOHTPO/Ib
AKOCTI, NaKyBaHHs, BUNYCK

cepir)

3MiHV Yy BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPOGHMLITBA
roTOBOrO NiKapCbKOro 3acoby, BKIYAKYM MPOMKHNN
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW)

Mpy NpuroTyBaHHI CyMmiLli 415 HANOBHEHHS Kancyn
napameTp BMPOBHMYOro npouecy napameTp
«LLIBUAKICTb IHKaNCynALii» Ha KpoLi 8 «IHkancynsLis»
3BYXYeTbCA 3 72000 — 86000 fo 72000 — 77760.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOYAI0YM NPOMIXKHWIA NPOAYKT, WO 3aCTOCOBYETLCA
npu BUPOOHULITBI FOTOBOTO JiKAPCLKOro 3acoby (iHLi
3MiHM) Mpu NpUroTyBaHHi CyMmilli 415 HANOBHEHHS
kancyn napameTp BMpo6HMYOro npouecy «LLBnakicTb
iHKancynsAuii» Ha kpouji 8 «lHkancynsLisa» 3MIHIETbCA 3
«HEKPUTUYHOTO» Ha «KPUTUYHWA». 3MiHK | TRy -
3MiHu 3 SKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3MiHU y NpoLeci BUPO6HMLTBA FOTOBOrO
NiKapCbKoro 3acoby, BKIHOYAKUM NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (iHwi 3miHn) Mpy NpUroTyBaHHi
CYMiLLi 4719 HANOBHEHHS Kancyn napameTp
BMPOGHMYOro npotiecy «Po3Mip cuTa» Ha kpoui 3
«[pocitoBaHHA 1» 3MIHIOETLCA 3 KHEKPUTUYHOTO» Ha
«KPUTUYHUI»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
34. FIHKOP ®OPT kancynu; no 10 TOHI®APM ®paHLis BEO®YP INCEH IHAYCTPI ®paHuisa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | 6e3 UA/10317/01/01
Kancyn y énictepi; TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/IE- peyenma
no 3 6nictepn y cepTudikaT BigNoBIgHOCTI EBPONENChKiit
KapTOHHI KopoobLi thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI a60
BUJTy4YEHHA cepTudikaTa BiAgnoBiAHOCTI EBpONechkiii
thapmakonei: ana Ad®l; ans BuxigHoro
matepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bifl y)Xe 3aTBep)KEHOro BUPOBHYKa - NOAaHHA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2001-154-Rev 05
(3aTBEpmKeHo: R1-CEP 2001-154-Rev 02) ans Ad!
rentTamiHony rigpoxsiopuay Bif, 3aTBEPAKEHOr0
BMpoGHUKa Expansia PCAS, France, sikuii 3MiHUB
Has3sy Ha PCAS, France
35. FINHOC® Kpanni opaJibHi, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/17957/02/01
po34uH, 15 mr/0,6 "®bapmaueBT ipma "OapHuus” TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenma
M, no 20 ma abo 50 | wnuyHa dipma cepTudikaT BignoBigHOCTI €EBponeincbkii
My hSIaKoHi- "NapHuus" thapmakonei/MmoHorpadii. NogaHHs HoBOro abo

KpanesnbHuuj; no 1
doNnakoHy-
KpanesibHuLi B navw,i

OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkii
thapmakonei: ana Ad®l; ans BuxigHoro
marepiany/peareHTy/NPoMKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bif y)Xe 3aTBEPXEHOro BUPOOHWMKa -
HaZiaHHA OHOBMIEHOrO cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-089 -
Rev 06 (3atBepmkeHo: R1-CEP 2004-089 - Rev 05)
ana A®| gokcunamiHy CykuvHaTy Bif BUMpobHuka Union
Quimico Farmaceutica, S.A. (Uquifa S.A.), Spain, sk
HacnigoK BHECEHHST 3MiH [0 BXi4HOro KOHTPOJIt0 Ha
Aitody peyoBuHY [0 po3ainy «TepMiH NepeKoHTPOoso»
(3aTBEpPAXEHO: 4 rOAa; 3anponoHOBaHO 5 POKIB).
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Y MeTogax BUNpobyBaHHA (BK/OUaoun 3amiHy
ab0 [onoBHeHHs) APl abo BMXiAHOrO/MPOMIKHOIO
npoaykTy) CynyTHs 3MiHa
- 3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Ad®l, abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW)
3MiHM A0 cneumdikauii Ta MeTogiB KoHTpoo Adl 3a
nokasH1koM «CynpoBifHi JOMILLKW», a came 3aMiCTb
mMeToAy ra3osoi xpomatorpadii APY/ED, 2.2.28
KOHTPO/Tb NPONOHYETLCA BUKOHYBATU METOA0M
BUCOKOE(PEeKTMBHOI piAMHHOT XpoMaTorpadii 4PY/ED,
2.2.29. MeToamMKa KOHTPONIO po3pobieHa Ha OCHOBI
MeToamkm BupobHuka (R1-CEP 2004-089 - Rev 06).
36. rMIBOMET® TabneTku, BKPUTI Nab6opatopi ITanis A. MeHapiHi ITania/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasnis: 3miHu || 3a UA/7166/01/01
N1iBKOBOIO rigoTTi MaHydhakTypiHr JloricTikc HimeuunHa TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
o6onoHkoto; no 20 C.n.A. eHp Cepsicec C.p.J1., hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
Tabnetok y 6nictepi; ITania (BUpo6bHMLTBO "in niKkapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
no 2 a6o 5 6nictepis bulk", nakyBaHHs Ta 019 MeANYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
Y KapTOHHIi1 kopobu,i BUMNYCK cepiid); A. MeHapiHi OaHVIMU 3 SKOCTi, AOK/TIHIYHUMM, KAIHIYHUMW AaHUMK Ta
MaHydakTypiHr JloricTikc JaHumuy 3 papmakoHarnsgy - 3mMiHY BHeCeHo 0
eHpg Cepsicec C.p.Jl., IHCTPYKLii AN18 Me4MYHOro 3aCTOCYBaHHS NiKapCbKoro
ITanis (koHTponb cepiid); 3acoby Ao posginis "®apmakosnoriyHi BnactueocTi"
BEPNIH-XEMI AT, nigpo3ain "AokniHiyHi faHi 3 6e3nekn”,
HimeuyunHa (BMpo6HULITBO "MpoTunoka3saHHsa", B3aemogis 3 iHWYMU AiKapCbKMm
"in bulk"); BEPJIIH-XEMI 3aco6amu Ta iHwWi BuAan B3aemogiii”, "OcobamBocCTi
Al', HimeuunHa 3acTocyBaHHA", "3acToCyBaHHS Y nepiog, BarirtHOCTi
(nakyBaHHS, KOHTPO/b Ta abo rogyBaHHA rpyaar”, "3gaTHiCTb BNAMBaTK Ha
BWMNYCK cepiii); Jomne LIBMAKICTb peakuii Npu kepyBaHHiI aBTOTPaHCNOPTOM
dapmaueyTivi C.n.A., a60 iHWKMK MexaHi3Mamn”, "MobivHI peaxuii”.
ITanis (koHTponb cepiii); BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
MeHapiHi-®oH XeiigeH 3aTBEPMAKEHHS
mM6X, HimeuunHa
(BMpOGHMLTBO "in bulk",
nakyBaHHS, KOHTPO/b Ta
BMNYyCK cepii)
37. AABEPIC Kpanni O4Hi, pO34uH, TOB YkpaiHa yorPna MEAVLIH INAY TypeuunHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHa 3a UA/18202/01/01
40 mkr/mn; no 2,5 «YOPN[ CAH. BE TIAXK. A.LL. 3asBHUKa (BNacHMKa peecTpaLiiiHoro NocBig4YeHHs) peyenmom
My chrakoHi- MEANLNH» (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460) TepmiH
KpanesnbHuui; no 1 BBEEHHS 3MiH NpoTArom 6 micsuis nicns
donakoHy- 3aTBEpPKEHHSA. 3MiHY | TNy - 3MiHK Woa0

KpanenbHuLi B
KapTOHHI KopoobLi

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MiLLLEHHI MacTep-dalisia cucTemu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag,. Aivoya
pepakuis: PycypnaH Ecakisi / Rusudan Esakia.
MponoHoBaHa pegakuis: Myano MNaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAXEHOI 0Co6U
3asBHMKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,. 3miHa
MicLs 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmMakoHarnagy. 3miHa MicLue3HaxomKeHHA MmacTep-
thaiina cuctemu hapmakoHarnagy.
38. AAKAPBA3VH KpucTaniyHmi AT "BYAB Yecbka AT "BYAB ©APMA" Yecbka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | - UA/16622/01/01
NopoLLOK dapma" Pecny6nik Pecny6nika TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
(cy6eTaHuis) y a cepTudikaT BignoBigHOCTI €EBponeinchkii
NOTPIHMX thapmakonei/MoHorpadii. NogaHHs HoBOro abo
namMmiHOBaHmX OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI a60
naketax BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkii
(nonieTunexTepedT thapmakonei: ana Ad®l; ans BuxigHoro
anart/antomiiii/noni matepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
eTunex) ans BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
thapmaLeBTUYHOro [LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
3acTocyBaHHs €Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bif y)Xe 3aTBEp)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2012-330-Rev 01
(3aTBepaxeHo: R1-CEP 2012-330-Rev 00).
MpuBefeHHA METOLiB KOHTPOJIIO AKOCTI 3a
nokasHukamn «CynpoBifHi 4OMILLKN» Ta «3a/NLLIKOBI
PO3UMHHKKM» 0 Aitoyoi pegakuii CEP Ta Bumor
MoHorpadii €EP. 36ibLIEHHS nepiogy NEPEKOHTPO0
0o 3 pokis (6yno: Mepuof nepekoHTpons — 2 roaa;
ctano: Nepuog nepekoHTpons — 3 roga) BiANoBiAHO
nitoyomy CEP
39. AEKATUNEH™ Tabnetkun ans TOB «TeBa YkpaiHa Bupo6bHMLTBO 32 NOBHUM Bonrapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/6633/01/01
PO3CMOKTYBaHHS; Mo Ykpaina» LKIOM: LWsenuapis/ | Tuny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenma
10 TabneTok y BankaHdapma-Pasrpag HimeuyunHa OinbHUUI (BKNHOYaouM AinbHUL Ana APl TPOMKHOIo
6nictepi; no 2 a6o 3, AT, Bonrapis; nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AinbHULI
abo 4 6nictepn y Brpo6HMLTBO 015 NPOBEAEHHS NaKyBaHHSA, BUPO6HMKa,
KapTOHHIA Kopoo6Li Hepo3ghacoBaHoro BiANOBIAa/IbHOrO 3a BUMYCK CEPIii, MicLie NpOBeAEeHHS

NPOAYKTY, KOHTPO/b
AIKOCTI, A03BINT HA BUMYCK
cepit:

AunHo dapma AT,
LLiseiiuapis;
MepBrHHA Ta BTOPUHHA
ynakoBka:

AuunHo dapma Arl,
LLiBeiiuapis;
[JopatkoBa na6oparopis,
LLIO MpWiiMaE yyacTb B

KOHTPO/IH0 cepii) abo nocTavasibHYKa BUXIGHOTO
maTepiany, peareHTy abo fOMOMIKHOI pe4OBUHM
(AKLL0 3a3HA4YeHO Y AOCbE) BUTYYEHHS BUPOOHNYOT
OiNbHULI 32 NOBHUM LMKIOM BUPOGHMLTBA FOTOBOTO
nikapcbkoro 3acoby - AunHo ®apma Al', 3a agpecor
[JopHaxepwTpacce 114, 4147 Ew, LBeiiuapis. 3miHn
BHECEHO B iHCTPYKLt0 4151 MEAMYHOIO 3aCTOCyBaHHS
NikapcbKoro 3acoby y po3ginu «BupobHuk» Ta
«Micue3HaxopKeHHs1 BUpOGHUKa Ta agpeca micus
NpOBaMXEHHS MOro AiSNbHOCTI» (BUNYYEHHS
BMPOBHMYOT AiNbHULI 32 agpecoto [lopHaxepluTpacce
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

KOHTPO/Ti SIKOCTi:
HHAC Na6op 4-p
Xolicnep Mv6X,
HimevunHa;
[JopatkoBa nabopaTtopis,
L0 NpuiimMae yyacTb B
KOHTPO/Ti SIKOCTi:
YHTEP3YXYHICIHCTUTYT
Xennenep Mvb6X,
Himeuunna

114, 4147 Ew, Wseliyapis) 3 BIANOBIAHUMY 3MiHAMA Y

TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BepeHHsa 3MiH npoTsArom 6-Tv MicsuiB nicns

3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTIi. [0TOBMIA

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEAEHHA A0AAaTKOBOI AiNIbHULI BUPOBGHMLTBA ANS
4acTUHK abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
nikapcbKoro 3acoby (AinbHULSA, Ha SiKili NPoOBOAATHLCSA
6yAb-AKi BUPO6HUYI CTagji, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOJIIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPU/TbHUX JiKapCbKUX 3ac06iB)
BBEEHHS 404aTKOBOI AifIbHUL, WO Bignosigae 3a
BUPOGHMLITBO HEPO3(hacoBaHOIO NPOAYKTY —
BankaHndapma-Pasrpag AT, bonrapisi. BegeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI [iIbHAL BUPOBGHULTBA 4151 YaCTUHW abo
BCbOr0 BUPOBOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (4iIbHUUA 4719 BTOPUHHOTO NakyBaHHS)
BBEeHHS 404aTKOBOI AifIbHUL, Lo Bignosigae 3a
BTOPUHHE nakyBaHHs /13 — bankaHdapma-Pasrpag,
AT, Bonrapis. BegeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns saTBepmkeHHs
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI [iIbHAL BUPOBGHULTBA A151 YacTUHW abo
BCbOr0 BUPOBOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (ginbHULA AN NePBUHHOTO NaKyBaHHS)
BBEeHHS 404aTKOBOI AifIbHUL, Lo Bignosigae 3a
nepBuHHe nakyBaHHs /13 — BanikaHdapma-Pasrpag,
AT, Bonrapis. BegeHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBeppkeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHW y BUPOOHULTBI.

3MiHa iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii

Ta KOHTPOSO SIKOCTi FOTOBOTO NiKapCbKOro 3acoby

(3amiHa abo foaaBaHHS BUPO6HMKA, LLIO BignoBigae 3a

BBE3€eHHs Ta/abo Bunyck cepii) - Bkiovatoun

KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS A0AaTKOBOI

AinbHUUI, WO BigNOBIAaE 3a BUMYCK cepii, BKYaum
KOHTPO/b/BUNPO6YBAHHSA Cepil rOTOBOro NikapcbKoro

3acoby - bankandapma-Pasrpag AT, Bonrapisi. 3miHn

BHECEHO B iHCTPYKL,tO 419 MEAMYHOIO 3aCTOCYyBaHHSA
nNikapcbKoro 3acoby y po3ainu «BnpobHuk» Ta
«MicLe3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaXEHHS MOro Ais/IbHOCTI» (foAaBaHHSA
BMPOOHUKA) 3 BIANOBIAHUMW 3MiHAMMW Y TEKCTI
MapKyBaHHS yNakoBKM ikapcbKoro 3acoby. BeeHHsA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiH NPOTArom 6-Tu MIiCALIB NiCNA 3aTBEPAXKEHHS
3MiHn | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOYAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHNLTBI FOTOBOTO NiKAPCLKOro 3acoby (iHLwi
3MiHW) 3MEHLLEHHS MPUMYCTUMOrO HaAJILLKY AitoHOoi
peyoBuUHM aekBasTiHilo xopuay 3 18 % ao 10 %, wo
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby. BefeHHS 3MiH NpoTarom 6-tu
MicaLiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/IKHaun
Jiana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(3MeHLweHHs Ao 10 pasis) BBeAEHHS
[04,aTKOBOro(3MeHLLEHOr0) po3mipy cepii /13 185 000
TabneTok ANa HOBOro BUPO6HUKa BankaHthapma-
Pasrpag AT, Bonrapis. 3atBepgpxeHo: 480 000
Tabnetok, 640 030 TabneTok, 3anpornoHoBaHo: 480
000 Tabnetok, 640 030 TabneTok, 185 000 TabneTok.
BepeHHsa 3MiH npoTsArom 6-Tv MicsuiB nicns
3aTBEPMAKEHHS

40.

ANDEPENIH®

nopoLuokK no 3,75 mr
Ta PO3UYNHHWK ANst
cycneHsii gns
iH'eKw;ji
NPOIOHrOBAHOr0
BUBI/IbHEHHS;

1 chnakoH 3
NOPOLLKOM Y
KOMMNIEeKTi 3
PO3YMHHMKOM MO 2
mn (maHiT (E 421),
BOAA ANS iH'EKLN) B
amnyni, WnpuLom
[Nsi 0f[HOPa30BOro
BUKOPWCTaHHA Ta
[ABOMa ronkamm (y
6nicTepHili
ynakoBLi) y
KapTOHHIlA KOpooLi

INMCEH
SAPMA

®paHuin

Mopowok: BupobHuuTBo
Ta nakyBaHHS:
INCEH ®APMA BIOTEK,
PpaHuis;
amma-B1NPOMIHIOBaHHS:
INCEH ®APMA BIOTEK,
®paHuin
abo
CTEPIIXEHIKC ITANIA
C.N.A., ITanisa
abo
CTEPIIXXEHIKC
BENbIIA CA (Pnepyc),
Benebris;
BTopvHHE nakyBaHHS,
KOHTPO/Ib SIKOCTi Ta BUNYCK
nikapcbKoro 3acoby:
INCEH ®APMA BIOTEK,
®paHuin
PO34YMHHKK:
Bnpo6HMLTBO, NepBMHHE
nakyBaHHS Ta KOHTPO/b
AKOCTI:
CEHEKCI, ®paHuis;
BToprHHe nakyBaHHA Ta
BMMYCK Cepii:

dpaHuia/
ITania/
Beneris

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (fO0MOBHEHHS
cneuudikauii HOBUM NOKa3HWKOM 3 BifMNoBigHUM
MEeTOZ0M BUNPOOYBaHHSA) - A0 NokasHuka «KinbkicHe
BM3HAYeHHS» cneuudikauii Ha NOPOLLIOK A0JAaHO TecT
Ha BU3HA4YeHHS OO4HOPIAHOCTI BMiCTY, MeTogom PX 3
NPUMITKOLO, LLLO TECT «HE € NMOKa3HWKOM CTabiNbHOCTI,
TOMY TECT He MPOBOANTLCA NPU AOCAIIKEHI
cTabinbHOCTI»; 3MiHK | TUNY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCcTapisioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
iieHTndikauis 6apBHUKIB UM CMakoBUX [06aBOK)) - 3
cneundikaLii Ha NOPOLLOK, LLIO 3aCTOCOBYETLCA HA
KiHeLb TepMiHY NPUAATHOCTI BUTyYEHO BU3HAYEHHS
nokasHuka «laeHtudikayis. TpuntopeniH», Skui
BUKOHYETbCA MeToAoM BEPX; 3MiHuM | TUnNy - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHK) - 3miHa meTogy BEPX, skuii

3a
peyenmom

UA/0695/01/02




dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

30

ynakoska)

(nikapcbka chopma,

3asiBHUKa

INCEH ®APMA BIOTEK,

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

41.

Ne Hassa
n/n JliKapcbKo20
3acoby
LOHOPMIN

TabneTky Wwunydi no
15 wr; no 10

YMNCA CAC

®paHuis

PpaHuin

YMNCA CAC

®paHuisa

BMKOPWCTOBYETbLCA ANA iAeHTudikauji Ta ans
BU3HAYEHHS YNCTOTV TPUNTOPENiHY, Ha rpadieHTHUI
meTof YEPX 3 BUKopUCTaHHSAM TeTpabyTuiamoHito
(UPLC TBA gradient method) i sk HacnigokK, 3MiHu

Npodinio AOMILLOK Ta AONYCTUMUX MEX 3a MOKa3HNKOM

«YucToTa TpunTopeniHy» y cneuudikadii Ha NOPOLLIOK,

AKWIA NPOBOANTLCS NPY BUNYCKY i B KiHLi TEPMiHY
npuaaTHOCTI; 3MiHKM | TNy - 3MiHKM 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHK

BUNPoOyBaHb ab0o JONYCTUMUX MEX, BCTAHOBIEHUX Y

cneumdikauisix, nig yac BUPo6HULTBA rOTOBOrO

niKapcbKoro 3acoby (BU1yYeHHs1 HECYTTEBOIO
BMNPO6YyBaHHA B MPOLECi BUPOGHMLTBA) - BUTyYEHO
KOHTPONb BMICTY TpunTopeniHy y bulk mikpoyacTkax
nicnsa 2 cTagii «3MilyBaHHsA nigcepiit MikporpaHyn»

BMPOGHMYOro mpouecy; 3MiHun | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb fOMOMIKHUX
peyoBMH. 3MiHa NapaMeTpiB cneuudikaLii Ta/abo

[OMYCTUMMX MEX A/15 fONOMIKHOT peYOBUHU
(BUNYy4YeHHs 3i cneumdikaLii He3Ha4YHOro NokasHuKa
(Hanpuknag, 3acTapifioro NokasHuka)) - 3 cnewumdikawii

Ha [OMOMDKHY pEeYOBUHY COMOSIMEpP BUTyYEHO
nokasHuK «Baxki meTanu» (metos EP 2.4.8.-method

C) Ta 4ogaHo NpUMITKY «[1151 BCiX iHWNMX eNeMeHTHUX
AoMmiWok knacyl, knacy 2 Ta knacy 3, Lei npogykT

BiAnoBiAae rpaHUYHUM BUMOram, Bu3HavyeHnm y ICH

Q3D Guideline for Elemental Impurities»; 3MiHu | TURY

- 3MiHM 3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3mMiHN y
BMPOOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHULI BUPpOBHULTBA /19 YacTUHM abo BCbOro

BMPOGHNYOro NpoLecy roToBOro MikapCbKoro 3acoby

(minbHUUSA, Ha AKili NpoBOAATLCA ByAb-sKi BUPOGHMWUI

cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOSIO AKOCTi Ta
BTOPVHHOTO MakKyBaHHA /15 CTEPUIbHUX NiKaPCbKNX

3aco6iB (BK/1OYaUM BUPOOIeHi acenTuiHUM
MEeTOZAO0M), KPiM NikapCbkmx 3aco6is
6i0/10r4YHOr0/iMyHOTOTYHOTO MOXOKEHHS) -BBEAEHHS
anbTepHaTUBHOI AinbHULi CTepigxeHikc benbria CA

(Pnepyc), benbrisi/Sterigenics Belgium SA (Fleurus),

Belgium, sk ginbHWLi 415 NPOBEAEHHS ramma-

ONPOMIHEHHS

nocsBi0YeHHs

Tabnetok y Ty6i; no
1a6o 2 Ty6n B
KapTOHHIA Kopoo6Li

3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii

3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA rOTOBOr0 NikapCbKoro
3ac006y (iHWi 3MiHM y MeTodax BUNpobyBaHb

(Brtovatoum 3amiHy abo [OMNOBHEHHS)) BBeAeHHS
MeToAy BunpobyBaHHs /13 3a nokasHukamu

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peyenmom

«KinbKicHe BU3Ha4YeHHs Aito40i pevyoBUHU. BmicT

UA/7213/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[OKCUNaMiHy CyKumMHaT», «laeHTudikauis giroyoi
PEeYOBUHM AOKCUNaMiHy CyKUMHAT», «OfHOPIAHICTb
BMICTY Aokcunaminy cykumHat» (Metog 1, BEPX).
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKWii

3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa

y MeTogax BunpobyBaHHSA roTOBOrO NiKapCbKoro
3aco0y (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax

BUNPO6YBaHHSA) HesHauHi 3MiHW y MeTopaj

BMNpo6ysaHHA /13 ans napameTpis «KinbkicHe
BM3HAYEHHS Ail04O0T peYoBUHN. BMICT gokcunamiHy

CyKupMHaT», «OAHOPIAHICTL BMICTY AOKCUNIAMIHY

cykumHaT» (MeTog 1, BEPX), a came 3MiHEHO
npo6oniAroToBKy BUNPOGOBYBAHOIO PO3UUHY,
BUAAIEHO iH(DOPMaLLito L0A0 36epiraHHA PO34MHIB,
BHECEHI 3MiHW Y po3paxyHKoBY chopmysly. 3miHu | Tuny
- 3MiHK 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO J1iKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
(BnnyyeHHs meToAy BUMPOOYBaHHS, AKLLO BXe
3aTBEPMKEHNI aNlbTepHATUBHUIA MeToA) BunyueHHs
3aTBEpAKEHOro metoay BunpobysaHHa M3 3a
nokasHnkamu «KisibkicHe BU3Ha4YeHHs Aito4oi
peyoBMHW. BMICT JoKCUnamiHy CyKumMHaT,

«laeHTUdiKaLis Aitoyoi peyoBMHU AOKCUNaMiHy

CyKumHaT», «Of4HOPIAHICTE BMICTY AOKCUNaMiHy
cykumHaT» (CTaHgapTHUiA meToa, BEPX), ockinbku

BMNpPo6yBaHHA ByayTb NPOBOAUTUCS IHLUMMU
NPONOHOBaHUMK MeTogamu. 3MiHu | Tuny - 3MiHn 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHW y MeToAax
BMNPO6YBaHb (BK/IOYAOUM 3aMiHy a0 [ONOBHEHHS))
BeeneHHs meToay BunpobysaHHA 13 3a
nokasHnkamy «KisibkicHe BU3Ha4YeHHs Aito4oi
peyoBMHW. BMICT JoKCUnamiHy CyKumMHaT,

«laeHTUdiKaLis Aitoyoi peyoBMHN AOKCUNaMiHY

CyKumHaT», «Of4HOPIAHICTE BMICTY AOKCUNAMiHy

cykuuHat» (MeTog 2, BEPX), Lo € anbTepHaTUBHUM
no Metogy 1.

42,

ENAMNPA3A

KOHLieHTparT Ans
pO34nHy Ans
iHcpysii, 2 mr/mn; no
3 Mn 'y cpnakoHi; no
1 chnakoHy B
KapTOHHI Kopoobui

LWaviep
dapmachboTi
kan3
IpnaHgis
Nimiten

IpnaHgjs

BiZANOBiAaNbHWI 3a BUMYCK

cepil: LWaviep

Nimitea, lpnaHgis;

dapmacbloTikans IpnaHgis

BUPOBHMLTBO NiKapCbKoro

3acoby, nepBuHHe
nakyBaHHS, KOHTPO/Tb
AKOCTI cepil, BidyasibHa

iHCnekuisn: BeTTep ®apma-

IpnaHgis/
HimeyunHa/
CLuA/
HinepnaHngu

3MiHu | TUny - 3MiHK 3 akocTi. A®Il. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa A®| abo BUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(BVNyYeHHs1 MeToAdy BUNPOBYBaHHS ANs
Adl/peareHTy/npoMiKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEepAKEHNIA)
BunyuyeHHs TecTy «CneuudivyHa akTUBHICTb» (MeTo/,
lon Chromatography), L0 BUKOPUCTOBYETbLCS ANS

3a
peyenmom

UA/13360/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

®eprirtoHr FTM6X EHg Ko.
KI, HimeuwuuHa;
BVMPOGHULTBO NiKapCbKOro
3acoby, nepenHHe
nakyBaHHS, KOHTPO/Tb
AKOCTI cepii: KeHaxiH
Baiio®apma, T (g6a
EmMepaxeHT
BaiioConywiHz (CibiAW),
CLUA; KOHTpPOsb SKOCTI
cepil, BisyanbHa iHCneKuis:
BeTTep ®apma-depTirtoHr
'M6X EHA Ko. KT,
HimeuuunHa; BeTtTtep
Papma-depTirtoHr FmM6X
EHA Ko. KM, HimeuumnHa;
Bettep ®apma-depTirtoHr
'v6X EHg Ko. KT,
HimeyunHa; KOHTpO/b
AkocTi cepii: LWaliep
XbtoMeH [KeHeTik
Tepanic, CLWWA; Yapnb3
PiBep NabopaTtopi3
AiineHp N1a, IpnaHgis;
AVCTpUOYLS HANMOBHEHNWX
HeMapKoBaHWNX (h/1akoHiB:
EmiHeHT Cepsice3s
KopnopeiiwH, CLUA;
MapKyBaHHSA Ta
nakyBaHHs, AncTpnbyuis
rOTOBOrO NKaPCbKOro
3acoby: AiEinYEn Cannnaii
YeliH, HinepnaHay;
LIiEAYEN Cannnait YeliH
(Hipepnangn) B.B.,
HigepnaHgm

BM3HAYEHHS aKTUBHOCTI Ajt040T PEYOBUHU B X0
BUMPOOYyBaHb Npy BUNYCKy. [1s 4aHOro NokasHuka
cneumdikauii BXe 3aTBEpAKEHUI anbTepHaTUBHWIA
MeToA. BBefeHHS 3MiH npoTarom 6-Tu mMicauiB nicns
3aTBepXeHHs. 3MiHY | Tuny - 3MiHW 3 AKocTi. ADI.

CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY

[ocbe cepTudpikaTa BignoBigHoOCTI EBponeiickkiii

chapmakonei, LWo BKIYa€E nepio NOBTOPHOIO
BUNPOBYBaHHS) (3MiHa Y 3aTBEPKEHOMY NPOTOKOi
cTabinbHOCTI) 3MiHa y 3aTBEpPAYKEHOMY NPOTOKOI
cTabiNbHOCTI Ail040i pe4yoBMHM 06YMOB/IEHA 3aMiHO
TecTy «CneundiyHa aKTMBHICTb» (MeTog lon
Chromatography), L0 BUKOPUCTOBYETLCA AN1A
BM3HAYEHHS aKTMBHOCTI Ajil040T1 pevyoBMHU Nif, Yac
BMNpo6yBaHb cTabinbHOCTi AdIl, Ha anbTepHATUBHWIA,
BXe 3aTBeppKeHuii TecT («BusHaueHHs KoedilieHTa
oumnLeHHs cybeTpaty» (Bioassay)). BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Nicns 3aTBepPKEHHS. 3MiHN |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3acio.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (f0NOBHEHHS
cneuudikauii HOBVUM NMOKa3HWKOM 3 BifMnoBigHUM
MeToA0M BUMPOGYBaHHS) [loaaBaHHs B cneuudikayiio
npu BUNYcKy napameTpa «BusHayeHHs koediljieHTa
OUVLLEEHHA cybCTpaTy» 151 BUSHAYEHHS aKTUBHOCTI.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBepa)KeHOMY

NpOTOKO/i cTabinbHOCTI) 3MiHa y 3aTBEpKEHOMY

NPOTOKO/i CTabisIbHOCTi FOTOBOTO JiKAPCLKOro 3acoby
0bymoB/ieHa 3amiHO TecTy «CneundivHa
aKTUBHICTb», L0 BUKOPUCTOBYETLCA 151 BUSHAYEHHS
aKTMBHOCTI Ajt040i PEeUOBUHW, Ha aNlbTepPHATUBHWIA,
BXe 3aTBeppKeHuii TecT («BusHaueHHs KoedilieHTa
OuULLEHHA cybCTpaTy»). BBEAEHHS 3MiH npoTarom 6-
TV MicsILiB Nicnsa 3aTBepKeHHS. 3MiHu | Tuny - 3MiHK
3 IKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
nikapcbkoro 3acoby (iHwWi 3MiHN) MpuBeaeHHA
cneumdikauii npy Bunycky 13 y BignosigHicTb A0
crneundikaii BUpobHWKa, a came AN napameTpis
«MexaHiyHi BK/IYeHHs»(BMaganeHo n. Buammi yactku,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

HasiBHWIA N. HeBnaumi yacTkn) Ta
«OCMONANbHICTb»( 6yN10: MOCMOL/KT, CTaNOo:
MOcCMOsb). BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTpoIb rOTOBOr0
nikapcbkoro 3acoby. 3miHa napameTpiB cnevmdikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro /iKapCbKoro 3acoby
(BMNYyYEHHS MOKa3HMKa, AKUIA MOXe MaTu iCTOTHUIA
BM/IMB Ha SKICTb FOTOBOrO NiKapCbKoro 3acoby)
BunyyeHHs aHanisy cneumndivyHoT akTMBHOCTI, SKWIA B
AaHuii yac BUKOPUCTOBYETLCA AN151 BUSHAYEHHS
aKTUBHOCTI B XOAj aHaU1i3y Mif Yac BUMYCKY rOTOBOro
npoaykTy. BHacnigok faHoi 3MiHVM OHOB/OKOTHLCSA
BiANOBIAHI PO34i/n peecTpaviiiHoro focbe,
BK/IOYAt0UM NOKaUIbHI crieumdikavii Ta metogm
KOHTPOJTIO AKOCTi. BBEAEHHS 3MiH NpoTArom 6-tv
MicALiB Mic/1A 3aTBePAKEHHS.

43.

ENEBIT®
MPOHATA/b

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10; M0 10
TabneTtok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI Kopo6Lyj;
no 20 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHIA Kopoo6Li

Baiiep
KoHcblomep
Kep Al

LLsenuapi
b

PotteHgopd ®apma M6X

HimeyunHa

3Mminn | TUny - 3MiHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA

HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI

abo Buny4eHHs cepTudikara BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - HoBuii cepTudikar Big
BXe 3aTBepA)KeHOro B1po6HuMKa -

MopaHHA HOBOrO cepTudikaTy BignosigHOCTI €P Ne
RO-CEP 2019-086-Rev 00 ansa A®l BitamiH E Big Bxe
3aTBepaxeHoro BupobHuka DSM Nutritional Products

Ltd., Switzerland. fitoua pefakuin: 3aTBepoKeHuit

CEP Ne R1-CEP 2001-180-Rev 01
Brpo6Huk: DSM Nutritional Products AG, Switzerland
o-ToKogheposy aueTar — Yy hopMi KOHLLEHTPOBAaHOro
NopoLLKY: cyxuii BiTamiH E 50 % Tvn SD5) 5) cknag: dI-
o-Tokodoepory aueTarT, rigponizoBaHWin XenaTvH,
KpeMHito agiokeug MNponoHoBaHa pefakuis: Hosuii CEP
Ne RO-CEP 2019-086-Rev 00 Bupo6Huk: DSM
Nutritional Products Ltd., Switzerland a-Tokocepony
aueTtar — y chopMi KOHLEeHTpaTy (MOPOLUOK) CyXuli
BiTaMiH E 50 % Tin CWS/S5) 5) cknag;: all-rac-a-
ToKotheposy aueTar, HaTpito KpoXmaslb
OKTEHINICYKLMHAT, BUCYLLEHWI CNpeit po3unHy
r/110KO3U1, KPEMHIO AioKCUA KonoigHuin 6e3BogHui

6e3
peuenma

UA/9996/01/01

EMINEH

PO34MH A5 iH'EKLN,
0,3 mMr/go3y; no 2 mn

pO3UUHY Yy

MEJA AB

LBeuis

BVPOGHMUK,

BiANOBigaIbHUI 3a

BMPOGHMLTBO

CLUA/
HigepnaHan
/

3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNPOGYBaHb abo

[0MNyCTUMMX MEX, BCTAHOB/IEHUX Y cneumduikavisx, nig

3a
peyenmom

UA/14931/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
nonepegHbL0 Hepo3dacoBaHoi [Nanis/ Yyac BMPOOHULTBA FOTOBOIO MliKapCbKOro 3acoby (iHLwi
HarnoBHEHiIN pyuyLy; npoaykuii (niarotoBka, HimeuyunHa 3MiHM) 3MiHa YacTOTW Ta PO3Mipy BUOIPKU

no 1 nonepegHL0
HarnoBHEHiIN pyyLi B
Ty6i; no 1 Ty6i B
KOpo6Li 3 KapTOHY

acentuyHa inbTpauis,
HanoBHEHHSA Ta YKynopka):
MepigiaH Megikan
TekHonopxuc, IHk., CLUA
BVIPOGHMK,
BiANoOBigabHUIA 3a
TECTyBaHHA Ta
KOMM/IEKTaLito:
MepigiaH Megikan
TekHonopxuc, IHk., CLUA
BVIPOGHMUK,
BiANoBigabHUIA 3a
MapKyBaHHs1 Ta BTOPUHHY
yNaKoBKy:

MIo b.B.
(MaHyhakTypiHr
MekempxnHr dapmaka),
HigepnaHaun
KOMMaHis, Wwo Bignosigae
3a NPOBefEeHHA KOHTPO/I0
AKOCTI:
€spochiHc biothapma
MpogakT TecTiHr, JaHis
BVPOGHMK,
BiANOBIAANbHWIA 32 BUNYCK
cepii:

MEJOA ®apma 'mbX eHp
Ko. KI', HimeuunHa
anbTepHaTUBHWN
BVPOGHMK,
BiANOBigabHWIA 32
MapKyBaHHs1 Ta BTOPUHHY
yNaKkoBKy:

MM b.B.
(MaHychakTypiHr
MexkemxuHr Papmaka),
Higepnangu
anbTepHaTUBHWN
BVPOGHMK,
BiANOBigabHWIA 32
MapKyBaHHs1 Ta BTOPUHHY
yNaKkoBKy:
POW-AENBTA 'M6X eHg,
Ko. KT, Himeuunna
anbTepHaTUBHUN
BUPOBHMK,

BMNPOGYBaHb, BCTAHOB/IEHUX Y cneuudikaLisx nig yac
BMPO6HMLTBA /13, OHOB/IEHHS B M.
n.3.2.P.3.4.KOHTPO/Ib KPUTUYHUX CTafili Ta MPOMIXHOT
npoaykuii. 3miHu | Tuny - 3miHn 3 akocTi. CepTuddikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y BiAMNOBIAHICTb
[0 moHorpadpii ®Y abo E€Bponelicbkoi hapmakonei,
abo iHWOi HauioHasIbHOI hapmakonei Aepxasu EC
(iHWi 3MiHW) OHOB/IEHHSA CTPYKTYpUW po3gainy 3.2.P.4.
KOHTPO/Ib AONOMKHVX PEHOBUH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
BignoBigasbHWi 3a
MapKyBaHHS1 Ta BTOPUHHY
yNakoBKy:
dapm/lor ®apma JloricTuk
'mM6X, HimeuunHa
45, ENINEH PO34NH A1 iH'EKLIN, MEJOA Ab Lsewis €spochiHc Biothapma Nanis/ 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3a UA/14932/01/01
FOHIOP 0,15 mr/go3y; no 2 MpogakT TecTiHr, JaHis HimeuunHa/ 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHW BUNpo6yBaHb abo peyenmom
M1 PO3YUHY Y (komnaHis, Wo Bignosigae cuwA/ L0NYyCTUMUX MeX, BCTAHOBJ/IEHMX Y cneumdikalisx, nig
nonepeaHL0 3a npoBefeHHs koHTponto | Higepnanan yac BMPOOHULTBA FOTOBOrO fliKapCbKOro 3acoby (iHLwi

HarnoBHEHiIN pyuyLy;
no 1 nonepegHbo
HarnoBHEHiIN pyuyL B
Ty6i; no 1 Ty6i B
KopoOLi 3 KapTOHY

akocTi); MEJA dapma
'M6X eHg Ko. K,
HimeuunHa (BUPOGHUK,
BiZANOBiAaNbHWI 3a BUMYCK
cepii); MepigiaH Megikan
TekHonopxuc, IHk., CLUA
(BMPOGHMK,
BiANOBigabHUIA 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii (niarotoBka,
acentuyHa dinbTpauis,
HanoBHEHHSA Ta
yKynopka)); MepigiaH
Megikan TekHonogxmc,
IHK., CLUA (BMPOGHUK,
BiANOBIgaIbHUI 3a
TeCcTyBaHHA Ta
KomnnekTaui); MMNe b.B.
(MaHychakTypiHr
MekemxunHr dapmaka),
HigepnaHvgn
(anbTepHaTUBHUIA
BUPOBHMK,
BignoBiganbHWi 3a
MapKyBaHHS Ta BTOPUHHY
ynakosky); MMN® B.B.
(MaHychakTypiHr
MexkempxuHr Papmaka),
HigepnaHau (BMpO6HUK,
BignoBigabHWi 3a
MapKyBaHHS Ta BTOPUHHY
ynakosky); POL-AENBTA
'm6X eHp Ko. KT,
HimeuunHa
(anbTepHaTMBHUI
BVPOGHMK,
BiANOBigabHUIA 3a
MapKyBaHHs1 Ta BTOPUHHY

3MiHM) 3MiHa 4acToTK Ta po3Mipy BUOIpK/
BMNPO6YBaHb, BCTAHOBEHUX Y cnewudikadisx nig yac
BMPO6HMLTBA /13, OHOBMEHHS B M.
n.3.2.P.3.4.KOHTPO/Ib KPUTUYHUX CTagili Ta MPOMIXHOT
npogykuii. 3miHun | Tuny - 3mMiHu 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb
[0 MoHorpadii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHLLI 3MiHW) OHOB/IEHHSA CTPYKTYpU po3giny 3.2.P.4.
KOHTPO/b AONOMIKHVX PEHOBUH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
ynakoBky); ®apm/lor
dapma JloricTrk FTM6X,
HimeuunHa
(anbTepHaTUBHWIA
BUPOBHMK,
BiANOBigabHWIA 32
MapKyBaHHs1 Ta BTOPUHHY
yNaKoBKy)
46. EBPODACT Kancynm m'siki, 200 €Bpo IHAis Onis Xenckep IHAain BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu | 6e3 UA/19195/01/01
KOMBI mr/500 wr, no 10 Navicbkep TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW peyenma
Kancyn y énictepi; MpaiisiT nikapcbKoro 3acoby - 3miHa Ha3BW NikapCbKoro 3acoby
no 1 a6o no 2 Nimiten Yy 3B'A3KY 3 MAGpKETUHIOBOIO MOJITUKOK KOMMAaHii.
6nictepu B 3arBepmkeHo: EBPODGACT CTPOHI
KapTOHHIlA KOpooLi EUROFAST STRONG 3anponoHoBaHo: EBPOPACT
KOMBEI EUROFAST COMBI BeegeHHs 3MiH NpoTsArom
6-TW MicsALIB Nic/ia 3aTBEPAKEHHS.
47. 30KOP® TabneTku, BKPUTI OpraHoH LLiBeiiuapi Bupo6bHumK Benvka BHECEHHS 3MiH 0 peecTpauiiiHux maTepianis: 3miHa 3a UA/0645/01/01
POPTE N1iBKOBOIO CenTtpan Ict A Hepo3dacoBaHoi Bputanis/ 3aaBHuKa /13 (MIBIM) (BnacHuka peecTpaviiHoro peyenmom
o6onoHkoto, no 40 M6X NpoAyKLii, KOHTPO/b HigepnaHan noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
Mr; no 14 TabneTok AKOCTI: / Benebris 460): BBefeHHA 3MiH NPOTAroMm 6-Tu MicALiB nicas

y 6nicTepi; no 2
6nicTepy B
KapTOHHIl KopooLi

OpraHoH ®apma (UK)
Nimiten, Benvka
BpuTaHis;
MakyBaHHSA, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
Mepk LWapn i oym B.B.,
Higepnangy;
Bunyck cepii:
LWepiHr-Mnay Na6o H.B.,
Benebris

3aTBepAXEHHS. 3MiHK | Tuny - 3MiHn Wogo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy hapmakoHarnsgy (BBefeHHS y3arasibHEHUX
JaHnx npo cuctemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOIT 0c06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vatum KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) 3MiHa ynoBHOBaXXeHOT 0co6u
3asBHVIKa, BignoBigabHOI 3a hapmakoHarnsag,. Aivoya
pegakuis: foktop [ait Lemon. MNponoHoBaHa
pefakuisi: MapiaHHa Basnk-KopTeHpaag. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasbHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag, B
YKkpaiHi.

[Oitova pegakuis: AHgpiyua OneHa AMuTpiBHA.
MponoHoBaHa pegakuis: MoTuniHcbka OneHa
BiTaniiBHa. 3MiHa KOHTAKTHUX AaHNX KOHTAKTHOI 0CO6M
3a5BHMKa, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. 3MiHa MicuA 34iACHEHHA OCHOBHOI AisiNIbHOCTI
3 hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs
macTep-chaiina cuctemu chapmakoHarnsgy ta inoro
HoMmepa.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
48. 30KOP® TabneTku, BKpUTI Mepk Wapni | LBefiuapi Brpo6HuK Benuka 3MiHu | TURNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs 3a UA/0645/01/01
POPTE NNiBKOBOO Ooywm IAEA A Hepo3dacoBaHol BpuTanis/ BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl, peuenmom
06010HKOt0, No 40 M6X NpoAyKUii, KOHTPO/b Higepnangn NMPOMiXHOro NPoAyKTy abo roToBOro JlikapCbKoro
Mr no 14 TabneTok y AKOCTI: / 3aco6y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
6nictepi; no 2 OpraHoH ®apwma (UK) Benbris BMPOGHKKA, BiANOBiAaNbHOIO 3a BUMYCK Cepild, Micue
6nictepu B Nimiten, Benuka Bputanis NpoBefeHHs KOHTPO/IIO cepii) abo noctayasibHyKa
KapTOHHI KopoobLi BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
MakyBaHHS, KOHTPO/b PeYOoBMHM (SKLLIO 3a3HaYeHO Y [0CbE) 3MiHA Y 3B'A3KY
AKOCTI, BUMYCK Cepii: BUYYEHHS (PYHKLT KOHTPO/IKO AKOCTI napTil
Mepk LWapn i Joym B.B., nikapcbkoro 3acoby A/15 BUPo6HMKa Hepo3dacoBaHoT
HigepnaHaun npoaykuii, komnaHii OpraHoH ®apma (UK) Nimites,
Bunyck cepii: Benuka BpuTaHis, 3rifHO TOpProsoi yroan nepiogy
LWepinr-Mnay Na6o H.B., nocT-Bpekcity Mk EC Ta Benukoto Bputanieto. Mpu
Benbris ubomy OpraHoH ®apma (UK) flimiTes ik BUPOOHUK
nikapcbKoro 3acoby 6yae i Hagani npoBoANTM
BHYTPILLHI KOHTPO/b AKOCTI HEPO3dhacoBaHOI
npoaykuii. JlaHa 3miHa cTocyeTbes nuwe Mogynto 3.
PN ta MKA /13 3anunwaiotbea 6e3 3miH.
49. 30/10TOTUCA | TpaBano 75ty MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuii 6e3 UA/8472/01/01
YHUKA TPABA | nadykax 3 BHYTPiLLHIM "NikTpasn" 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa peuyenma
naketom; no 1,5ry napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
hinbTp-nakeTi; no roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) - BHeCeHHs
20 hinbTp-nakeTiB y 3MiH 20 Cneuudpikauii Ta MeTofiB KOHTPOJIHO AKOCTI
nauyuji 3 BHYTPILLHIM 13, a came: BHECEHHS 3MiH 3a M. «Maca BMICTy
naketom; no 1,.5ry YNaKkoBKM» Ta YTOUYHEHHS B crieuudikalii HOpMyBaHHS
PinbTp-nakeTi; No (noka3HuK ripkoTu)
20 dhinbTp-nakeTiB y CynyTHS 3miHa
nauuj - 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTtofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAaxX
BUNPOGYBaHHSA)
50. INAPIC PO34MH ANA iH KU, HosaprTic LLsefiuapi KoHTponb sikocTi Lseiuapis/ 3MiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta 3a UA/14525/02/01
150 mr/1 mn; no 1 dapma Al A (BioaHanis): HosapTic HimeuyunHa hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o peyenmom

My chiakoHi; no 1
onakoHy y Kopoobui

dapma Al Lseiiuapis;
Bunyck cepii: HoBapTic
dapma N'v6X, HimeuuunHa;
B1pO6HMLTBO, KOHTPONb
AKOCTI (32 BUKTIOYEHHSAM
BioaHanisy), nepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs: HosapTic
dapma LUTeliH AT,
LLiBeiiuapis

3060B'A3aHb Ta YMOB BUAaui peecTtpadiiiHoro
noceigyeHHs, Bktovatouy MnaaH ynpasniHHA pyu3vkamu
(iHWi 3MiHW) 3asBHNKOM HafaHO OHOB/IEHWIA MnaH
ynpaBiHHA pu3nkamu Bepcisa 13.1. 3MiHM BHECEHO A0
yacTuH: Il «Cneuudpikauis 3 6esneku» (mogyni CllI
«Ekcno3unuia nauieHTiB, 3a/1ly4eHnX A0 KNiHIYHUX
BMNPO6YBaHb», CIV «[lonynsuii, aki He BUBYa/IMCb Nig,
yac KNiHiYHKMX BUNpobyBaHb», CV lNicnsapeecTtpavintHuii
nocBia», CVII «lgeHTrdikoBaHi Ta NoTeHLilHi
pu3unkm», CVIII «Pe3stome npobnem 6e3nekn»), Il
«[lMnaH 3 chapmakoHarnagy», V «3axoan 3 MiHimisauii
pu3ukiB», VI «Pe3toMe nnaHy ynpasiHHA pu3mMkammn»
VIl «[lofaTkn» y 3B’A3Ky 3 OHOB/IEHHAM LWwabnoHy MYP,
BWAAIEHHSIM PEECTPY NOAArpuYHOro apTpuTy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(ACZ885H2401), BUTy4YEeHHSM [OC/TiIKEHHS
ACZ885GDEOLT Ta fofasaHHAM iHGhopMaLii Woao
peakujii Ha nikapcbkuii 3aci6 3 eo3nHodinieto Ta
cucteMHumn cumntomamu (DRESS) Ha nigcTasi
OTPVMaHNX pe3ybTaTiB BULLEBKa3aHUX J0LaTKOBUX
3axogis 3 chapmakoHarnsagy Ta iHdopmadi, Wwo
MiCTUTbCS1 Y OHoBNeHOMY PO36 Ta BUCHOBKY EMA.

51.

INAPIC

MOPOLLIOK AN1si
pO34unHy Ans

iH ek no 150 mr, 1
(h/1aKOH 3 MOPOLLKOM
y kopo6uj; 1 donakoH
3 MOPOLLKOM y
Kopobui; no 4
KOPO6KU B mauLi

Hosapric
Papma Al

LLiBeiiuapi
P

BMPOBHMLTBO, KOHTPO/Tb
AKOCTI, NePBUHHE Ta
BTOPWHHE MaKyBaHHS,

BMNycK cepii: HoBapTic
dapwma LUTenH AT,
LLIBeiiLapisi; KOHTPO/b
AKocTi: Jendhapm XoHiHr
CAC, ®paHuis; 6ioaHanis:
HoBaprTic ®apma Al’,
LLiBeiiapis

LseiiLapis

3MiHu | TUNYy - 3MiHKn Wopao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
30060B'A3aHb Ta YMOB Buadi peecTpauiiHoro
NOCBiAYEHHS, BKoYatoun MnaH ynpasiHHA pu3nkamu
(iHWi 3MiHW) 3asBHNKOM HafaHO OHOBEHWIA MnaH
ynpas/iHHA pu3nkamu Bepcis 13.1. 3MiH1 BHECEHO A0
yacTuH: Il «Cneuudpikauis 3 6esneku» (mogyni CllI
«EKcnosunuis nauieHTiB, 3asTy4eHnX A0 KMIHIYHUX
BMNpoGyBaHb», CIV «[lMonynsuyii, aki He BUBYa/UCh Mig,
yac KniHiYHKMX BUNpobyBaHb», CV lMicnsipeecTpaviitHuii
nocsig», CVIIl «lgeHTudiikoBaHi Ta NoTeHLilHI
pu3ukn», CVIII «Pe3tome npobnem 6e3neku»), Il
«[lMnaH 3 chapmakoHarnagy», V «3axoau 3 MiHiMizauii
pu3ukiB», VI «Pe3toMe nnany ynpasaiHHS punkamm»
VIl «JopaTkun» y 3B’A3Ky 3 OHOB/IEHHAM WabnoHy MNyP,
BUAA/IEHHAM PEECTPY NOAArPUYHONO apTpuUTy
(ACZ885H2401), BUTYyYEHHAM [OCIIKEHHS
ACZ885GDEO1T Ta AogaBaHHAM iHdhopMaLii Wwoao
peakujii Ha nikapcbkuii 3aci6 3 eo3nHodinieto Ta
cuctemHumm cumntomamun (DRESS) Ha nigcTasi
OTPVMaHWX pe3y/bTaTiB BULLEBKa3aHUX J04aTKOBUX
3axofiB 3 hapmakoHarnagy Ta iHdopmadii, Wwo
MiCTUTbCS Y oHoBNeHoMy PO3B Ta BUcHOBKY EMA.

3a
peyenmom

UA/14525/01/01

52.

NOKC-TEBA

cnpeii s poToBoi
NOpPOXHUHM o 30
My h/1akoHi 3
MeXaHi4YHUM
posnuioBavem; no
1 donakoHy y
KOMINEKTi 3
annikatopom ans
pPOTOBOT MOPOXHUHU
y KopooLi

TOB «TeBa
Ykpaina»

YkpaiHa

TeBa Yex IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTpOosib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHS rOTOBOrO NikapCbKoro
3aco06y (iHWi 3MiHM Y MeToAax BUNPoGyBaHb
(BKOYalOUM 3aMiHy abo AONOBHEHHS)) 3aMiHa meToay
BunpobyBaHHa BEPX gns igeHTudikauii Ta KinbkicHoro
BU3HaYeHHs anaHToiHy 3 AM\QC\LC232 Ha
QDP0135623. BignoBigHO 3MiHIOETLCS TUM KOTOHKM,
Temneparypa Ko/oHKW, Temnepartypa 3pa3ka, Yac
NpoBefieHHA aHaisy, cknag pyxomoi gasu,
nonepeaHs akTMBaLis, nonepeaHa NPOMUBKa,
nocnifoBHICTL XpoMaTtorpaddyBaHHs | BUMOIu fO
NpVAATHOCTI cUcTemu. BHeCeHHs pefakLiiHyXx npaBok
no MKA N3, a came- y3romkeHHs p. «Crneumdikauis
Ha BWMYCK | TEPMiH MPUAATHOCTI» 3 OPUTiHASTBHUM
[OOKYMEHTOM (BK/IOYEHHS KOAIB METOZIB 3aMiCTb
npuMmiTkKM «MeTog BUpo6HMKa», BiANOBIAHO, B pO34ini
«MeToAM KOHTPO/IO», Nig Ha3BaMM BiANOBIAHNX

6e3
peyenma

UA/9964/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
METOZIB TakoX BkasaHi ix kogu). BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILiB Nicns 3aTBepPKEHHS. 3MiHN |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro MikapcbKoro 3acoby (iHLui
3MiHM) 3MiHa B NPOTOKOAI MicnsipeecTpaviiHoro
BMBYEHHS CTabiNIbHOCTI —BUTyUYeHHS iHdhopmMauii Lo
BigHocATLCA Ao chepn GMP, a came — Follow-up
stability testing Ta BUny4eHHs getansHOro onucy
NepBUHHOTO NakKyBa/lbHOrO MaTtepiasty. BBefieHHsA 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAXKEHHS.
53. KANbUWKEP CyCneHsis opasibHa €Bpo IHAis IHaoko Pemegic flimiteq IHAain 3MiHW | TNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuWii 6e3 UA/2515/01/01
no 120 mny Navicbkep 3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuiA 3aci6. peyenma
donakoHi; no 1 MpaiisiT 3MiHa noctavanibHUKa nakyBasibHUX MaTepianis abo
chnakoHy pas3om 3 Nimiten KOMM/IEKTYIOUMX (SIKLLO 3a3HA4YeHO B [0CbE) (3aMiHa
MiPHOIO JTOXKOHO Y abo fofaBaHHA NocTavasibHUKa) - f4oAaBaHHSA
KapTOHHIiA ynakoBL,i noctavanibHUKa anoMiHIEBOT KpuLeykun- Sainath
Packaging
54. KAHAIAEPM Kpem no 15 r kpemy "neHmapk IHais neHmapk IHais 3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®IL. KoHTpob AdI. 3a UA/5199/01/01
B Ty6i; no 1 Ty6i B dapmacbioT dapmacboTukans Jita,. 3MiHa y meTogax BunpobysaHHa APl abo BUxigHoOro peuenmom
KapTOHHI ynakosL,i vkan3 Jita,. marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HMuTBa ADI (iHLUi
3MiHM y MeToAax BUNpobyBaHHSA (BKOHYAUW 3aMiHy
ab6o gonosHeHHs)) A®| abo BUXIAHOrO/MPOMIKHOTO
npoaykTy) 3MiHa meToay BunpobyBaHHA AdI 3a
NMOKa3HNKOM «3a/TMLIKOBI PO3YMHHUKA. ALETOH» 3
MeToAy razoBoi xpomaTorpadii (MX) Ha meTog
«BTpaTta B Maci Npu BUCYLLYBaHHiI».
55. KAPBEAMNON MOpPOLLIOK MAT YkpaiHa CAH ®APMACBIOTIKAN IHAain BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/2182/01/01
(cybeTaHuin) y "Knismegnp IHOBACTPIEC NTA. MRy - AAMIHICTpaTVBHI 3MiHW. 3MiHa HalMEeHyBaHHs
nakeTax noABinHUX enapar” Ta/abo afpecu Micusi NPOBaPKEHHS AiSNbHOCTI

nonieTnNeHoBnx
ans
chapmaLeBTUYHOro
3acTocyBaHHs

BMPOGHUMKA (BK/IKOYAOUM, 3a HEOOXIAHOCTI, MicLe
NPoBefileHHA KOHTPOJIIO SIKOCTI), ab0 BN1acHMKa MacTep-
thaiina Ha A®I, a6o noctavanbHuka A®I/BNxigHOro
marepiany/peareHTy/npomiKHOro NPoAyKTy, Lo
3aCTOCOBYIOTLCS Y BUPOOHMLTBI ADI (SKLLO 3a3HaYeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BifCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpONeEiChKiii
chapmakonei y 3aTBeppkeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOI JONOMDKHOT PeYOBUHMN (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa afpecu MicL NPOBaKEHHNA AiS/IbHOCTI
BMpo6bHMKa A®I SUN Pharmaceutical Industries Ltd.,
IHAiA, 06yMOBieHa HEOOXIAHICTIO BUNPAaB/IEHHS
TeXHIYHOI NOMW/IKN Y 3a3HaYeHHI aapecy BUPOOHUYOT
OiNbHULI 3 METO 3aMiHM MOMUIKOBO BKa3aHOI
HOpUANYHOI afpecy BUPO6HUKa Ha aapecy BUPOOHUYOT
AiNbHULI Y BIANOBIAHOCTI A0 NiLeHsii Ha BUPOOHULITBO
Ta MaTepianiB peecTpauiinHOro Aocbe BUPOGHNKa AdI.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
Brpo6Huya ainbHuus Ta yci BUpo6HUi onepaw;i
3/IMWAITHCS HE3MIHHUMU
56. KEMMNPA® PO34MH OpasibHUIA, HOCB Benbris Hekctdapma CAC dpaHuin 3MiHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta 3a UA/9155/02/01
100 mr/mn; no 300 dapma C.A. hapmakoHarnsgy (iHwi 3MiH1) 3MiHW BHECEHI B TEKCT peyenmom
My donakoHi; no 1 MapKyBaHHS1 BTOPMHHOT YNakoBKM /likapCbKOro 3acoby.
hnakoHy 3 MipHUM BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
nNacTVKOBUM 3aTBEPAKEHHS.
LUMPULIOM Y navui 3
KapToHy
57. KNCEHb ras y crasieBux MpuBaTHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina 3MiHy I Tuny - 3miHK 3 skocTi. ADl. BUpo6HMUTBO (iHLUi 3a UA/6447/01/01
MEAVUYHUI 6anoHax 06'eMoM akuioHepHe ToBapucTBo "MiHae a3 3MiHW) - BBEAleHHS 40A4aTKOBOro BUpobHUKa AdI peuenmom
rA30MNoAIBHN | no1ln,no2n,3n, TOBapUCTBO YkpaiHa", YkpaiHa,; KnceHb MmeguuHmii pigkmin JlodipHe nignpuemMcTBo
n no5n,6n,8n,no "Ninge ras KuiBcbka dinis "Meccep YkpaiHa", YkpaiHa, 49051,
10 n, 20 n, 33 n, 40 YkpaiHa" MpuBaTHOrO akLioHepHoro [HinponeTpoBcbka 06nacTb, MicTo AHiNpo, Bynuus
n, 50 n, y rpynax ToBapucTea "fiHage a3 [HinpocTaniscbka, 6yanHoK 22K
6as10HIB 06'eMOM YkpaiHa", YkpaiHa
480 n (40 nx 12),y
rpynax 6a1oHis
o06'emom 600 n (50 n
X 12)
58. KOKAPBOKCU PO3YMH A5 iH EKU,i, TOB "3 YKpaina TOB "3 "BIOPAPMA" YkpaiHa 3MiHu | TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapCbKWiA 3a UA/15971/01/01
NA3N 50 mr/2 mn; no 2 mn "BIO®APMA 3aci6. KOHTpOosib AOMOMIKHMX PEYOBUH. 3MiHa peuenmom
FIAPOXNOPUA | B amnyni; no 5 " napameTpiB cneuudikaLiii Ta/abo AonycTUMUX Mex
amnyn y 6nictepi; no ON151 LOMOMIKHOI peYoBUHM (iHLWi 3MiHW) BHECEHHS 3MiH
1 a6o 2 6nictepn y 00 p.3.2.P.4 KOHTPO/b JOMNOMDKHUX PEYOBUH, a came-
nauuj OHOBJ/IEHHSA cneuundikauii BXIAHOro KOHTPOso
[0NOMDKHOT pevyoBMHUN «[JMHATPIl0 egeTaT», y 3B'A3Ky 3
npveefeHHAM 0 MoHorpadii 0232 EP «Disodium
edetate». Takox A0 HOBOI pefakuii cneumdikavii
BHECEHWI A04AaTKOBWIA, BHYTPILUHLO3aBOACHKNIA
MOKa3HWUK AKOCTI: «bakTepiasibHi eHA0TOKCUHN»
OHoBMeHHsA cneuudikaLlii BXiHOr0 KOHTPO/0
[ONOMDKHOT pevyoBVHUN «HaTpito UMTpaT», y 3B’A3KY 3
npueefeHHAM A0 MoHorpadiii 0412 EP «Sodium
citrate». Takox A0 HOBOI pefakuii cneumdikav,ii
BHECEHWI A04AaTKOBWIA, BHYTPILUHbO3aBOACHKNIA
MOKa3HWUK AKOCTI: «bakTepiasbHi eHAO0TOKCUHW»
OHoBMeHHsA cneyudikaLlii BXifHOr0 KOHTPO/0
[0NOMKHOT peyoBuHN «MasieiHoBa Kucnota», y
3B’A3KY 3 NpuBeAeHHAM A0 MoHorpadii 0365 EP
«Maleic acid».
59. KOHTPAXICT TabneTkn, BKpUTI AT "Apawvep, Monbwa nepBrHHE Ta BTOPVHHE Monbuwa 3MiHu | TURNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs 6e3 UA/15823/01/01
ANEPOXI® NNiBKOBOO dapma" nakyBaHHs1, KOHTPO/1b BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl, peyenma

060/10HKOI0, N0 5 Mr
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B
KapPTOHHI KOpoo6Li;

AKOCTI Ta BUNYCK cepil:
AT "Apaveg ®apma”,
MonbLua
BVMPOGHULTBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHs:

NPOMIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBiAaNIbLHOIO 3a BUMYCK Cepild, Micue
NpoBefeHHS KOHTPO/IIO cepii) abo nocTayasibHyKa
BMXIAHOIO MaTepiasny, peareHTy abo A0MOMiXHOI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

no 7 TabneTtok y
6nictepi; no 1
6nicTepy B
KapTOHHI KopoobLi

AT "Apaveg ®apma”,
MonbLua

PEUOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) — BUNYYEHO
BMPOGHMKA [il04H0T PeYOBUHY N1EBOLIETUPU3NHY
avrigpoxnopugy Perrigo API LTD, I3painb. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTi. A®Il. KOHTponb AdI.
3MiHa y napameTpax cneuudikaLiii Ta/abo

[ONyCTUMMX MEX, BU3HAYeHUX y cneuudikauisx Ha

A®I, ab0 BUXigHWIA/NPOMXHUIA NpOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea A®|

(3BYXKEHHSA AOMYCTUMNX MEX, BU3HAYEHUX Y
crneundikavii) — 3By)XeHHA AONYyCTUMOI Mexi 3a
nokasHukom «Sulfated ash» cneumndikavii API

(3aTtBepmxeHo: not more than 0,2%; 3anponoHOBAaHO:

not more than 0,1%). BBegeHHS1 3MiH NPOTAroM 6-Tn

MicAUIB Micnsa 3aTBepMKEHHA. 3MiHW | Tuny - 3MiHK 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax

cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXHWIA

NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi

BMpo6HULUTBa AP| (LONOBHEHHA cneuudikauii HoBUM

NOKa3HUKOM AKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS)

— [ONOBHEHHA cneuudikauil APl HOBUM NOKa3HUKOM
«Chloride content» 3 gonyctumotro mexeto 15,0 —
15,7%. BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepXXeHHS. 3MiHY | Tuny - 3MiHK 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawiii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCA Y NPOLECI
BMPO6HMLTBa AD| (4ONOBHEHHS cneuwudikauii HOBUM
NOKa3HNKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHS)

— nokasHuk «Appearance of solution S» cneuudikauii
A®| [ONOBHEHO TECTOM /19 BUSHAYEHHS KONbLOPY
pO34MHy 3 A0NYCTUMOIO MeXelo, 3ab6apB/ieHHs Mae
6yTN He BiNbLU IHTEHCKBHE, HXX PO34MH NOPIBHAHHSA
BY7 ( meToa EP). BBefeHHS 3MiH NpoOTAroM 6-tu
MicAUIB Micnsa 3aTBepiKEHHSA. 3MiHW | Tuny - 3MiHK 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLiin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknag, BUNy4eHHs 3actapifioro
nokasHuka)) — 3 cneumdikayii APl BUIy4eHo nokasHuK
«Polymorphic identification». BBegeHHs 3MiH NPOTSArom
6-TV MicsLIB NiCNs 3aTBEPLKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
3MiHu | TUny - 3MiHn 3 aKkocTi. A®l. KoHTponb Ad.
3MiHa y meTofax BunpobyBaHHs A®| abo BUxigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo

BUKOPVCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHS)
— [10 METOAB BU3HAYEHHS NokasHuka «ldentification»
popaHo popatkosuii metog HPLC, skuid
BVIKOPVCTOBYETLCS /151 BU3HAUEHHS NMOKa3HUKa
«Assay». BBeieHHS 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBepXeHHs. 3MiHY | Tuny - 3MiHW 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHa API
abo BuxigHOro matepiany/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPAXEHNX
MeToAax BUNpoOyBaHHS) AOAaHO MeTo 2.2.2., MeTof,
Il, EP nnsi BU3HayeHHsi 3a6apB/ieHHs PO34nHy S.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHS. 3MiHKM | Tuny - 3MiHKM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTofax BunpobyBaHHs AdI
abo BUXigHOro matepiasy/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HUUTBa AP| (HE3HAUHI 3MiHM Y 3aTBEPIKEHUX
MeToAax BUNPO6YBaHHS) 3MiHU METOAMKM 3a
nokasHukom «Enantiomeric purity» (3amiHa
CTaHAAaPTHOro 3paska Ha poboynii cTaHaapTHUIA
3pas3ok S-(-)isomer cetirizine dihydrochloride, Ta
pefakuiiHi 3miHW).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdI
a60 BUXigHOro mMatepiasy/npoMixHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTofax BUNPOo6yBaHHSA) 3MiHU METOAMKN 3a
nokasHukom «Related substances» (3amiHa
CTaHAapTHOro 3paska Ha pobounii cTaHgapTHWIA
3pasok levocetirizine dihydrochloride Ta pepaxuiliHi
3MiHN). BBEAEHHA 3MiH NPOTArom 6-Tu micsuis nicns
3aTBepMKEHHS. 3MiHKM | Tuny - 3MiHKW 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdI
abo BUXigHOro matepiasy/npomikHoOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi
BUpo6HUUTBa AP| (HE3HAYHI 3MiHW Y 3aTBEPIKEHUX
MeToAax BUNPO6YBaHHS) 3MiHU METOAMKM 3a
nokasHukom «pH of solution S» nonsraloTb y BUNMyYeHi
nocunaHHsa Ha 3arasibHy ctatTio EP 2.2.3. Onuc

METOAMKM 3aVLIeHo 6e3 3MiH. BBeieHHS 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.

3MiHu | TUNY - 3MiHK 3 AKOCTi. A®L. KOHTponb AdI.
3MiHa y meTofax BunpobysaHHs A®| abo BUXigHOrO
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTohax
BMNPOGYBaHHS)
3MiHVM METOAMKM 3a NOKa3HMKOM «Loss on drying»
nonsaratTb y 6inbL AeTaslbHOMY ONUCi METOAMKM Ta Y
BW/TyYEHI MOCUAHHSA Ha 3arasibHy cTaTTio EP 2.2.32.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdI
a60 BUXigHOro mMatepiasy/npoMixHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPO6HMLTBA AD| (BUNyYEHHS METOAY BUMPOOYBaHHS
ons Ad®l/peareHTy/NpOMIXHOr0 NPOAYKTY, AKLLO
aNlbTEPHATUBHUIA METOS, BXE 3aTBEPKEHWNIA) —
BUTyYeHHs po3giny «Polymorphic identification» 3
MeToZiB KOHTpoto APl. BBeeHHs 3MiH NPOTArom 6-Tu
MicAUIB Micnsa 3aTBepMKEHHSA. 3MiHW | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHa A®l abo BUXigHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLWi
3MiHM Y MeTodax BUNpobyBaHHSA (BKNOHYaUU 3aMiHy
abo gonosHeHHs)) APl abo BUXIAHOrO/MPOMIKHOTO
npoaykTy) — gogaHo method titration in-house ans
BM3Ha4YeHHs nokasHuka «Chloride content» y meTogax
KOHTpONo A®l. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBepgkeHHs. 3MiHu | Tuny - 3MiHN 3 SKOCTiI.
['oTOBWIA Nnikapcbkunii 3aci6. KOHTpob rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevmdikadii
Ta/abo [oMyCTUMUX MEX roTOBOro /iKapcbKoro 3acoby
(3BYXXEHHA AOMYCTUMUX MEX) — 3BY)XXEHHS [0NyCTUMOI
MeXi 3a NOKa3HUKOM «EHaHTiOMepHa uUncToTa»
(3aTBepaxeHo: < 0,6%; 3anponoHoBaHo: < 0,2%).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikaii Ta/abo
[0NYyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(monoBHeHHs cnevmdikalii HOBUM NOKa3HMKOM 3
Bi4NOBIAHMM METOL0M BUNPOBYBaHHSA) — 3MiHa
KpWTepiiB NPUIAHATHOCTI 3a NOKa3HMKOM «Onucs», a
came [0 onvcy A0AaHO «6e3 BUANMMX [AOMILLOK Ta
3a6pyAHeHb». 3MiHW BHECEHI B IHCTPYKLit0 ANns

MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y




44
Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
po3gin "Nikapcbka chopma” (OCHOBHI i3VKO-XiMiUHi
BNacTUBOCTI). BBeeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBeppkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.

[oTOBWIA Nikapcbkunii 3aci6. KOHTpOb rOTOBOTO
nikapcbkoro 3acoby. 3miHa napameTpiB cneyudikadlii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKOoro 3acoby
(monoBHeHHs cnevmdikalii HOBUM NOKa3HMKOM 3
Bi4NOBIAHMM METOA0M BUNPOOYBaHHA) — A0 NOKa3HUKA
«CynpoBifHi AOMILLK/» [0A4aHO BU3HAYEHHS AOMILLIKM
B 3 gonyctumumn mexamu: Ha Bunyck < 0,2%; Ha
TepMiH npugaTtHocTi < 0,3%, meTtogom BEPX.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro NikapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikauin Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCcTapisioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
ineHTudbikaLis 6apBHUKIB Y CMakoBUX f06aBOK)) —
BWU/TYYEHHS 3 NokasHuKa «CynpoBifHi JOMILLKM»
BW3HaYeHHsA foMiwkm GL5 3 cneyudikaiin Ha Bunyck
Ta TepPMiH NpuaaTHocTi. BBeAeHHs 3MiH npoTarom 6-1u
MicaLiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3miHn 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHs) — 3MiHa
METOAVKM 3a NOKa3HMKOM «EHaHTIOMEpHa yncToTa»
(npo6onigroToBka, yMOBM Ta NOPAA0K
XpomaTorpadyBaHHs, yMOBU NPUAATHOCTI
XpomatorpadivuHoi cuctemu, po3paxyHkosa
thopmyna). BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBeppkeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpOb rOTOBOTO

rOTOBOrO JiKapCbKOro 3acoby (iHLWi 3MiHW y MeToAax
3MiHW METOAMKM 38 NOKa3HUKOM «CynpoBiaHi
YMOBW XpomatorpadysaHHs, yMOBM NpUAaTHOCTI

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHKM | Tuny - 3MiHKM 3 AkocTi. AdI.

Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA

nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHSA
BMNpobyBaHb (BK/OUaUM 3aMiHy abo [OMNOBHEHHS)) —
AOMiLLKM» (Mpo6oNiAroToBka, 6e3 3MiHN KOHLeHTpau;,

XpomarorpadivHoi cuctemu, Qopmysia po3paxyHky).

KoHTposb A®I. 3miHa y napameTpax cneuudikadiii

NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HMLTBA AP| (BUNYYEHHS HE3HAYHOTO MOKa3HKKa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKOCTi (Hanpuknag, BUy4eHHs 3acTapifioro
noKasHvkKa)) — 3 nokasHuka «CynpoBigHi OMILLKMN»
BW/IYYEHO BU3HAYeHHA gomiwok GL1, GL2, GL3, GL4,
GL5, GLS6, ski BigHOCATbCA A0 ADI Big BUPOOHUKIB, 3
AKUMU 3aBepLLEHO cniBnpalto. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEHHS

60.

KOPBITUH®

niodpinizat gns
PO34UHY A5 iH'eKLit
no0,5rno5
chnakoHiB 3
niogpinizatom y
KacerTi; no 1 kaceTiy
neHani 3 KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVMPOGHWYNIA

LeHTp
"Bopuiariscb
KA Ximiko-
hapmaueBT
NYHUIA
3asofa”

Ykpaina

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariBCbkuii Ximiko-
hapmaueBTUYHMIA 3aBoa"

YKpaiHa

3Mminu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHKM) YTOYHEHO BUKNALEeHHS
po3giny «ogatkosa iHchopmavis. [l-1. YnakoBka»
MK$A Ta Po3giny 3.2.P.7 3atBepmxeHo: Po3gin «[l-
1.YnakoBka» Mo 0,5 r KOPBITWHY, SKWli € KOMNIEKCOM
KBEpLIETVHY 3 NOBIJOHOM, Y d/1akOHU MICTKICTIO 20MA,
repMeTUYHO YKynopeHi Npobkamu Ta 06TUCHYTI
a/ItOMiHIEBMMU KOBMaykamu. Ha thiakoHn HakneoTb
eTVKETKN BUroTOBEHI nonirpadiyHM cnoco6om
Apyky. Mo 5 hnakoHiB nomiwatoTb y KaceTy ons
nakyBaHHs h/1akoHiB. OfHy KaceTy pa3oMm 3
IHCTPYKLE0 ANS MeANYHOro 3acTOCyBaHHS
NOMILLLAIOTb Y NMeHasT 3 KApTOHY 3 MapKyBaHHAM
YKPaTHCbKOI Ta pociiicbkoo MoBamMu. MpumiTka.
MapkyBaHHS nikapcbKkoro 3acoby, oro gmsaiid
noJatTbCA YKPAiHCbKOIO Ta pOCilicbKo MoBamMu, a
npv peanisauii npenaparty Ha eKcnopT — MOBOIO,
06yMOB/IEHOKO B KOHTPAKTI, Y BifNOBIAHOCTI 3
peecTpauiiHim foCke, SKe cdhopMOBaHe 3a BUMOramu
KpaiHu-imnopTepa i 3asB/1eHo nig vac peectpadii B
peecTpavuiiiHi opraHn KpaiHu-imnoprepa.
3anponoHoBaHo: Po3gin «[l-1.Ynakoska» Mo 0,5 1
KOPBITVHY, SKWI € KOMNIEKCOM KBEPLIETUHY 3
MOBIAOHOM, Y dO/1TaKOHU MICTKICTIO 20M/1, repMETUYHO
YKyrnopeHi npobkamu Ta 06TUCHYTI a/ltoMiHIEBUMMN
koBnaykamu. Ha hnakoHn HakneTb eTUKETKN
BWIOTOB/IEHI NoslirpadiyHMm cnocobom apyky. Mo 5
h/1aKoHIB MOMILLAIOTb Y KaceTy A/ NaKyBaHHS
hnakoHiB. OfHY KaceTy pa3oMm 3 IHCTPYKLIE Ans
MeJMYHOro 3aCTOCYBaHHS MOMILLATb y NeHan 3
KapToHy. OHOB/IEHHA TEKCTY MapKyBaHHS NEPBUHHOT
Ta BTOPVHHOI YNakoBKM JiKapCbKOro 3acoby y 3B"A3Ky
3 BUIyYEeHHAM iHhopMaLlii pOCiliCbKOK MOBOIO.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

3a
peyenmom

UA/8914/01/01

61.

NIHEBIOTUK

pO3unH ANs iHQysil,
2 mr/mn; no 300 mn
y chnakoHi, no 1
onakoHy y
KapTOHHIA Kopoo6Li

MicTpan
Kenitan
MeHepxmeH
T NimiTepq,

AHrnis

BEM Inau CaH. Be Tik.
A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
TexHiyHa nomuska (3rigHo Hakazy MO3 Bifg,
23.07.2015 Ne 460): BunpaBneHHs TEXHIYHNX
NMOMWIIOK, 3rigHOo N.2.4. po3giny VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pefakuii Hakasy
MO3 Y«kpainu Big 23.07.2015 p Ne 460), fonyLLeHuX
Npu NepeHecerHi iHnopmauii 3 opuriHaIbHNX

3a
peyerimom

UA/18904/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
marepianiB peecTpauiiiHoro JOCbe, NPV NPOBEAEHHI
npoueaypu peectpauii /13 (Hakas MO3 Ykpainu Big
11.08.2021 Ne1725; Pl UA/18904/01/01), a came: - Ha
TUTYNbHIN cTopiHUi MKSA B 3a3HaveHHi Ha3Bu /13 Ha
YKpaiHCbKill MoBi: 3aTBepxeHo: (JIHEBIOTIK);
3anponoHosaHo:( J/IIHEBIOTUIK). - B meToauLi
BMNpo6yBaHHA B MKA /13 3a noka3HUkoM «MexaHiuHi
BK/IIOUEHHS. HEBUAMMI YaCTKM» [OMYLLEHO MOMW/KY B
nocunaHHi Ha fjtoye BnaaHHa papmakonei, B
cneuudikaLii HagaHo BipHY pefakuiio, Lo NpU3BOAUTb
[0 Pi3HOUYMTaHHA B MEXax 0fHOro AOoKyMeHTa. [laHe
BMMNpaB/IEHHS BiANOBifae MaTepiasiam peecTpaviiiHoro
[0CbE.
62. MATEPUHKN EKCTPaKT piakuii MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa 3MiHW | TUNYy - 3MiHKU 3 AKOCTi. A®L. KoHTponb AdI. - UA/12519/01/01
TPABU (cybeTaHuis) y "Tannucap 3MiHa y napameTpax cneuudikauii Ta/abo
EKCTPAKT 604kax NosliMepHNX M [ONyCTUMMX MEX, BU3HAYeHUX y cneuudikauisx Ha
PIOKNIA Ons BupobHuuTBa A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, wo
HecTepu/ibHNX BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
nikapcbknx hopm 3MiHN) - BHeceHHs 3miH o po3gin 3.2. S.2.3.
KoHTposnb mMaTepiasiis, NoB’si3aHe 3 HEOOXIAHICTIO
BW/TyYEHHS iHchopmaL,ii LLoA0 NPOBeAEHHS
BMNPOOYBaHHA 415 iAeHTUdIKaLii KOXHOro TapHOro
Micus ansa cyberanuil ETAHOJ (96%)
63. MENEHAM NMopoLUOK ANs MAT Ykpaina MAT "Kvismegnpenapat” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/10759/01/01
po3unHy ANns iH'ekuii | “"KuiBmegnp TUny - 3MiHK 3 aKkocTi. A®Il. CTabinbHiCTb. 3MiHa peyenmom
no1,0r; 1a6o 10 enapar" nepiogy NoBTOPHMX BUNPOGYyBaHb/Nepioay 36epiraHHs
hnakoHiB 3 abo ymos 36epiraHHa A®I (3a BigcyTHOCTI Y
NMOPOLLUKOM Y nauyi, 3aTBepXeHOMY [0Cbe cepTuddikara BiAnoBiAHOCTI
40 chnakoHis 3 €Bponeiicbkiii hapmakonei, Wo BK/oYae nepiog,
NMOPOLLKOM Y NOBTOPHOrO BMNPOBYBaHHS) (Nepiog NOBTOPHOIO
rpynoBiii ynakoBLj BMNpobyBaHHA/Nepios 36epiraHHs) - 36iNbLLEHHS abo
BBEJEHHS nepiogy NOBTOPHOro BUnpobyBaHHsA/nepiosy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCAIAKEHb Y
peasibHOMY Yaci - 3MiHa TepMiHy npugartHocTi A®I
MeporneHeM. 3aTtBepaXeHo: 2 poknm 3anpornoHoBaHo: 3
POk
64. MENEHAM NopoLUoK AN MAT YkpaiHa MAT "KviBmegnpenapat” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/10759/01/02
pO3unHy ANns iH'ekuiii | “"Kuismegnp TUny - 3MiHK 3 AKocTi. API. CTabinbHICTb. 3MiHa peyenmom
no 0,5r; mo 1 a6o 10 enapar” nepiogy NoBTOPHMX BUNPOGYyBaHb/Nepiogy 36epiraHHs

oNakoHiB 3
MOPOLLKOM Yy nayLi,
40 chnakoHiB 3
MOPOLLKOM Y
rpynoBiii ynakosLj

ab6o ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAKEHOMY [OCbE cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapMakonei, Lo BKIKOYaE nepios
NOBTOPHOrO BUNPOoOYBaHHS) (Nepiog NOBTOPHOIO
BUNpobyBaHHA/nepios 36epiraHHsA) - 36inbLUeHHS abo
BBE[EHHS Nepioay NOBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHsa Ha OCHOBI pe3y/bTaTiB JOCIAXKEHb Y
peaslbHOMY Yaci - 3MiHa TepMiHy npugaTHocTi Ad|
MeponeHeM. 3aTBepAKeHo: 2 poku 3anpornoHoBaHo: 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
pOKu
65. MEPOMNEHEM NOPOLLOK (CyMiLLl MAT YkpaiHa LLleHbYxeHb XalibiHb KuTai BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | - UA/14365/01/01
CTEePU/IbHUX "Kuismegnp dapmackiotukan Ko., /It TUny - 3MiHK 3 akocTi. A®L. CTabinbHiCTb. 3MiHa
cy6CcTaHLUiif) enapat” nepiofly NOBTOpHMX BMNpOoGyBaHb/nepiody 36epiraHHs
MeponeHemy ab60o ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
TpurigpaTy i HaTpito 3aTBEPAKEHOMY [OCbE cepTudiikarta BiANOBIAHOCTI
KapboHaTty €Bponeiicbkii hapmakonei, Wwo BK/o4ae nepiog,
6e3B0AHOrO; Y NOBTOPHOro BUNpPo6yBaHHsA) (Nepios NOBTOPHOro
6igoHax BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36iNbLUEHHS a60
aloMiHIEBMX AN1A BBEJEHHS nepiogy NOBTOPHOrO BMNPOGyBaHHs/Nepiogy
BMPOOHULITBA 36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNIMKEHb Y
CTEePU/IbHUX peasibHOMY Yaci - 3MiHa TepMiHy npugaTtHocTi Ad|
nikapcbknx hopm MeponeHem. 3aTBepaykeHo: 2 poku 3anponoHoBaHo: 3
poKu
66. MIPTA3ANIH TabneTku, BKpUTI CaHpo3 CnoBeHis Cantotac ®apma M'v6X HimeuunHa 3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii 3a UA/4430/01/01
CAHAO3® NNiBKOBOIO dapmachboTi 3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa peyenmom
06010HKO0, MO 15 Kans a.n. y MeTogax BunpobyBaHHA rOTOBOrO /ikapCbKoro
mr no 10 TabneTok y 3ac06y (OHOBNEHHS NpoLeaypy BUNPoGYyBaHHA 415
6nicTepi; no 2 NnpuBeAEeHHSA Y BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
6nictepn y ctatTeto dY abo €sponeiicbkoi hapmakonei) 3miHa
KapTOHHI KopoobLi Yy 3B'A3KY i3 OHOB/IEHHAM METOAYy BUNPObyBaHHsA
"Po3nogin TabnieTok" roToBoro NpoaykTy ons
BiANOBIAHOCTI NONOXEHHSAM OHOBNEHOT MoHorpadii
€8p.d.
67. MIPTA3ANIH TabneTku, BKpUTI CaHpo3 CnoBeHis Cantotac ®apma M'm6X HimeuyunHa 3MiHn | TUnYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3a UA/4430/01/02
CAHAO3® nNiBKOBOIO dapmachboTi 3aci6. KoOHTpOosib roTOBOro Nikapcbkoro 3acoby. 3miHa peuenmom
060/10HKO0, MO 30 Kans a.4. y MeTogax BMnpobyBaHHA rOTOBOrO iKapCbKOro
mr no 10 TabneTtok y 3acoby (OHOB/IEHHSA NpoLeaypu BUNPOOYBaHHA A1
6nicTepi; no 2 npuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOIO 3araslbHO
6nictepn y ctatTero AdY abo €Bponeiicbkoi hapmakonei) 3miHa
KapTOHHI KOpO6L Yy 3B'SI3KY i3 OHOB/IEHHSIM MeTOAy BUNPOOYyBaHHSA
"Po3nogin TabneTok" rotoBoro nNpoaykTy Ans
BiANOBIAHOCTI NO/TOXEHHSAM OHOBNEHOT MoHorpadii
€8p.P.
68. HATPIIO KpucTaniuHuii ToBapucTso YkpaiHa ToBapuCTBO 3 OOGMEXEHOID YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | - UA/12150/01/01
DOPMIAT MOPOLLIOK 3 BiANOBIAA/LHICTIO Tuny - 3MiHK 3 akocTi. A®l. CTabinbHiCTb. 3MiHa
(cybeTaHuin) y 06MeXeHOo "PAPMXIM" nepiogy NOBTOPHMX BUNPOGYyBaHb/nepioay 36epiraHHA
MiLLIKaxX BiAgnosigasb abo ymos 36epiraHHa A®I (3a BigcyTHOCTI Y
nonieTuIeHoBMX HiCTIO 3aTBEPMAKEHOMY [OChE cepTudikarta BifnoBigHOCTI
4ns BupobHuuTBa "PAPMXIM" €Bponeiicbkili hapmakonei, Wo BK/oYae nepiog,

HecTepuIbHNX
nNikapcbknx hopm

NOBTOPHOrO BMNPOBYBaHHSA) (Nepiog, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - 36inbLLeHHS abo
BBEeJEHHS nepiogy NOBTOPHOro BunpobysaHHsA/nepiosy
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHD Y
peanbHOMy yaci - 36ibLUeHHs TEPMiHY NPUAATHOCTI
A®I 3 1 poky 10 3 pOKiB, Y 3B'A3KY 3 NpOBEeAEeHNMUN
LOCNIMKEHHSIMW Y peasibHOMY Yaci 3aTBepAXeHO
TepMiH NpugaTtHocTi 1 pik 3anponoHoBaHo TepMiH
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

npugaTHoCTi 3 poku; 3MiHW | TMNy - 3MiHW 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HULTBA AP (iHLWI 3MiHK) - BUNYYaEeTbCA 3i
cneumdikauii/MeToAiB KOHTPO/TH0 NOKa3HUK «Bakki
MeTasn»; 3MiHK | Tuny - 3MiHK 3 KocTi. A®l. KOHTposb
A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BMXiAHOro Matepiany/npoMiXKHOTO NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(iHwWi 3mMiHK y MeTogax BUNpobyBaHHA (BKIOYaUn
3amiHy abo gonoBHeHHs) APl abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) - BHECEHHA 3MiH J0
MeToZiB BUNpobyBaHHA AD|, a came-yTOYHEHHS
MoKasHUKiB «P0O34MHHICTb», «MikpobionoriyHa
yuctota», «KinbkicHe BU3HAYEHHS»

69.

HIBOPAN®

kpem, 20 mr/r; no 15
ry Ty6i; no 1 Ty6i B
KapTOHHIiA ynakoBL,i

MakHin
MpopakTc
Nimiten

AHrnis

AHcceH dapmatieBTmKa
HB

Benbris

3Mminn | TUny - 3MiHn 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs cepTudikara BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€poneiicbki hapmakonei) - OHoBNeHW cepTudikaT
Bif} y)ke 3aTBEPAXEHOro BUPOBHMKA -
nofiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkili thapmakonei Ne R2-CEP 1995-009 -
Rev 04 (3atBepmkeHo: R2-CEP 1995-009 - Rev 03)
0ns A®l keTOKOHA30/Yy Bif BXe 3aTBEPKEHOro
BMpo6HMKa Janssen Pharmaceutica NV, benbrisi.

6e3
peuenma

UA/9849/01/01

70.

HOOTPO®EH-
DAPKOC

Tabnetkv no 250 wmr;
no 10 TabneTtok y
6nictepi, no 2 abo 3
6nicTepn y kopobui 3
KapToHy

TOB
"GapmauesT
nyHa
KOMnNaHis
PapKoC"

YkpaiHa

TOB "®apmaueBTU4HA
KoMmnaHis ®apKoC"

YKpaiHa

3MiHu | TURY - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
A58 MeNYHOro 3acToCyBaHHs
reHepuyHNX/ribpuaHNX/6ionodibHMX NikapCbKUX
3ac06iB NicNs BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHWIT NpenapaT (3MiHa He NoTpebye HaAaHHSA
XOAHNX HOBMX [OAATKOBUX AaHWX) 3MiHN BHECEHi 10
IHCTPYKLi 415 MeAUYHOT0O 3aCTOCYBaHHS JlikapCbKoro
3acoby y po3ginu "®apmakoTepaneBTuyHa rpyna”
(3aTBEpPAXKEHO: [CUXOCTUMYNIOKOYI Ta HOOTPOMHI
3aco6u. Kog ATX NO6B X; 3anponoHoBaHoO: [HLi
NCMXOCTUMYNSATOPY Ta HOOTPONHI 3acobu. Kog ATX
NO6B X22), "®apmakonorivyHi BnactuBocTi",
"MokasaHHs", "MNpoTunokasaHHs", "Oco6anBOoCTi

3a
peyenmom

UA/17568/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHs rpyaaro”, "Cnocib 3actocyBaHHS Ta
no3n", "MepeposysBaHHs", "Mo6iyHI peakwii”,
"Kareropis Bignycky" (3aTBepaxeHo: bes peuenta;
3anponoHoBaHo: 3a peLenToM) 3rifHO 3 iHhopmaLiieto
LLIOA0 MEANYHOrO 3aCTOCYyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (HoodeH®, Tabnetkn no 250 mr) 3
Bi4NOBIAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHs
BTOPWHHOI YNaKoBKM NiKapCbKOro 3acoby, a Takox y
nnaHi ynpas/iiHHA pusnkamuy Bepcis 2.0, Wo HagaHuii y
Ccknagi matepianis 1OCbE.
71. HOPBACK® Tabnetkv no 5 mr; AMNO>XXOH CLIA Mdpainzep HimeuunHa/ 3Mminn | TUny - 3MiHn 3 axocTi. CepTudikat 3a UA/5681/01/01
no 10 Tabnetok y tOC 1 1ncC MeH ek ypuHr CLIA BignosigHocTi/lE-cepTudikat BignoBigHOCTI peyenmom
6nictepi; no 3 abo [Loiunena MvéX, €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
no 6 6nictepis y HimeuunHa (BUPOGHUK, HOBOro abo OHOBMIEHOroO cepTudikara BifgnoBigHOCTI
KapTOHHIA ynakoBL,i BiANoBigaIbHMI 3a abo Buny4eHHs cepTudikara BiANOBIAHOCTI
nakyBaHHs, KOHTPONb €Bponeiicbkiit hapmakonei: ana A®l; ans BuxigHoro
AKOCTI Ta BUNyCK cepil); marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Mdpaiizep PapmactoTikan3 BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
NNC, CWA (BUpO6HUK, [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
BignoBigasibHWiA 3a €Bponeiickkin hapmakonei) - OHOBAEHNI cepTudikaT
BMPOGHMLITBO Npenaparty Bif} y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
in bulk, kKOHTpO/b SIKOCTI); MopaHHA oHoBNeHoro CepTudikara BiANOBILHOCTI
P-dapm Jxepmani MTM6X, €sponelicbkin hapmakonei R1_CEP 2001_342_Rev
HimeuunHa (BUPOGHUK, 03 (3aTBepmxeHuii: R1_CEP 2001_342_Rev 02) ans
BiANOBIgaIbHUI 3a A®l amnoamniHy 6ecunart Big 3apeecTpoBaHoro
BMPOGHMLTBO Npenapary BMpo6Huka Pfizer Pharmaceuticals LLC, USA, sk
in bulk, nakyBaHHs, Hacnifgok 3miHa BnacHvka CEP 3 Pfizer
KOHTPO/1b AKOCTI Ta BUMYCK Pharmaceuticals LLC, USA Ha Upjohn US 1 LLC,
cepii) USA. 3ateepmxeHo: Pfizer Pharmaceuticals LLC, USA
235/6/29 East 42nd street United States Am.-10017
New York City, New York 3anponoHosaHo: Upjohn US
1 LLC, USA 235East 42nd street United States Am.-
10017 New York City, New York
72. HOPBACK® Tabnetkv no 10 wr; AMNOXXOH CLIA Mdpaiizep HimeuunHa/ 3MmiHn | TURYy - 3MiHn 3 akocTi. CepTudikat 3a UA/5681/01/02
no 10 Tabnetok y toC 1 11C MeHodek4ypuHr CWA BignosigHocTi/l E-cepTudikar BignosigHoCTi peyenmom

6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIA ynakoBL,i

Loiunena MméX,
HimeuunHa (BUPOGHUK,
BignoBiganbHWii 3a
nakyBaHHSs!, KOHTPO b
AKOCTI Ta BUNycK cepi);
Mdpaiizep PapmactoTikan3
NNC, CWA (Bpo6HUK,
BiANOBiAaIbHMI 3a
BMPOGHMLITBO Npenaparty
in bulk, kKOHTpOb SIKOCTI);
P-®apm [kepmaHi M'm6X,

€Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buy4eHHs cepTudikara BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; agns BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peyoBuHM (cepTudikaT BigNoOBIAHOCTI
€poneiicbkii hapmakonei) - OHoBNeHW cepTudikaT
Bif} y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
MopaHHA oHoBNeHoro CepTudikarta BiANOBILHOCTI
€Bponelicbkili hapmakonei R1_CEP 2001 342 Rev
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
HimeuunHa (BUPOGHUK, 03 (3atBepmxeHuii: R1_CEP 2001_342_Rev 02) ans
BiANoOBigabHUIA 3a A®| amnoguniHy 6ecunart Bif 3apeecTpoBaHOro
BMPOGHMLTBO Npenapary BMpo6Huka Pfizer Pharmaceuticals LLC, USA, sk
in bulk, nakyBaHHs, Hacnigok 3miHa BnacHuka CEP 3 Pfizer
KOHTPO/Ib AKOCTI Ta BUMYCK Pharmaceuticals LLC, USA Ha Upjohn US 1 LLC,
cepii) USA. 3ateepmxeHo: Pfizer Pharmaceuticals LLC, USA
235/6/29 East 42nd street United States Am.-10017
New York City, New York 3anponoHosaHo: Upjohn US
1 LLC, USA 235East 42nd street United States Am.-
10017 New York City, New York
73. HOPMATWVH Kpansi O4Hi, po3ynH yopna Benvka "E.L.M.I1.LKo." ermnet 3MiHuM | TUNYy - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta 3a UA/7691/01/02
0,5% no5mny MEAWNLINH BpuTaHis hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHW BHECEHi B TEKCT | peyenmom
pNakoHi- OPTAJIbMI MapKyBaHHS YNakoBKM /iKapCbKoro 3acoby oo
KpanenbHuui; no 1 KC NIMITEL 3a3HaYeHHs MKHapOAHMX NMO3HaYeHb OQUHULB
chnakoHy- BVIMipIOBaHHS
KpanenbHuLi B
KapTOHii kopobui
74. HO-X-LWA® Tabnetkv no 0,04 r MpuBaTHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/3611/02/01
no 10 TabneTtok y akuioHepHe TOBapuCTBO "JIEKXIM - TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
6nicTepi; no 1 abo TOBapUCTBO Xapkis", Ykpaina; MNpAT 3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
no 3 6nictepu y "Jlekxim - "TexHonor", Ykpaina [04aTKOBOT [ibHUL BUPOGHMLTBA 4151 YacTUHM abo
nauti 3 KapToHy Xapkis" BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro

3ac00y (AinbHMLA, Ha K NPpoBOAATLCA Oy Ab-SKi
BMPOGHUYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/II0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4719 HECTEPW/TbHUX NiKapCbknX 3acobiB)
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NliKapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOI AibHUL BUPOGHMLTBA 415 YacTMHW abo
BCbOro BUPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (4ibHUUA 4719 BTOPUHHOMO NakyBaHHS) - 3MiHU
3 AKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A04aTKOBOI
LiNbHULL BUPOBGHULITBA A/181 YACTUHN a0 BCbOro
BMPOBHMYOrO NPOLECY rOTOBOTO JiKapCbKOro 3acoby
(BiNbHUUA 4N NEPBUMHHOIO NakyBaHHS) BeAEHHS
[04aTKOBOro BUPOBHMKa rOTOBOro NikapCbKoro 3acoby
Ho-X-wa®, Tabnetkun no 0,04 r no 10 TabneTok y
6nictepi; no 1 abo no 3 6nicTepy y nauui 3 KapToHyY
Bi4NOBiAa/IbHOIO 3a BUPOGHULITBO, NEPBUHHE Ta
BTOPUHHE nakyBaHHSA - MpAT «TexHonor», YkpaiHa.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fofaBaHHA
BMPOGHMKa, LLLO BIAMNOBIAAE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - Bkaloyaoum KOHTPONb/BMNPOGYBaHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
cepii - foaaBaHHA BUPOGHYMKa - MpAT «TexHonor»,
YKkpaiHa, L0 BiANOBiJaE 3a KOHTPO/Ib Ta BUMNYCK cepil
N3 Ho-X-wa®, Tabnetkn no 0,04 r no 10 Tabnetok y
6nicTepi; no 1 a6o no 3 6AicTepy y Nayli 3 KAPTOHY.
75. oninPAM TabneTku, BKPUTI 3AT JInToBCbka MiKpO6ioorivHuiA HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18969/01/01
N1iBKOBOIO «®apmnira» | Pecny6nik KOHTPO/Ib SIKOCTI cepii: TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
obonoHkoto, no 50 a Na6op N1C CE T1a Ko. KT, Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviiiHoro
Mr o 10 Tabnetok y HimeuuunHa; NoCBIAYEHHSA) 3MiHa afpecy 3asiBHMKA - 3MiHU BHECEHI
6nicTepi; no 3 BMPOGHMLITBO 38 MOBHUM B TEKCT MapKyBaHHS Ha BTOPUHHII ynakoBLi
6nicTepn B navy,j 3 LUKIOM: nikapcbKoro 3acoby o0 MicLie3HaxomKeHHs
KapToHy [OpereHocapm AnoTekep 3as1BHUKA. BBeeHHA 3MiH NpoTArom 6-Tn MicAuiB
Mywn Mv6X, HimeuunHa nicns saTBepmakeHHs
76. OPTAMIPUH Kpanni oYHi/ByLUHI/ MpAT Ykpaina MpAT "dapmaveBTuiHa Ykpaina 3MiHM | Tuny: 3miHm 3 AkocTi. A®l. CTabinbHicTb. 3miHa 3a UA/12521/01/01
HasasibHi, pO34uMH "bapmaueBT hipma "OapHuus” nepiofly NOBTOpHMX BUNpOoGyBaHb/nepiody 36epiraHHs peyenmom
0,1 mr/mn,no5mMny | wnyHa chipma a60 ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
chnakoHi, no 1 "AapHnus” 3aTBEPMAXEHOMY [OCbE cepTudikarta BifgnoBigHOCTI

dhnakoHy B nauui

€Bponeiicbkili hapmakonei, Wwo BK/o4ae nepiog,
NOBTOPHOro BUNpobyBaHHsA) (Nepios NOBTOPHOro
BMNpobyBaHHsA/nepios 36epiraHHs) - 3miHa ymoB
36epiraHHa A®l - YmMoBY 36epiraHHs ans cybctaHuii
BUpo6HMKa TOB «®APMXIM» YkpaiHa BCTaHOBNIEHO
BIANOBIAHO [0 akTyaslbHUX MaTepiasliB BUPOOHMKa;
3MiHM | TUny: 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HaYeHUX y cneuudikaLisx Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BMNYyYEHHS HE3HAYHOTO NOKa3HUKa SKOCTI (Hanpuknag
BW/TYYEHHS 3aCTapisioro nokasHuka)) - BHeceHo 3miHu
0o crneundikauii Ta metogis BunpbysaHHA APl a
came: BUly4eHO TecT «Baxki MeTanu»; 3mMiHu | Tuny:
3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXiAHOMO
marepiany/npomiKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa ADI (iHLWi
3MiHM y MeToAax BUNpobyBaHHSA (BKOHYAUW 3aMiHy
ab6o gonosHeHHs)) A®| abo BUXIAHOrO/MPOMIKHOTO
npoaykTy) - BHeceHo 3MiHu 0 MeTOAiB BUNPOYBaHHS
A, a came: B TecTax «laeHTudikaLisa A»,
«lgeHTudikauisi B», «po30picTb po3UnHy»,
«KOonbopoBICTb PO3UMHY» METOLUKN KOHTPOJIHO
3a/mLeHo 6e3 3MiH. BHeceHi pefakuiiiHi npaBku, siki
ochopmneHi BiANOBIAHO A0 pekoMeHaaLin Ta
cTunicTukm AdY. B TecTi «3annLLKOBI KiIbKOCTI
opraHiYHMX PO3UMHHUKIB» METOAMKY KOHTPO/IHO
3asmweHo 6e3 3miH. BignosigHo fo pesynbTartis




52

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
BavligaLii MeTOAVKY KOHTPO/O JOMNOBHEHO TEPMIHOM

NPUAATHOCTI PO34MHY MOPIBHAHHSA, YTOYHEHO OAVH 3
napameTpiB NpUAATHOCTI XpomaTtorpadiyHoi cuctemu
(cTyniHb po3gineHHs He MeHwwe 1,5), a Takox JoAaHo
[ojaTkoBi napameTpy napodasHoi NpMcTaBku Ta
TemnepartypHi napaMeTpu. BHeceHo pefakLiliHi
npaBku, ki ohopMIIEHi BIANOBIAHO A0 peKOMeHaaLlii
Ta cTunictukm APY. 3a pesynbtatamu Banigauii Tect
«Bofa» AONOBHEHO YTOUHEHHAM LLOAO
BMKOPVICTOBYBaHOIO PeakTUBY: «OKPiM MOACIPUMNCTOrO
peakTBy P MOXHa BYKOPUCTOBYBATW AOACIPUACTWIA
peaktns HYDRANAL Composite 5 (kat. Ne 34805);
3MiHW | Tuny: 3miHu 3 gkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MeX, BU3HaYeHUX y cneuudikaLisx Ha
A®I, abo BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHM). CynyTHs 3miHa: 3MiHK 3 akocTi. APl KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytBa Ad|
(iHwWi 3mMiHM y MeToaax BUNpobyBaHHS (BKIOYaUM
3amiHy ab0 AonoBHEHHS) AD| abo
BVXifHOro/MPOMIXHOro NPoAyKTY) - BHOCATLCS 3MiHM
00 cneundikauii Ta aHaniTUYHUX METOANK AN
BXiHOrO KOHTPOJII0 Ha fitody pevoBuHy MipamiCTuH,
00 po3ainy «CynpoBigHi AOMILLKW»; 3MiHKW | TUny:
3miHu 3 axkocTi. A®l. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHM). CynyTHs 3miHa: 3MiHK 3 akocTi. APl KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHsa AdD| abo
BUXIAHOIO MaTepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytea Ad|
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BUNPOOBYBaHHS) - BHeCeHO 3MiHM A0 cnevudikauii Ta
mMeTogiB BUNpbyBaHHA, a came: ans TecTiB «pH
po3unHy» Ta «KinbKiCHe BU3HaYeHHS» HOPMYBaHHS Ta
MEeTOAVKM KOHTPOJIIO 3aUILIEHO 6€3 3MiH, BHECEHI
pepakuiiiHi npaBkm, siki ohopMIEeHi BiANOBIAHO [0
pekomeHAauii Ta ctunictukm AdY. BignosigHo o
sBumor AdY, 1.4 «MoHorpadii» po3gin «PO3UNHHICTE»
Mae pekoMeHAauiliHniA xapakTep, Ha Uili nigcTasi
3anponoHOBaHO BUKOHYBATH TeCT «PO3UYNHHICTb» A/1A
Taknx po34YnMHHUKIB, K Boda P Ta etaHon (96 %) P.
[00aTkoBO BHECEHO nocuiaHHa Ha ®Y, 5.11.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
BHeceHo pegakuiiiHi npaBku, siki ohopmaeHi
BiANOBIAHO 0 pekoMeHAaLiil Ta cTunictuku Y.
HopMmyBaHHS Ta METOAVKY KOHTPOSO TECTY
«MikpobionoriyHa unctoTa» NpUBEAEHO y
BignoBigHICTb A0 BUMOr €9, 2.6.12, 5.1.4.
77. NMAHIFACTPO® Tabnetkun CaHnpo3 CnoseHis BMPO6HMLTBO "in bulk", TypeuunHa/ 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3a UA/13512/01/01
racTpope3vCTEHTHI dapmacbHoTi yMakoBKa, TeCTYBaHHS, PymyHis 3aci6. 3MiHM y BUPO6HULTBI. 3MiHM Y npoueci peyenmom
no 20 mr; no 7 Kans a.4. BUNYCK Cepii; ynakoBka, BMPOGHMLITBA FOTOBOrO /liKapcbKoro 3acoby,
Tabnetok y 6nictepi, BUMNYCK cepil: Jlek BK/IO4A0UM MPOMIXHMI NPOAYKT, L0 3aCTOCOBYETHCSA
no 2 a6o 4 6nictepn thapmaveBTUYHa KOMMaHis npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
B KapTOHHIiA 40.4., CnoseHis; 3MiHK)
Kopo6ui; no 14 BMPO6HMLTBO "in bulk", 3anpoBayKeHHs NNacTUKOBUX EMHOCTEN, ki npuaaTHi
TabneTok y 6nictepi, yMakoBKa, TECTYBaHHS: [Ns BTOPVHHOI Nepepo6ku, y AIKOCTi NaKyBasIbHOro
no 1 abo 2 6nictepu leHBeoH lnak CaHaii Be matepiany ans bulk-npoaykuii, Sknii He KOHTaKTye 3
B KapTOHHI kopo6Lyi TikapeTt A.C., TypeuunHa; bulk, 3 ekonoriyHMx MipkyBaHb. MepBUHHWI
TeCTyBaHHS: nakyBasIbHUIA MaTepian 6asky — nonieTueHoBuni
C.K. CaHgos C.P.J1., nakeT- 3aIMWAETLCA HE3MIHHUM.
PymyHisi; BUpo6HMLTBO "in
bulk", TectyBaHHsA: CaHf03
'pyn Carnvik YpyHnepi
lnaknapi CaH. Be Tik. A.C.,
TypeyyunHa
78. NMAHIFACTPO® TabneTtku CaHpo3 CnoBeHis BMPO6HULTBO "in bulk”, CnoseHis/ 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3a UA/13512/01/02
racTpope3nNCTEHTHI dapmacbtoTi ynaKoBKa, TECTyBaHHS, TypeuunHa/ 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci peyenmom
no 40 wmr; no 7 Kans a.4. BUNYCK Cepii; ynakoBka, PymyHis BMPOGHMLITBA FOTOBOrO /liKapCbKoro 3acoby,
Tabnetok y 6nictepi, BUNYyCK cepii: Jlek BK/IOYAOUM MPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETHCS
no 2 a6o 4 6nictepn thapmaveBTMYHa KOMNaHis npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
B KapTOHHIiA n0.4., CnoseHis; 3MiHW)
Kopob6ui; no 14 BMPO6HULTBO "in bulk”, 3anpoBapKeHHs NNaCTUKOBUX EMHOCTENR, siKi NpuaaTHi
TabneTok y 6nictepi, yMNakoBKa, TeCTYBaHHS: [N BTOPVMHHOI Nepepo6km, y AKOCTi NakyBaslbHOro
no 1 a6o 2 6nictepn leHBeoH lnak CaHaii Be matepiany ans bulk-npoaykuii, SKnii He KOHTaKTYye 3
B KapTOHHIi Kopo6Lyi TikapeT A.C., TypeuuunHa; bulk, 3 ekonoriyHMx MipKyBaHb. MepBUHHWI
TECTyBaHHS: nakyBaslbHUIA MaTepian 6asky — nonieTueHoBui
C.K. CaHgos C.P.1., nakeT- 3a/IMWAETLCA HE3MIHHMM.
PymyHist; BUpo6HMUTBO "in
bulk", TectyBaHHs: CaHf03
'pyn Carnvik YpyHnepi
lnaknapi CaH. Be Tik. A.C.,
TypeyunHa
79. NMAHOUMA NopoLUoK AN AHaHTa Benuka JNIABOPATOPIO PEWI IcnaHis 3MiHn | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3a UA/17039/01/01
pO34unHy Ans Megikeap BpuTaHis XO®PE C.A. 3aci6. KoHTpOosib roTOBOro Nikapcbkoro 3acoby. 3miHa peuenmom
iH ek no 40 mr; 1 nra. napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX

a6o 5, abo 20
onakoHiB 3
MOPOLUKOM Y
KapTOHHIlA KopooLi

roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHM) 3MiHa BUMOT
cneundikadii [/13 Ha MOMEHT BUMYCKY 3@ NOKa3HUKOM
«CTyniHb 3ab6apBneHHs»: 3aTBepmkeHo: MNpenapat
Mae 6yTu 3abapB/ieHuiA He GiNbll IHTEHCUMBHO, HiX
eTasioH BY; 3anponoHoBaHo: MNpenapaT mae 6yTu
3a6apBAEeHUA He BiNbLl IHTEHCUMBHO, HiXX eTas1oH B6.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKMii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOrO NikapCbKoro
3aco06y (iHWi 3MiHM y MeToAax BUNPObyBaHb
(BKIHOHAOUM 3aMiHy ab0 JOMOBHEHHS)) 3aMiHa
MeToAMKM BUNpobysaHHs 13 3a napameTpom «Boga»
Ph. Eur. 2.5.12 HaniBmikpomeTogom Ha Ph. Eur. 2.5.32
MiKpomMeToAoM. 3MiHu | Tuny - 3MiHK 3 KOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3MiHa y MeToAax BUNpPOoGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (OHOBMIEHHS NpoLueaypu
BUNPOGYBaHHA [/19 NPUBEAEHHS Y BiANOBIAHICTD 3i
3MiHEeHOI0 3arasibHoto cTartTeto dY abo
€BponelicbKkoi hapMakonei) He3HauHi 3MiHU Y onuci
NPUroTYBaHHS PO34MHY MOPIBHAHHSA 3a NOKA3HUKOM
«CynposigHi gomiwkmn» Ph. Eur. 2.2.29., 6e3 3MiH
BCTaHOB/IEHNX KPUTEPI NPUAHATHOCTI. 3MiHK Il Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynopoBanbHuii 3aci6. 3MiHa y
NepBVHHIlA yNakoBLji roTOBOrO JlikapCbKOro 3acoby
(AKiCHWIA Ta KiNbKiCHWIA cknag) - CTepusbHi Nikapcbki
3aco6u Ta fikapcbki 3acobm
6i0N0rivYHOro/iMyHO/I0MNYHOr0 NOXOMKEHHS - 3MiHA
nepBUHHOI ynakosku J13: 3amiHa donakoHis /13 3
TEMHOro ckia Ha dp/1akoHu i3 6e36apBHOr0 ckia

80.

NAHOLMZ,

NOPOLLIOK Ans
PO34unHy Ans

iH ek no 40 wmr; in
bulk: 20 chnakoHiB 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

JIABOPATOPIO PEWI
XO®PE C.A.

IcnaHis

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWUIA Nikapcbkuii
3aci6. KOHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
roTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHK) 3MiHa BUMOT
cneundikauii /13 Ha MOMEHT BUMYCKY 3a NOKA3HUKOM
«CTyniHb 3abapBneHHsA»: 3atBepakeHo: Mpenapat
Mae 6yTu 3a6apB/IeHUNIA He GiNblL IHTEHCUMBHO, HiX
eTasioH B9; 3anponoHoBaHo: MNpenapaT mae 6yTu
3abapBneHnii He 6inbLU IHTEHCUBHO, HiX eTasloH B6.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWUIA Nikapcbkuii
3aci6. KOHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA rOTOBOrO ikapCbKoro
3aco6y (iHLWi 3MiHK y MeToAax BUnpobysaHb
(BK/ItOHAOUM 3aMiHy ab0 JOMOBHEHHS)) 3aMiHa
MeToAMKM BUNpo6yBaHHsA /13 3a napameTpom «Bogax»
Ph. Eur. 2.5.12 HaniBMikpoMmeTo40oM Ha Ph. Eur. 2.5.32
MiKpomMeToA0M. 3MiHu | Tuny - 3MiHK 3 AKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO MiKapCbKoro
3acoby. 3miHa y MeTofax BUNpo6yBaHHs roOTOBOrO
nikapcbKoro 3acoby (OHOBMEHHA npoueaypy
BMNPOGYBaHHA A4/19 NPUBEAEHHS Y BiANOBIAHICTD 3i
3MiHEeHOI0 3arasibHoto cTatTeto APY abo
€BponelicbKkoi hapmakonei) He3HauHi 3MiHU y onuci

UA/17040/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

NPUroTyBaHHA PO34MHY NOPIBHAHHSA 3& NOKA3HUKOM
«CynposigHi fomiwwkn» Ph. Eur. 2.2.29., 6e3 3MiH
BCTAHOB/IEHWX KPUTEPI NPUAHATHOCTI. 3MiHn Il TNy -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6. 3MiHa y
NepBUHHIli yNakoBLji rOTOBOr0 NikapcbKoro 3acoby
(AKicHWIA Ta KinbkicHWI cknag) - CTepunbHi NTikapcbki
3acobu Ta nikapcbki 3acobu
6i010r4HOr0/iMyHONOrYHOrO MOXOMKEHHS - 3MiHA
nepBUHHOI ynakoBku J13: 3amiHa diakoHis /13 3
TEMHOro ck/sa Ha dp/1akoHu i3 6e36apBHOro ckna

81. NNATUDINIH- PO34MH A1 iH'EKLIN, MpAT YkpaiHa MpAT "dapmaveBTnyHa Ykpaina 3MiHW | TURYy - 3MiHK 3 AkocTi. A®I. BUpobHULTBO. 3a UA/4042/01/01
AAPHNUA 2 Mr/mn, no 1 mn B "®apmaueBT ipma "OapHuus” 3MiHa BUPOGHYMKa BUXiAHOTO/MPOMiXHOrO peyenmom
amnyni; no 5 amnyn nyHa chipma NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
Y KOHTYpHili "AapHnus” BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
YapyHKOBIl (BKTrOYatouM, fie HeOOXIAHO, MicLie MPOBEeAEHHS
ynakosLi; no 2 KOHTPO/It0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
KOHTYPHI YapyHKOBI BiANOBIAHOCTI E€Bponeiichbkili hapmakonei y
yMakoBKM B mayi 3aTBEPMAXEHOMY [0ChE)(3anponoHOBaHNIA BUPOGHUK

HaNIeXuTb A0 Tiel caMoi BUPOBGHMYOI rpynun
NiANPUEMCTB, O 1 3aTBEPKEHWUIA) - BBEAEHHS HOBOI
BMPOGHUWYOT AinbHULi A®I Mnatudinivy rigpotapTpar,
Ha 3aMiHy 3aTBepXeHili BUPOOHUYIN AiNbHULI TOro X

BMPOGHWKA; 3MiHW | TNy - AOMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu micua
NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKa (BK/ItoYaoun, 3a
HeoOXiAHOCTI, MiCLie NPOBEAEHHS KOHTPOO SKOCTI),
abo BnacHuka mactep-thaiina Ha Adl, abo
nocravanbHuka A®1/BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha NikapcbKuii 3aci6) 3a BifCYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponelichbkii
chapmakonei y 3aTBepkeHoMy A0Cbe, ab0 BUPOOHMKa
HOBOI JONOMDKHOT PeYOBUHM (SIKLLLO 3a3HAYeHOo y
[0CbE) - MPVBEAEHHSA HAa3BW BUPOOHUKa APl y
BiANOBIAHICTb A0 OpUTriHA/IBHUX MaTepiasiB
BMpobHUKa. 3atBepaxeHo: GFL Ltd, Georgia.
3anponoHoBaHo: GFL LTD, Georgia; 3miHu | Tuny -
3miHu 3 axkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,

BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo

BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW) - HE3HAYHI 3MiHU Ta pefakuiiiHi yTOYHEHHS 3a

NoKa3HUKOM «P0o34nMHHICTb», B crnieumdikauii Ta
MeTofax KoHTposto APl Bupo6HuKa /13, BiAnoBigHO
[0 maTepianiB BUpOOHUKa, pekomeHAaLin Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

cTunictukm Aoy
CynyTHS 3MiHa
- 3MiHM 3 skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npomMiKHOro NpoayKTy/peareHTy, Wo
BVKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa AdI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHSA); 3MiHK | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikawiii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BU/TYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknag BUIYyYeHHS 3acTapinoro
nokasHuKa)) - BUNy4YeHHs i3 cneyudikauii API
BMpobHuka 13 napameTpa «laeHTudikayis A»
(konbopoBa peakLuis 3 B-HadTos10M P B NpUCYyTHOCTI
cipuaHoi kncnotu) Ta «lgeHtudikauis B» (peakuis
«CpiBHOro A3epkana»), K 3acTapi/imx MeTogis,
BiANOBIAHO 10 aKTyaslbHUX MaTepasiB BUPOOHMKE,;
3MiHY | Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
OONYyCTUMUX MEX, BU3HAYEHUX Y cneumdikalisx Ha
A®I, ab0 BUXiLHWUA/NPOMIKXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(8onoBHEHHS cneumndikayii HOBUM NOKAa3HUKOM SIKOCTI
Ta Bi4NOBIAHMM METOAOM BUMPOGYBaHHS) -
[ONOBHEHHA creumndikauii APl BupobHuka N3
nokKasHuVkoMm «lgeHtudpikauis A, B, C, D» 3
BiANOBIAHMMY MeTOAVKaMU BUNPOBOYBaHHS, 3rigHO
opuriHanbHVX MaTepianis BUPO6HMKa; 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTo
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUn 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXiAHOrO/MPOMIXKHOTO
NPOAYKTY) - BHECEHHS 3MiH Ta peAakuUiliHiX YTOYHEHb
B crneuundikavito A®I BupobHuka /13 3a nokasHMKamMm:
«KinbKicHe BU3HAYEHHs», «[TUTOMe ONTUYHEe
o6epTaHHs», «CeHeundiniH i CynpoBigHi AOMILLIKM».
CynyTHs 3miHa
- 3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW);
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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3MiHM | Tuny - 3miHK 3 sakocTi. A®I. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUxigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM Y MeToAax BUNpobyBaHHSA (BKNOHYaUn 3aMmiHy
abo gonosHeHHs) APl abo BUXIAHOrO/MPOMIKHOTO
NPOAYKTY) - BHECEHHS 3MiH Ta peAakuUiliHiX YTOYHEHb
B MeToau KoHTponto APl BupobHuka M3 3a
nokasHukamm: «po3opicTb PO3UNHY», «XT0PUAN»,
«Cynbhatn», «CynbgaTHa 30/1a», y BiANoBiAHOCTI 40
Marepianis BUpO6HMKa, BUMOT Ta pekoMeHaauili AdY;
3MiHY | Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
OONYyCTUMUX MEX, BU3HAYEHUX Y cneumdikalisax Ha
A®l, abo BUXiAHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(8onoBHEHHSA cneumndikayii HOBUM NOKa3HUKOM SIKOCTI
Ta Bi4NOBIAHMM METOAOM BUMPOGYBaHHS) -
[ONOBHEHHA creumndikauii APl BupobHuka N3
nokasHukammn «3anizo», «BTpata B Maci npu
BUCYLLYBaHHI», «bakTepiasibHi eHAO0TOKCUHU», 3
HOpPMyBaHHSM Ta BiANOBI4HAMY METOAVKaMMN
BUNPOBYBaHHS, 3rigHO 3 aKTya/lbHUMU MaTepiasiamu
BMPOGHUWKA; 3MiHW | TNy - AOMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYa0um
ninbHUUi ana A®l, npomibHOro NpoayKTy abo rotoBoro
NikapcbKoro 3acoby, AiNbHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BiANOBifaIbHOTO 3a BUMYCK
cepiid, MicLie NpoBeAEeHHSI KOHTPOSIO cepii) abo
noctavasibH1Ka BUXIAHOro maTepiasy, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y A0ChE) -
BUJ/TYYEHHS IOPUANYHOI agpecy BUpobHuka Adl, Lwo He
€ aKTyasIbHOIO i3 3aTBEPMKEHNX afpec, a came
D.Agmashenebeli’s avenue in 10th km, Thilisi, 380015
380015, M.T6inici, anes A.ArmaweHebeni, 10-i kwm;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BiANOBIAHICTb
[0 moHorpadpii ®Y abo E€Bponelicbkoi hapmakonei,
abo iHWOI HauioHasIbHOI hapmakonei Aepxasu EC
(iHLWi 3MiHW) - BHECEHHS 3MiH Ta peAaKLiiHNnX
YTOYHEHb B cneuyvdikaLiio Ta MeToau KoHTposo Ad|
BMPO6HMKa /13 3a nokasHukammn «TemnepaTtypa
nnaBfeHHs» (HOPMyBaHHA Ta MeToAuKa
BMNpoOyBaHHA NpuBeAeHa y BiANoBIAHICTb A0
opuriHanbHUX matepiasnis BUPOOHUKA), 3a NOKA3HUKOM
«MikpobionoriyHa YncToTa» (3MiIHEHO MOCUIAHHS Ha
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
€P26.12Ta €D 5.1.4));
3MiHN | TUNY - 3MiHK 3 siKocTi. A®I. BUpoGHMLTBO.
3MiHu B npoueci BupobHuuTBa A®| (HesHauHa 3miHa y
npoueci BupobHuutea A®I) - 3amiHa opraHiyHoro
po3unHHKKa (6€3 3MiHM BNacTnBOCTel cybeTaHLii), a
came: po3unHHMKa 1 knacy (1,2-guxnopetaH) Ha MeHL
TOKCUYHWIA PO3YMHHIK 2 K1acy (x/10podhopm); 3miHu I
MYy - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea A®I
(Buny4eHHs napameTpa cneundikauii, Skuii Moxe
Matu cyTTeBUIA B/IMB Ha sikicTb A®I Ta/abo rotoBoro
NiKapcbKoro 3acoby) - BUyYeHHS NokasHuka
«3a/IMLLKOBI KifIbKOCTi OpraHiyHUX PO34YMHHUKIB»
(eTaHony Ta 1,2-guxnopeTtaHy) i3 cneumdikauii AdD|
82. NMONIAEKCA Kpanni ByLUHi, Na6opaTtopii ®paHuis PapmacTep ®paHuisa 3MiHn Il Tuny - 3miHK 3 AkocTi. ADI. (iHWi 3MiHN) 3a UA/2699/01/01
po3yuH; no 10,5 mn Byuwapa MoaaHHA oHOoBIeHOTo po3ainy 3.2.S. AKTUBHUIA peyenmom
y chnakoHi; no 1 Pekopparti thapmaveBTUUNiA iHrpesieHT ansa [ekcameTasoHy
oNakoHy 3 MiNeTko HaTpito meTacynbgobeHsoaty (ASMF n°® 2016-151)
B KapTOHHIi kopo6ui Bupo6Huka SANOFI CHIMIE, France. 3miHn y
BiAKPWTIA Ta 3akpuTili yacTuHi DMF Ha gitouy
peyoBuHy [lekcameTasoHy HaTpito
meTacynbgobeH3oaty BupobHka SANOFI CHIMIE,
France.
83. NMPIOPUKC- niodpinisoBaHwuii nakcoCwmit Benuka nakcoCmiTKNsiiH Benbris 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKWii 3a UA/16549/01/01
TETPA™ NopoLUOK A5 KnsaiiH BpuTaHis Bionogxikans C.A. 3aci6. Cuctema KoHTeliHep/3aKkynoptoBasbHuii 3aci6. peyenmom
KOMBIHOBAH iH'ekuili; 1 chnakoH 3 Ekcnopt 3MiHa 6yAb-5KOi YaCTUHM MaTepiasny NepBUHHOT
A BAKUMHA NMOPOLLKOM Y Niviten yMakoBKU, L0 He KOHTAKTYE 3 FOTOBUM MiKapCbKUM
ana KOMMNIEeKTi 3 3ac060M (Hanpukiag, Konip KpULIEeYOoK 3 KOHTPOIEM
MPO®ITAKTUK | po3umHHMKOM (BoAa NepLUOoro BiAKPUTTSA, KONIP KOAOBUX Kiflelb Ha
N KOPY, Ans iH'ekuin) no 0,5 amnynax, KoHTeliHepa N5 ronok (pisHi Buan
ENIAEMIYHOI mn (1 gosa) y nnactMacu) (3MiHa, sika He BMN/IMBAE Ha KOPOTKY
O NMAPOTUTY, nonepegHsL0 XapakTepuCTUKY /iKapcbKoro 3acoby) 3amiHa amnynm
KPACHYXU TA HarnoBHEHOMY 4151 po3urHHKKa (1 M) 3 cuctemoro BigkputTs CBR
BITPAHOI wnpuui (y KOMnaekTi (Color Break) Ha amnyny 3 cuctemoro BigkputTss OPC
BICNn, XXMUBA 3 IBOMAa rosikamu (One Point Cut) 3 4iTKUM KOIbOPOM KiflbUs A5
ATEHYNOBAH abo 6e3 ronok) abo iaeHTudiKaLii po3uUMHHNKA Ha BUPOBHMNYIN AiNbHUL

A

y amnynax y
BaKyyMHilA
CTEepW/bHIl
ynakosLi; no 1
BaKyyMHilA
CTEPW/bHIN ynakoBLi
Y KapTOHHIi1 kopobuy;
1 chnakoH 3
MOPOLLKOM Y

Delpharm, France.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
KOMMN/IEKTi 3
PO34YMHHMKOM (BOAA
Ans iH’ekuiid) no 0,5
mn (1 gosa) y
nonepegHLo
HarnoBHEHOMY
LINpUL Y BaKyyMHIiA
CTEpUNbHIl
ynakosui; no 1
BaKyyMHiiA
CTEPWU/bHIN yNakoBLi
Y KapTOHHiii Kopobuyj;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) B
amny”ni y BakyyMHii
CTEpUNbHIl
ynakosui; no 1
BaKyyMHiiA
CTEPW/bHIN yNakoBLi
Y KapTOHHiii Kopobui
84. MPOKTO- cynosuTopii Pekopgaari IpnaHgjs Jenbdapm HOHiHF C.A.C., dpaHuis/ 3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat 6e3 UA/4678/02/01
rNIBEHON pekTasibHi; no 5 Ainenp Nt ®paHuin abo 3ETA ITanis BignosigHocTi/IE-cepTudikat BignosigHoCTi peyenma
CynosunTopiis y ®APMACEBTIMI C.IT.A,, €poneiicbki thapmakonei/moHorpadii. MogaHHA
6nicTepi; no 2 ITania HOBOro abo OHOBMEHOro cepTudikaTa BifgnoBigHOCTI
6nictepu B ab60 BUIyYeHHs cepTudpikarta BiANOBILHOCTI
KapTOHHI KOpoobLyi €Bponelicbkii hapmakonei: gns A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHwWi cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
oHoBrieHoro CepTudpikata R1-CEP 1998-078-Rev 05
ana A®| nifokaiH Bif, BXe 3aTBEp)KEHOro BUPOGHMKa
MOEHS IBERICA S.L., Spain 3atBepmxeHo: R1-CEP
1998-078-Rev 04 3anponoHoBaHo: R1-CEP 1998-078-
Rev 05
85. MPOTE®/IA3IA, | kpanni In bulk: Ne35 TOB "HBK YkpaiHa BMPOGHULITBO 38 MOBHUM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/19699/01/01
® (no 30 MmNy "Ekochbapm” LMKIOM; BUMYCK Cepii: TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6.
CKNIAHOMY (pr1akoHi 3 TOB "HBK "Ekochapm” CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa 'y
npo6koo NepBUHHIN yNakoBL,i rOTOBOTO JlikapcbKoro 3acoby (Tun

KpanesibHMLeto; No
35 chnakoHiB 6e3
MapKyBaHHs B
KapTOHHI/ KopobLii);

KOHTeliHepa abo AofaBaHHA HOBOrO KOHTeHepa) -
TBepai, M'AKi Ta HeCcTepusbHi piaki ikapcbki hopmm -
[ofaBaHHs nepBMHHOI ynakoBku in bulk: no 20 n, 30 n

B KaHICTpU NJ1acTMacoBi, 3aKynopeHi Kpykamm
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

In bulk: Ne30 (no 50
M/ Y CKNSiHOMY
donakoHi 3 NpobKoto
KpanesnbHuLUero; No
30 dhnakoHiB 6e3
MapKyBaHHs B
KapTOHHI KopobLi);
In bulk: no 20 n, 30
N B KaHicTpn
nnacTMacosi,
3aKyrnopeHi
KpyLLKaMm
nnacTMacoBumm,
ab0 y eMHOCTI 3
Hepxasitouoi cTasi,
3aKynopeHi
KpULLKaMK, siki
3a6e3neyyoTb
repMeTUYHICTb

nacTMacoBVMU Ta 'y EMHOCTI 3 HEpXaBitouoi cTaui,
3aKynopeHi Kpukamu, ki 3abe3nevyoTb
repMeTUYHICTb, 3 BiAMNOBIAHUMN 3MiHAMW Y P.
«YnakoBka». BBefeHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepKeHHs.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3acib. Cuctema KoHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa po3Mipy ynakoBKy roToOBOro NikapcbKoro 3acoby
(iHwWi 3miHM) BBEAeHHS [04aTKOBKX YNakoBOK, a came:
in bulk: Ne35 (no 30 mn y cknsiHoMy dhnakoHi 3
npo6KoK KpanensHuueto; no 35 dhiakoHiB 6e3
MapKyBaHHS B KapTOHHIi kopo6bui); in bulk: Ne30 (no
50 mn 'y ckisiHoMy chnakoHi 3 npobkoto
kpanenbHuueto; no 30 hnakoHiB 6e3 MapkyBaHHA B
KapTOHHIlA kopo6Li). 3aTBepakeHo: Mo 10 mn, 30 mn,
50 My CKNsiHi CBITNI03aXUCHI (h/1akoHW, 3aKyMnopeHi
KpULLKaMu 4118 oNakoHiB 3 npobkamu-KpanenbHULSAMU
3 KOHTPOJIEM NEPLLOro BIAKPUTTA abo KpuLwKaMu Ans
h1aKoHIB 3 Npo6KaMu-KpanesIbHULAMY 3 KOHTPOJIEM
nepLuIoro BiAKPUTTSA Ta 3axXMCTOM Bif, AiTel.

Ha go1akoHM HaKMEeTb ETUKETKN 3 KIENKUM
MOKPUTTSIM 3 MaTepiany py/IOHHOro Ans annikauii. Mo
1 chnakoHy pa3oM 3 iIHCTPYKLiE o MegnyHoro
3aCTOCYBaHHS NOMILLAIOTL B KAPTOHHY Nauky.
3anponoHosaHo: Mo 10 ms, 30 M, 50 M1y CKISSHOMY
CBIT/103aXUCHOMY (Q/1aKOHI, 3aKynopeHoMY KPULLIKOK
Ansa hnakoHIiB 3 NPOBKOI KpanenbHULE 3 KOHTPOEM
NepLIoro BiAKPUTTSA abo KpULLKOK A/151 ON1aKOHIB 3
NPOGKOI KpanesnbHWLEeo 3 KOHTPOIEM NePLLIOro
BiIKDWUTTS Ta 3aXMCTOM Big, giTeil. Ha dhnakoH
HaKMNewTb ETUKETKY 3 KNEKAM NOKPUTTAM 3
matepiany pynoHHoro. Mo 1 dnakoHy pasom 3
IHCTPYKLEO N8 MeANYHOro 3acTOCyBaHHS
MOMILLAI0Tb B KAPTOHHY Nayky 3 MapKyBaHHAM
yKpaiHcbkoto MoBoto. In bulk: Ne35 (no 30 mny
CKnsiHoMy dhnakoHi 3 NPobKoto kpanenbHuueto; no 35
thrnakoHiB 6e3 MapKyBaHHS B KApTOHHIli kopobui). In
bulk: Ne30 (no 50 mn y cknsiHomMy ¢hiakoHi 3 MPo6KoK
KpanenbHuueto; no 30 d1akoHiB 6e3 MapKyBaHHA B
KapTOHHI kopo6ui). In bulk: no 20 n, 30 N B kKaHiCTpK
NAacTMacoBi, 3aKynopeHi KpMLLKaMm1 N1acTMacoBMu,
a60 y EMHOCTI 3 Hep)aBito4oi cTani, 3aKynopeHi
KpULkamu, siki 3a6e3neyvyoTb repMeTuyHicTb. Ha
KaHiCTpn abo EMHOCTI HaKNeTb ETUKETKN 3 KNTEKUM
NOKPUTTAM 3 MaTepiany py/IoHHOro. BeeeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNa 3aTBEPMKEHHS. 3MiHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynoptoBasibHuii 3aci6. 3MiHa y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
MeToAax BUNPO6YyBaHHSA NEPBUHHOI yNakoBKN rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYaun 3amiHy abo fofasBaHHs))
BHeceHHs 3miH go p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHUIA 3acib, a came NpuBeAeHHST MeTOAIB
BMNPOOGYBaHHA NEPBUHHOT ynakoBku 13 (CKNAHNX
hNakoHIB) Y BigNoOBIgHICTb A0 BUMOr Y.
86. MPOTE®/A3IA | kpanni no 10 mn, 30 TOB "HBK YkpaiHa BMPOBHMLTBO 3a NOBHUM YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | Ba peyenmom UA/4220/01/01
® M, 50 mny "Exocpapm” LMKIOM; BUMYCK Cepii: TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3acib.
CKIAHOMY (P/1aKOHi, TOB "HBK "Ekodpapm”, CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
3aKynopeHomy YkpaiHa NepBUHHIN yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun

KpWLLKOIO AnA
h1akoHIiB 3 NPo6KoIo
KpanenbHuLeto 3
KOHTpO/NIEM MepLUOro
BiAKpUTTA abo
KpUWLLKOIO Ans
dh1aKkoHIiB 3 NPo6KoIo
KpanesibHuLelo 3
KOHTpONEM MepLUOro
BIAKPUTTA Ta
3axMCTOM Bif, giTen,
no 1 conakoHy B
KapTOHHIM nayui

KOHTeliHepa abo AofaBaHHA HOBOrO KOHTelHepa) -
TBepAi, M'ski Ta HecTepunbHI piaki Tikapcebki dopmu -
[JopasaHHA nepBUHHOT ynakosku in bulk: no 20 n, 30 n

B KaHICTPWU M/1acTMacoBi, 3aKyMnOpeHi KpuLuKamm
n1acTMacoB/MU Ta 'y EMHOCTI 3 HepXaBitouoi cTaui,
3aKynopeHi KpuLLKamu, ki 3abe3neuyioTb
repMeTUYHICTb, 3 BiAMOBIAHMMU 3MiHAMMW Y P.

«YnakoBKka». BBefieHHs 3MiH NPOTAroM 6-TW MicsLiB

nicns 3aTBepKeHHs.

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa po3Mipy ynakoBKu1 roToBOro /ikapcbKoro 3acoby
(iHwWi 3miHM) BBEAEeHHS [04aTKOBKX YNakoBOK, a came:

in bulk: Ne35 (no 30 mn y cknsiHomy hnakoHi 3
npo6Koto KpanenbHuueto; no 35 diakoHis 6e3

MapKyBaHHs B KapTOHHIlA kopo6Li); in bulk: Ne30 (no

50 My cksiHOMY h/1akoHi 3 MPOBKOK0

kpanenbHuueto; no 30 hnakoHiB 6e3 MapkyBaHHA B
KapTOHHIA KopobLi). 3aTtBepaxeHo: Mo 10 mn, 30 mn,

50 MA 'y CKNSAHI CBITNO3aXUCHI (hf1akoHW, 3aKynopeHi
KpyLLKaMu 418 oNakoHiB 3 npobkamu-KpanenbHULSMU

3 KOHTPOJIEM NEPLLOTO BiAKPUTTS abo KpULLKaMun g5
th/1aKoHIB 3 NpobKamu-kpanenbHULAMN 3 KOHTPONEM
nepLuoro BiAKPUTTA Ta 3axXMCTOM Bif, AiTei.

Ha dhnakoHn HakneTb eTUKETKN 3 KNeikum
MOKPUTTSIM 3 MaTepiany py/IOHHOro Ans annikauii. Mo
1 chnakoHy pa3oM 3 iHCTPYKLiE A1 MegnyHoro
3aCTOCyBaHHS NOMILLAIOTb B KAPTOHHY NauKy.
3anponoHosaHo: Mo 10 ms, 30 M, 50 M1y CKIsSHOMY
CBIT/103aXUCHOMY (Q/1aKOHI, 3aKynOpeHOMY KPMULLIKOK
015 hNakoHiB 3 NPO6KOK KpanesibHNULEK 3 KOHTPOJIEM
NepLIoro BiAKPUTTA ab0 KPULLKOK A/15 dO1aKOHIB 3
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3acoby

ynakoska)

NPOGKOI KpanesbHNLEIo 3 KOHTPO/IEM NepLLIOro
BIAKPWTTA Ta 3axXMCTOM Big, giTei. Ha dhnakoH
HaKMNeTb ETUKETKY 3 KNERKUM NOKPUTTAM 3
mMaTtepiany pynoHHoro. Mo 1 dpnakoHy pasom 3

IHCTPYKLE0 ANS MeANYHOro 3acTOCyBaHHS
NOMILLAI0Tb B KAPTOHHY Nayky 3 MapKyBaHHSM
yKpaiHcbkoo MoBoto. In bulk: Ne35 (no 30 mny

CKNsAHOMY hriakoHi 3 NPO6KOK KpanesnbHuuero; no 35
dhnakoHiB 6€3 MapKyBaHHS B KAPTOHHIlA kopobL). In
bulk: Ne30 (no 50 mn y ckisiHoMy h1akoHi 3 TPO6KoK
KpanenbHuLeto; no 30 d1akoHiB 6e3 MapKyBaHHA B
KapTOHHI kopo6ui). In bulk: no 20 n, 30 N B kaHicTpK
NAacTMacoBi, 3aKynopeHi KpMLLKaMm1 N1acTMacoBMu,
ab0o y EMHOCTi 3 HEpPXXaBitoyOoi cTani, 3aKynopeHi

KpuLLKamMu, ki 3a6e3nedvyoTb repMeTuyHICTb. Ha

KaHiCTpn abo EMHOCTI HaKkNeTb ETUKETKN 3 KNTEKUM
MOKPUTTSM 3 MaTepiasly py/IOHHOr0. BBeAeHHS 3MiH
NpoTArom 6-Tu MicALIB MiCNs 3aTBEPMAKEHHS. 3MiHu |

TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.

CuncTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y

MeToAax BUNPo6yBaHHSA NePBUHHOT yNakoBKN rOTOBOTO

niKkapcbKoro 3acoby (iHwi 3MiHM y MmeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo fofaBaHHs))

BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema KoHTeliHep/

3aKynoproBasibHUIA 3acib, a came NpuBeAeHHsT MeToaiB

BMNPOGYBaHHA NEPBUHHOT ynakoBku 13 (CKNAHNX

hnakoHIB) Yy BigNOBIgHICTL A0 BUMoOr AdY.

3a

UA/4259/01/02

87.

PAMI
CAHJ03®
KOMMO3UTYM

Tabnetkv no 5 mr/25
mr; no 10 Tabnetok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KopoobLi

CaHpos
dapmacbHoTi
Kans a.n.

CnoBeHis

Nex C.A,, MonbLia
(BMpOGHMLTBO
Hepo3dacoBaHOro
npoaykKTy, A03BiN Ha

BWMYCK Cepil; NepBnHHa Ta

BTOPUHHA YNaKoBKa,
[,03BiNT Ha BUMYCK cepii);
Cantotac ®apma M'mbX,

HimeyunHa (BUpo6HMLTBO

3a NOBHUM LMK/IOM)

Monba/
HimeuunHa

3Mminn | TUnYy - 3MiHn 3 axkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOBMIEHOro cepTudikara BifgnoBiAHOCTI
abo Buny4eHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - HoBuii cepTudikar Big
HOBOro BMPO6HUKa (3amiHa abo JONOBHEHHS) NOAAHHS
HOBOro cepTudikaTa BifgnoBiAHOCTI EBpoONEChKiIi
apmakonei Ne R1-CEP 2006-012 - Rev 02 ansa
aitoyoi pevoBuHn Hydrochlorothiazide Big HoBoro
Bupo6HMKa AREVIPHARMA GMBH (£0noBHEHHS). Ak
Hacnigok, 3miHy B cneyudikauii A®| 3a nokasH1kamm

«3a/IMLLKOBI PO34YUHHUKU» (3a3HaLleHO MeTaHOo/1 He

peyerimom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
6inblwe 3000ppm) Ta BBEAEHO KOHTPO/Ib AOMILLKM 3-
Cloroaniline He 6inblue 15 ppm.
88. PEHA/ITAH® Tabnetkv no 10 MpuBaTtHe YkpaiHa MpvBaTHE akuioHepHe YkpaiHa 3Minn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta 3a UA/1530/01/01
TabneTok y 6nictepi; | akuioHepHe TOBapUCTBO "“JleKxim- hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuui peyenmom
no 1 a6o 2 6nictepu TOBapuCTBO Xapkis" niKkapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y nayuj 3 KapToHY "Jlekxim- 0151 MEANYHOTO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
Xapkis" OHOB/IHOBAHOTO 3BITY 3 6e3Mekn NikapCcbKoro 3acoby,

abo pocnimkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3aco6y B nicrsApeecTpaviiiHnin nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuuHnx gocnigxeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) CynyTHs 3MiHa - 3MiHU LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB
BMAaui peecTpavjiiiHOro NocBigyeHHs, BKo4aum
MnaH ynpaBniHHA pu3nkamm (3aCTOCyBaHHSA TEKCTY,
KNI NOTOAXKEHNI 3 KOMNETEHTHUM OpraHoMm)
MpepcTtasneHi 3MiHK B iHhopMaii 3 6e3neku LWoao
BHECEHHS 3MiH Ta AOMNOBHEHb Y po34inax NpoekTy
IHCTPYKLT 418 MegMYHOro 3actocyBaHHs «IobiyHi
peakuii», «Ocob6/MBOCTI 3acTOCyBaHHsA», «B3aemogis
3 iHLWMMK NiKapCcbKMK 3acob6amu Ta iHLWi BUAK
B3aeMogiin» Ha niactasi pekomeHgauii PRAC, wwo
po3milLeHi Ha odoiliiiHomy caiiTi EMA, 3a
NOCUNAHHAM: MOXYTb GYTN peKoMeHA0BaHi [0
3aTBEPKEHHS Ta BHECEHHS B IHCTPYKLil0 AnA
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby.
3asaBHMKOM HafaHO OHOBMeHUI MnaH ynpasBniHHS
pu3vkamm Bepcis 1.2 3MiH1 BHECEHO A0 YacTuH: |
«3aranbHa iHhopmais», || «Crneumdikauis 3
6e3nekn» (Mopyni CVII «lgeHTrcbikoBaHi Ta NOTeHLiliHI
pu3nkn», CVIII «Pe3tome npobnem 6e3nekn»), Il
«lMnaH 3 chapmakoHarnagy», V «3axoau 3 MiHiMizauii
pu3nkiB», VI «Pe3iomMe nnaHy ynpasiHHA pu3vkamms»
VIl «dopatkv» y 3B’3Ky 3 OHOB/IEHHAM iHhopMaLlii
Mpo pU3UKU NiKkapCcbKOro 3acoby Ha niacTasi
pekomeHpauili pekomeHgauii PRAC. Pestome MNnaHy
ynpasniHHA pu3nkamu Bepcia 1.2 gogaetbes. 3MiHN
BHECEHO B iHCTPYKL,t0 419 MEAMYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis "B3aemopis 3 iHWMMU
nikapcbknuMmn 3acobamu Ta iHWi BUuan B3aEMOgin",
"Oco6nmBocTi 3acTocyBaHHA", "MMo6iuHi peakuii”
BiANOBIAHO 4,0 OHOBMEHOT iHChopMaLi 3 6e3neku
3acTOCyBaHHSA Aito40T pevoBUHN. 3MiHW | TRy - 3MiHK
Loao 6e3nekn/epekTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XxapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 413 MeanyHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aCTOCyBaHHSA Ha MifcTasi perynsipHO OHOB/1HOBAHOIO
3BIiTy 3 6e3nekun Nnikapcbkoro 3acoby, abo focnimKeHb
3 6e3nekn 3aCToCyBaHHA NiKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BiTY 3 OCNiMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHunx gocnimpxkerb (PIP) (3MiHY y3ropkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom) 3miHu
BHECEHO B iHCTPYKL;it0 A1 MEAMYHOrO 3aCTOCyBaHHS
niKkapcbKoro 3acoby A0 posainy "MobivHi peakwyii”
BiANOBIAHO [0 OHOBEHOT iHGhOpMaL,i 3 6e3nekn
3aCTOCYBaHHSA Ajl0H0T PEYOBVHY LWOA0 NOBIAOMIEHHS
npo BUNAAKW Nif03pBaHNX NOBIYHNX peakLiin Ta
BiACYTHICTb eDEKTUBHOCTI JliKapCbKOro 3acoby.

89.

PEHA/ITAH®

PO34UH A5 iH'EKLLA
no 5 mn B amnyni;
no 5 a6o 10, a6bo
100 amnyn y nayui 3
KapToHy; no 5 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepun y nayu,i 3
KapTOHY; MO 2 M/ B
amnyni; no 5 a6o 10,
a6o 100 amnyny
nauti 3 KapToHy; No
2 mn B amnyni; no 5
amnyn y 6nictepi; no
1 a6bo 2 6nictepn y
naJi 3 KapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpuBaTHE akUioHepHe
TOBapuCTBO "J1ekxiM-

Xapkis"

YKpaiHa

3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3aCTOCYBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkn Nikapcbkoro 3acooby,
abo JocnifpkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B nic/iApeecTpaviiitHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) CynyTHs 3MiHa - 3MiHU W00
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB
BMAadi peecTpavjiiniHoro NocBigyeHHs, BKIYaoum
MnaH ynpasniHHA pu3nkamm (3aCTOCyBaHHSA TEKCTY,
AKUIA NOTOAKEHNIA 3 KOMNETEHTHUM OpraHom) 3MiHu
BHECEHO B iHCTPYKL,iIO A1 MEAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3zinis "B3aemogis 3 iHWNMK
nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI peaxuii”
BiANOBIAHO [0 OHOBMEHOT iHGhOpMaL,ii 3 6e3nekn
3acToCyBaHHS Ajto4oi peqyoBuHW. MpeacTasneHi 3mMiHu
B iHchopMmawii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
[OMNOBHEHb Y pO3Ai/iax NPOEKTY IHCTPYKLUii Ans
MeAMUYHOro 3acTocyBaHHA «[06IYHI peakLii»,
«Oco6NMBOCTI 3aCTOCYBaHHS», «B3aemogisa 3 iHWy1MM
nikapcbkvMun 3acobamMu Ta iHLWi BUAY B3aEMOii» Ha
nigctasi pekomeHaauii PRAC, Lo po3MillleHi Ha
odpidiiiHomy canTi EMA, 3a NOCKMIaHHAM: MOXYTb ByTH
pekoMeHA0BaHI 40 3aTBePAXXEHHSA Ta BHECEHHS B
IHCTPYKLU,i0 ANS1 MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby. 3asBHUKOM HafaHO OHOBAEHWIA MNnaH
ynpas/iHHA pu3nkamn Bepcis 1.2 3miHM BHeCeHO A0
YyacTuH: | «3aranbHa iHhopmauis», Il «Cneyudikadis 3
6e3nekn» (Mmogyni CVIl «lgeHTndikoBaHi Ta NOTeHL,iViHI

3a
peyenmom

UA/1530/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pu3nkn», CVIII «Pe3tome npobnem 6e3nekn»), Il
«[lMnaH 3 chapmakoHarnagy», V «3axogu 3 MiHimizauii
pu3ukiB», VI «Pe3toMe nnany ynpasniHHA punkammn»

VIl «Jopatku» y 3B’3Ky 3 OHOB/IEHHAM iHhopMaLlii
Npo pU3UKU JliKapCbKOro 3acoby Ha niacTasi
pekomeHpauili pekomeHgauii PRAC. Pestome MNnaHy
ynpaB/iHHA pu3nkamu Bepcis 1.2 nogaetbes. 3MiHn |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeAMYHOro 3aCTOCYBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo JocnigpkeHb 3 6e3neky 3acToCyBaHHSA NiKapCbKoro
3acoby B nic/iAspeecTpaviiiHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) 3MiHM BHECEHO B IHCTPYKLitO 415 MeAUYHOTo
3acToCyBaHHSA NMikapcbKoro 3acoby [0 po3giny
"Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/IEHOT
iHchopmaw,ii 3 6e3nekn 3acTocyBaHHS [il040i peYoBUHN

LLOA0 NOBIAOM/IEHHS NMPO BUNAAKM NiA03POBaHNX

NoGIYHMX peakLiiil Ta BiACYTHICTb e(heKTUBHOCTI
NiKapCcbKoro 3acoby; IHCTPYKLiO AONOBHEHO PO3Ai/I0M

"HecyMicHicTb".

90.

PO3YNIiN®
nnoc

kancynu TBepgi no
40 mr/10 mr; no 10
kancyn y bnictepi;
no 3 6nictepu y

KapTOHHI Kopobui

3AT
PapmavueBT
WNYHUIA 3aBOA,

EriC

YropLmHa

3AT dapmaneBTUYHKIA
3aBog ElIC, YropwwuHa
(MOBHWIA LUKN

BUPOGHULITBA, BK/HOUAOUM

BUMYCK cepii); 3AT

dapmaueBTUYHWIA 3aB0S,
ErIC, YropwuHa (noBHw®iA

LKA BUPOGHMLTBA,

BK/IO4A0UM BUMYCK cepil)

YropumHa

3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecu Micusa NPOBaMKEHHS
AiSNTbHOCTI BUPO6HMKa (BK/THOYakoum, 3a HEOOXIAHOCTI,
MicLLe NPOBEAEHHSA KOHTPO/O AKOCTI), ab0 BNacHuka
macTep-aiina Ha A®l, abo noctayanbHuKa
A®l/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYHTLCA Y BUPOOGHULTBI ADI
(AKLWLO 3a3HaYeHO Y AO0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikaTa BignoBigHOCTI EBponenchbkili
chapmakonei y 3aTBepaeHoMy A0cbe, abo BUPOOHYMKa
HOBOI AOMOMIKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO y
[0CbE) 3MiHa Ha3BU Ta afpecy BUPOGHMKA MPOMIXKHOIO
NPOAYKTY MeTUNOBOro edhipy po3yBacTaTuHy:
3aTtBepmxkeHo: Zhejiang Neo-Dankong Pharmaceutical
Co., Ltd. Address: No.259 Binhai Road, Yantou
Jiaojiang Taizhou City, Zhejiang Province, China, Post
code: 318000. 3anponoHoBaHo: Zhejiang Lepu
Pharmaceutical Co., Ltd. Address: No.29 Binhai Road,
Yantou Jiaojiang Taizhou City, Zhejiang Province,
China, Post code: 318000. 3miHu | Tuny - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLii Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikauinx Ha A®Il, abo BUXIGHWIA/MPOMDKHUI

3a
peyenmom

UA/16806/01/01
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Homep
peecmpayitiHo2o
nocsioYyeHHs1

NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknag, BUNy4eHHs 3actapifioro
noKasHUKa)) — BUTyHYeHHS NoKa3HUKa SKOCTi «Badkki
MeTanu» 3i cneundikauii «Rosuvastatin Sinthetic route
B».
3MiHu | TUny - 3MiHn 3 akocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAYeHUX y cneuudikaLisx Ha
A®I, abo BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYYEHHA HE3HAYHOrO NOKa3HWKa SKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) — BUTy4YeHHs
nokasHuMka siKocTi «Onuc po3unHy» 3i cneuudikauii
«Rosuvastatin Sinthetic route B». 3minu Il Tuny -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHM B NPOLIECI
BMPOGHMLTBA AD| (3HAYHa 3MiHa Y NpoLeci
BUMPOGHMLTBA ADI, LLIO MOXE MaTV iCTOTHWI BNAMB Ha
AKiCTb, 6e3neky abo etpekTVBHICTb NiKapCbKOro
3acoby)

BBE/IEHHS a/IbTEPHATVBHOI TEXHONOTIT BUPOBGHULTBA
A®| posyBacTaTvHy LMHKY, a came: cuHTes C.
3aTtBepaxkeHo: ErNC/po3yBactaTuH (CUHTE3
B)/AP/06/20-12-2013; 3anponoHOBaHoO:
ErC/po3yBacTtatuH (cuHTe3 B)/AP/06/20-12-2013,
EllC/po3yBacTatuH (cuHte3 C)/AP/05/15-06-2020.

91.

PYMNA®IH

Tabnetku no 10 wmr;
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

3eHTIBa, K.C.

Yecbka
Pecny6nik
a

X. YPIAY | KOMIMAHbA,
CA.

IcnaHis

3wmina 3anBHuKa /13 (MIBI) (BnacHuka peectpaviiiHoro
nocsigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460) BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHu | Tuny - 3MiH Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bk/Iovatoum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) 3MiHa ynoBHOBaXXeHOT 0co6U
3asBHUKA, BiANOBIAa/IbHOI 3a hapmakoHarnsag. [iroya
pepakuis: CopiHa JliaHa Mato / Sorina Liana Paiu, MD.
MponoHoBaHa pegakuis: fliogmuna dininosa, MD /
Ludmila Filipova, MD. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
papmakoHarnsg. 3mMiHa YNnoBHOBaXXEHOT 0cobM

3a
peyerimom

UA/18949/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
3asBHUKA, BiANOBIAa/IbHOI 3a thapmakoHarnsag. [iroya
pepakuis: Mepexpect OneHa IBaHiBHa. MponoHoBaHa
pegakuis: Amepi biona [xecci. 3miHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6M
3asBHKa, BifNOBiganbHOI 3a hapMakoHarnsag B
YkpaiHi. 3MiHa MicLe3Haxo4KeHHs1 MacTep-halina Ta
noro Homepa. 3MiHa Micus 34iACHEHHSI OCHOBHOT
AiSNIbHOCTI 3 dhapmMakoHarnagy.
92. CUHITIOH® TabneTku, BKpUTI BAT YropwmHa BAT "lepeoH PixTep", YropwwHa/ 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3a UA/10511/01/01
N/1iBKOBOIO "lepeoH YropuwuHa (Bunyck cepii); Monbuwa 3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa peyenmom
060/10HKO10, M0 10 PixTep" TOB "TefeoH Pixtep napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
Mr; Mo 7 TabneTok y Monbwa”, NMonbLwa roTOBOrO MiKapCbKOro 3acoby (3BY>XEHHS AONYCTUMMX
6nicTepi; no 2, 4 abo (KOHTpO/b AKOCTI, [,03BIN MeX) 3MiHa TOYHOCTI NTIMITY BMICTY Ait040T peYoBUHN 3
8 6nicTepiB y Ha BUMYCK cepil; 1 po 2 3HakiB nicns KoMu 3aTtBepaxeHo BmicT gjtoyol
KapTOHHI/ ynakosL,i BMPOGHMLTBO peyoBuHM MoHTenykacT (y hopMi BifIbHOT KNCNOTH)
Hepo3dacoBaHOro 10,0 mr/tabn. +5% (9,5 mr/tabn. — 10,5 mr/Tabn.)
NPOAYKTY, NepBMHHA 3anponoHoBaHo BMicT gjto4oi pevyoBuHN MoHTenykacT
ynakoBka, BTOPUHHA (y dopmi BinbHOT kncnotu) 10,00 mr/tabn. £5% (9,50
yrakoBKa) mr/Tabn. — 10,50 mr/ta6n.) 3minm Il Tvny - 3miHn 3
AkocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikawlin
Ta/abo [oMyCTUMUX MeX roTOBOro MiKkapcbKoro 3acoby
(3MiHa 3HaxoAMTbCA No3a 3aTBEPAKEHNMU
[onycTUMMMK Mexamu cneuudikadin) 3miHa Hopm
BMicTy gomiwku C (cynbdokena) npu sunycky 3 0,3 %
00 0,5 % Ta 3MiHa HopMK BMICTY AoMillkn C
(cynbdhokena) Ha NpoTA3i TepmiHy npugaTtHocTi 3 1,0
% [0 1,5 %. TakoX, BHACNiA0K 3asB/I€HNX 3MiH
Big6ynacs 3miHa Homepy Bepcii cneumdikavii AKocTi
'N3 3 Bepcii 1-00107-28(29)-EU-03 go sepcii 1-
00107-28(29)-EU-04
93. CUHIYNAP® TabneTku, BKPUTI OpraHoH Lseliuapi Bupo6HuK Benuvka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHa 3a UA/10208/01/03
NNiBKOBOIO CeHTpan Ict ] Hepo3g)acoBaHol BpuTanis/ 3asBHuKa 13 (MIBIM) (BnacHvka peecTpauiiiHoro peyenmom
o6onoHkoto, no 10 M6X NpoAyKLUii, NepBnHHa Ta HigepnaHan noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
Mr, no 14 TabneTok BTOPVHHA YNakoBKa, / 460); 3MiHK | TMNY - 3MiHK WoAa0
y 6nicTepi; no 2 KOHTPO/b AKOCTI: Benbris 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

6nictepu B
KapTOHHIl KopooLi

OpraHoH ®apwma (UK)
NimiTen, Benuka
BpuTaHis;
MepBUHHA Ta BTOPMHHA
ynakoBka, KOHTPO/Ib
AIKOCTi, A03BINT HA BUMYCK
cepit:

Mepk LWapn i Joym B.B.,
Higepnangy;
[l03Bin Ha BMNyCK cepil:
LWepiHr-Mnay Na6o H.B.,
Benebris

BBefieHHs1 ab0 3MiHM 0 y3arasibHeHNX AaHuxX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkayarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-dhaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaxeHOoI ocobu
3asBHVKA, BigNoBiga/IbHOI 3a dhapmakoHarnsag [itoua
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
pegakuis: foktop ain Jemon. MNponoHoBaHa
pefakuis: MapiaHHa Bank- KopTeHpaag. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHOI
ocobu 3asBHUKa, BiANOBIAa/IbHOI 3a (hapmakoHarnaj, B
YkpaiHi. fitova pegakuis: AHgpiyua OneHa imuTpisHa.
MponoHoBaHa pegakuis: MotuniHcbka OnexHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JAHUX KOHTaKTHOT 0cobum
3asBHVIKa, BifNOBiAabHOI 3a thapmakoHarnsg, B
YkpaiHi. 3MiHa Micus 34iACHEHHS OCHOBHOI [isiNIbHOCTI
3 hapmakoHarnsgy. 3mMiHa MicLe3HaxomKeHHs
macTep-aiina cuctemn papmMakoHarnsgy Ta ioro
HOMepa. BBeAeHHA 3MiH NpoTarom 6 MicsAuiB micns
3aTBEPAKEHHS
94. CONEAYM® racTpope3nCTeHTHI Kaccenna- HimeuumnH HaHeCeHHs NOKpPUTTS, HimeuunHa/ BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/15105/01/01
POPTE Kancysv M siki, no mep M'v6X & a BTOPWHHE NaKyBaHHS, PymyHis TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib. peyenma
200 wr, no 20 Ko. KI KOHTPO/b SIKOCTi, BUMYCK CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
Kancyn y énictepi; cepit: yMoBax 36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
no 1 6nictepy B Knoctepdpay BepniH (36inbLUEHHS TEpMiHY NPUAATHOCTI FOTOBOrO
KapTOHHI Kopo6Lyj; Mm6X, HimeuyunHa,; niKkapcbKoro 3acoby) - [ns Toprosoi ynakoBKu
no 25 kancyny NepBUHHE NaKyBaHHS: (nigTBEPAXYETLCA AAHNMU peasnbHOro vacy) -
6nicTepi; no 2 abo 4 ApTtecaH ®apma N'MBX & 36ibLLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
6nictepu B Ko. KI, HimeuunHa; NiKapcbKoro 3acoby (3aTBepKEHO: TEPMIH
KapTOHHI Kopobui BTOPVHHE NaKyBaHHSA: npugaTHocTi 36 MicALiB; 3anpONOHOBaHO: TEPMiH
ApTtecaH ®apma N'MBX & npugatHocTi 60 micAuiB). BBegeHHs 3MiH npoTsrom 6-
Ko. KI, HimeuunHa; TV MiCALIB NicNs 3aTBepIKEHHS
BTOPWHHE MaKyBaHHS:
AptecaH ®apma N'MbX &
Ko. KI', HimeuunHa;
BMPOGHMLTBO Karncyn (6e3
nokputTS) in bulk:
KaraneHTt HimeuunHa
E6epbax Mv6X,
HimevunHa;
BMPOBHULTBO Kancyn (6e3
nokputTs) in bulk:
C.K. Csicckanc PymyHis
C.P.J1., PymyHia
95. CnIHON-H TabneTku, BKpUTI yopna Ipysia yopng MEANUNH 11AY TypeyunHa 3MiHu | TMRY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta 3a UA/17191/01/01
nNiBKOBOIO MEANLUNH CAH. BE TIAX. A.LL. hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuLi peuenmom
060/10HKO0, N0 25 nTa NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT

Mmr/25 mr; no 10
Tabnetok y 6nictepi;
no 2 6nictepny
KapTOHHIA Kopoo6Li

4N MeM4HOro 3aCTOCYBaHHA Ha NiACTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NMiKapCbKOro
3acoby B Mic/iApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimpkers (PIP)
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT A1A
MeAMYHOro 3acTOCyBaHHS MikapCbKoro 3acoby y
po3ain "B3aemogis 3 iHW1MKU NikapcbkvMu 3acobamm
Ta iHWi BUAW B3aemogiii" BignoBigHO 4O OHOBNEHOI
iHchopmaw,ii 3 6e3nekun fjtoyol pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
96. CniHON-H TabneTkn, BKPUTI YOPNA Ipy3ia yYorPng MEOVUNH INAY TypeyunHa 3MiHu | TMNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta 3a UA/17191/01/02
N/1iBKOBOIO MEAWNLINH CAH. BE TIIXK. A.LL. hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui peyenmom
060/10HKO10, M0 50 nTa niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
mr/50 mr; no 10 0151 MEANYHOTO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
TabneTok y 6nictepi; OHOB/IHOBAHOTO 3BITY 3 6€3Mekn NikapCcbKoro 3acoby,
no 2 6nictepu y abo pocnimkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
KapTOHHI Kopoobui 3aco6y B nicrispeecTpaviiiHnin nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuuHnx gocnigxeHs (PIP)
(3MiHY y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3MiHV BHECEHO A0 iHCTPYKLT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3gin "B3aemogisa 3 iHWYMKN NikapcbkvMmu 3acobamm
Ta iHWi BUAM B3aEMOAii" BigNoBigHO [0 OHOB/IEHOT
iHchopmaLii 3 6e3neku AitoHoi peHOBUHMW.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
97. TANBEPB™ TabneTku, BKPUTI Hosapric LLiBeiiuapi Bupo6HULTBO Benvka BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/8847/01/01
N1iBKOBOIO Papma Al A Hepo3dacoBaHoi BputaHis/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs peyenmom
060/10HKO10, M0 250 NpoAyKLii, KOHTPO/Ib IcnaHis/ Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
mr, no 10 a6o no 12 SAKOCTI, [lO3BI/T HA BUMYCK PymyHis/ BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
TabneTtok y 6nictepi; cepi: Yecbka BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
no 7 6nictepiB y nakco OnepeiiwHc KOK Pecny6nika NpoBeAeHHSA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY

KapTOHHI KopobLyj;
no 70 a6o no 84
TabneTkv y pnakoHi;
no 1 cpnakoHy B
KapTOHHI KopoobLi

NimiTen, Wo 3aiiicHoe
KOMepUiiHy AISNbHICTb 5K
"nakco Bennkom
OnepeiiwHc, Benvka
BpuTaHis;
MepBrHHA Ta BTOPUHHA
ynakoBka, f,03Bi/1 Ha
BUMYCK Cepii:
nakco Bennkom C.A.,
Icnanis;
BMPOGHMLTBO
Hepo3acoBaHol
NpoAyKLUii, NepBnHHa Ta
BTOPUHHA YNaKkoBkKa,
4aCTKOBWI KOHTPO/Ib
SAKOCTI, [lO3BI/T HA BUMYCK
cepii:

BignoBigae BMPOGHMK/iMNOpTep, BKIKOYAOUM BUNYCK
cepiii) - 3MiHa Ha3Bu BNpo6Huka MN3 i3 C.K. CaHgo3
C.P.J1./S.C. Sandoz S.R.L. Ha CaHpo3 C.P./1./Sandoz
S.R.L. BBefieHHs 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHN | TUMY - AAMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AibHUL (BKIHOYa0UM
AinbHuui ans A®l, npomixHoro NnpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS
nakyBaHHs1, BUPOGHMKa, BiNOBIAaIbHOMO 3a BUMYCK
cepiid, MicLie NpoBefEeHHSI KOHTPOSO cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OCHE) -
BUYYEHHS (PYHKLiT NEPBUHHOrO Ta BTOPUHHOIO
nakyBaHHs 15 AinbHuui Mnakco OnepenwHe KOK
NimiTen, Wo 34iiCHI0E KOMEPUiiHY AISNBbHICTb AK
nakco Bennkom OnepeiiwHc, Mpaiiopi CTpiT, Bea,
SG12 0DJ, Benuka bpuTaHisi, ika € a/ibTEPHATUBHOIO.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CaHgos C.P.J1., PymyHis;
4aCTKOBWI KOHTPO/b
AKOCTI:

NyHapia cnon. ¢ p.o.,
Yecbka Pecny6nika

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofgasaHHA BUPOOHMKA, LLO Bignosigae 3a
BBE3eHHS Ta/abo BMNycK cepii) - He Bkoyaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepii - fofaBaHHA OYHKLT
«BUMYCKy cepii» Ao BupobHuka C.K. Cangos C.P.J1.,
KW BXXe 3apeecTpoBaHuii i3 pyHKLUissMU
«BMPOBHULITBO Hepo3hacoBaHOl NpoayKLii, NepBuHHa
Ta BTOPVHHA YNaKoBKa, YaCTKOBMWIA KOHTPO/b SIKOCTi»
(HarimeHyBaHHS BUPOGHWKa 3MiHEHO Ha CaHf03
C.P.J1.); 3MiHX BHECEHO B iHCTPYKLtO AN15 MEeANYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginm
«Brpo6HMK» Ta «MicLe3HaxomKeHHs BUPOOHMKa Ta
afipeca MicLs NPOBaKeHHs 1oro AisiNbHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby (fofaBaHHS BUPOOHMKA).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

98.

TENNPEC
nnoc

Tabnetku no 40
mr/12,5 wr, no 14
TabneTtok y 6nictepi;
no 2 aéono 7
6nictepiB y
KapTOHHIW nayu,i

"KCAHTIC
PAPMA
NIMITER"

Kinp

MoBHWIA LMKN
BMPOGHULITBA, BUMYCK
cepii:
NNTABOPATOPIOC
NIKOHCA, C.A., IcnaHis
KoHTponb skocTi:
NABOPATOPIO [P. .
EYEBAPHE, AHATICIC,
C.A., IcnaHis

Icnanis

3minu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€poneiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikara BignoBigHOCTI
ab60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponevicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHwWi cepTudikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2009-028-Rev
03 (3atBepmxeHo: R1-CEP 2009-028-Rev 02) ana
aitoyoi pevoBuHu Telmisartan Big, BXxe 3aTBepAKEHOr0
BMpo6H1Kka GLENMARK LIFE SCIENCES LIMITED
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOro cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bifl y)Xe 3aTBEpKEHOr0 BUPOOHWMKA -

3a
peyenmom

UA/15949/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noAaHHs OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
01 (3atBepmxeHo: R1-CEP 2009-077-Rev 00) ansa
aitoyoi peyoBrHy Telmisartan Big Bxe 3aTBepAKEHOr0
BMpo6HUKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MmiHu | Tuny - 3miHu 3 sakocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs ceptudikarta BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTucdikaT
Bif] y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
noJaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
02 pns pjroyoi peyoBuHn Telmisartan Big, BXe
3aTBepAXeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.

99,

TENNPEC
nnoc

Tabnetku no 80
Mmr/25 wmr, no 14
TabneTtok y 6nictepi;
no 2 aéono 7
6nictepiB y
KapTOHHIW nayu,i

"KCAHTIC
PAPMA
NIMITER"

Kinp

MoBHWIA LMKN
BMPOGHULITBA, BUMYCK
cepii:
NNTABOPATOPIOC
NIKOHCA, C.A., IcnaHis
KoHTponb skocTi:
NABOPATOPIO [P. .
EYEBAPHE, AHATICIC,
C.A., IcnaHis

Icnanis

3minu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€poneiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikara BignoBigHOCTI
ab60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponevicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHwWi cepTudikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2009-028-Rev
03 (3atBepmxeHo: R1-CEP 2009-028-Rev 02) ana
aitoyoi pevoBuHu Telmisartan Big, BXxe 3aTBepAKEHOr0
BMpo6H1Kka GLENMARK LIFE SCIENCES LIMITED
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOro cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bifl y)Xe 3aTBEpKEHOr0 BUPOOHWMKA -

3a
peyenmom

UA/15949/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noAaHHs OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
01 (3atBepmxeHo: R1-CEP 2009-077-Rev 00) ansa
aitoyoi peyoBrHy Telmisartan Big Bxe 3aTBepAKEHOr0
BMpo6HUKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MmiHu | Tuny - 3miHu 3 sakocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs ceptudikarta BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTucdikaT
Bif] y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
noJaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
02 pns pjroyoi peyoBuHn Telmisartan Big, BXe
3aTBepAXeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.

100.

TENNPEC
nnoc

Tabnetku no 80
mr/12,5 wr, no 14
TabneTtok y 6nictepi;
no 2 aéono 7
6nictepiB y
KapTOHHIW nayu,i

"KCAHTIC
PAPMA
NIMITER"

Kinp

MoBHWIA LMKN
BMPOGHULITBA, BUMYCK
cepii:
NNTABOPATOPIOC
NIKOHCA, C.A., IcnaHis
KoHTponb skocTi:
NABOPATOPIO [P. .
EYEBAPHE, AHATICIC,
C.A., IcnaHis

Icnanis

3minu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€poneiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikara BignoBigHOCTI
ab60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponevicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHwWi cepTudikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkiii hapmakonei Ne R1-CEP 2009-028-Rev
03 (3atBepmxeHo: R1-CEP 2009-028-Rev 02) ana
aitoyoi pevoBuHu Telmisartan Big, BXxe 3aTBepAKEHOr0
BMpo6H1Kka GLENMARK LIFE SCIENCES LIMITED
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOro cepTudikata BignoBiAHOCTI
abo BunyyeHHs ceptudpikara BigNOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bifl y)Xe 3aTBEpKEHOr0 BUPOOHWMKA -

3a
peyenmom

UA/15949/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noAaHHs OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
01 (3atBepmxeHo: R1-CEP 2009-077-Rev 00) ansa
aitoyoi peyoBrHy Telmisartan Big Bxe 3aTBepAKEHOr0
BMpo6HUKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MmiHu | Tuny - 3miHu 3 sakocTi. Ceptudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOroO cepTudikaTa BifnoBiAHOCTI
abo Buny4eHHs ceptudikarta BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTucdikaT
Bif] y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
noJaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2009-077-Rev
02 pns pjroyoi peyoBuHn Telmisartan Big, BXe
3aTBepAXeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.

101.

TEPOHPE[L

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, M0 250
mr; no 120 TabneTok
Y KOHTelHepi; no 1
KOHTEliHepy y
KapTOHHIA Kopoo6Li

A-p Pepgi'c
Nab6opatopi
clitg

IHais

[-p Peggi’c Nabopatopic
Nt (BupoGHWuwii Biaain -

7

IHais

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
rokasaHHsAX (BUIyYeHHs TepaneBTUYHOIO NOKa3aHHs)
3MiHM BHECEHI [0 IHCTPYKLT ANa Megu4HOoro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ain
"MMokaszaHHA" - BUNYyYEHHA TepaneBTUYHOro nokasaHHA
"BnepLLe AjarHoCTOBaHOro MeTacTaTu4yHoOro
rOPMOH&J/TbHO-4YT/IMBOrO paky nepeaMixypoBoi 3a/103u
(MIYPM3) BUCOKOrO pU3NKY Y AOPOC/INX YOOBIKIB Y
KOMOGiHaLii 3 aHAPOreHHo AenpuBaLliiHo Teparnieto
(AOT)"; Ak Hacnigok 3MiHKM Ao po3ginis "Cnoci6
3acTocyBaHHs Ta fo3n" 1a "MobiuHi peaxuii”.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB 3 AaTu
3aTBEPKEHHS.

3a
peyenmom

UA/18213/01/01

102.

TIOAAPOH®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 3 abo no 6
6nicTepiB y nauui

NAT
"Tanuudap
o

YkpaiHa

MAT "Tanuudpapm”,
YKpaiHa;

MAT "Kuismegnpenapat"”,

YkpaiHa

YKpaiHa

3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
4N MeMYHOro 3aCTOCYBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B Mic/iApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIAMOBIAHO A0 NnaHy negiatpuyHux gocnigpkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby ao

3a
peyenmom

UA/6326/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

po3ginis "lNpoTunokasaHHs", "B3aemogis 3 iHWKMM
nikapcbkuMmK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acToCyBaHHS Y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamu',
"Cnoci6 3actocyBaHHs Ta gosun", "Aitn", "MobiuHi.
peakuii” 3 6e3nekn 3acTocyBaHHS Ail0UNX PEYOBUH.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3miHa 'y
KOPOTKiiA XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA Ha MigcTaBi perynsapHO OHOB/OBAHOrO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo AocnigpKeHb
3 6e3nekn 3aCToCyBaHHS ikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKN
3BITY 3 JOCNIAKEHb, NPOBEAEHNX Bi4NOBIAHO 40 NNaHy
negiatpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OpraHom) - 3MiHu
BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3zinis "B3aemogis 3 iHWNMK
nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
"Mo6iuHi peakuii" Woao 6e3nekn 3acToCyBaHHA fil0unx
peyYoBUH BIAMNOBIAHO A0 pekomeHAauin PRAC.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS

103.

TOH3WNEKC

cnpeii ons poToBoi
NOPOXHUHK, Mo 50
My dON1aKoHi 3i
crnpei-Hacocom Ta
Hacafikoo
rop/s10Bot0; no 1
chnakoHy y nauuj 3
KapToHY

MAT
"Ximdhapmsa
BOf,
"YepBoHa
3ipKa"

Ykpaina

MAT "Ximchapm3aBop,

"UepBoHa 3ipka"

YKpaiHa

3MmiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) BunyyeHHs 3 TEKCTY
MapKyBaHHS BTOPMHHOI YNaKoBKW liKapCbkoro 3acoby
(n. 17 "IHLWE") indhopmaLii Npo HasBHICTb
ronorpadiyHoro 3Haky. BBeieHHs 3MiH NpoTAroM 3-x
MiCALIB MiCNSA 3aTBEPAYKEHHS.

6e3
peyenma

UA/16727/01/01

104.

TPUMICTUH® -
OAPHULA

mMasb no 14 ry Ty6i;
no 1 Ty6i B nauui

MpAT
"®GapmauesT
nyHa oipma

"AapHnus”

Ykpaina

hipma "OapHuus”

MpAT "dapmaveBTUyHa

Ykpaina

3MmiHn | TURYy - 3MiHn 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
abo Buy4eHHs cepTudikara BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; agns BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT peyoBuHM (cepTudikaT BigNoOBIAHOCTI
€poneiicbkii hapmakonei) - OHoBNeHW cepTudikaT
Bif} y)ke 3aTBEPAXEHOr0 BUPOBHMKA -
nofaHHsA OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI
€sponelicbkin Papmakonei Ne R1-CEP 2000-075- Rev

6e3
peuenma

UA/6123/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

07 Big BUpo6HMKa A®| TpramLMHOMNOHY aueToHiz
MikpoHizoBaHuii FARMABIOS SPA, ltaly Ha 3aMiHy
nonepeHboi pegakuii DMF Ne 012007-01. Tect
«P0o3unHHICTb» NepeHeceHo o po3giny 3.2.S.1.3.
«3arasibHi BNacTMBOCTi». 3MiHM | TUny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BVKOPWCTOBYETbLCA Y NpoLieci BUpo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPO6YBaHHA) MeToAvKa BUNpobyBaHHsA APl 3a
NMOKa3HUKOM «3a/IULLIKOBI KifIbKOCTi OpraHivyHmnX
PO34YMHHVKIB» Yy BUPOGHKMKa /13 4OoNOBHEHA TEPMIHOM
NPVAATHOCTI PO34MHY NOPIBHAHHA. BHECeHO
pepakuiiiHi npaBkm, siki ohopMIEeHi BiANOBIAHO [0
pekomeHAauii Ta ctunictukm AdY. 3minu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 sikocTi. ADl. KoHTponb
A®I|. 3viHa y MeToAax BunpobyBaHHA A®| abo
BMXiAHOro Matepiany/npoMiKHOrO NPoAyKTy/peareHTy,
LLLO0 BUKOPUCTOBYETLCA Y NpoLeci BUpo6HMLTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BUNPOOYBaHHA) BHECEHHS pefaKLiliHiX YyTOYHEHb B
MeToAn KOHTposito AD| 3a nokasHnKoM «laeHTudikauis
A» y BUpo6HuKa /13 BignoBiAHO [0 pekoMeHaauili Ta
cTunictukm AdY. HopMmyBaHHS 3aULLEHO 63 3MiH.
TecT «MikpobionoriyHa YncToTa» NpMBeAeHoO y
BiANOBIAHICTb A0 BUMOTr € 2.6.12, € 5.1.4.
3MiHn | TURY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS) -

BHECEHHS peAaKLiiHNX YTOYHEHb B METOAMN KOHTPO/IO
A®| 3a nokasHukamu «CynpoBigHi JOMILLKN,
«KinbkicHe BU3Ha4YeHHs» y BUpo6HuKa N3, ski
odhopMneHi BiANOBIAHO A0 pekomMeHzauili Ta
cTunicTukn AoY.

105.

TPOKCEPYTUH

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) y
noaBiniHWX
nonieTnIeHoBMX

AT
«[MiCiEneC»

®paHuin

MNiCiEneC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis:3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviliHoro
NoCBiAYEHHS) - 3MiHa 3asiBHMKA Y 3B'A3KY 3i 3MiHOIO
dhopmMKM BNIACHOCTI Ta IOPUAMYHOI adpecu 3asiBHMKa

UA/16608/01/01




76

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
naketax, Bk1ageHux (BNacHvka peecTpauiiHoro NocBigYeHHs); 3MiHu | TMny
B KQpPTOHHI - 3MiHu 3 sKocTi. CepTudikat BignosigHocTI/IE-
6apabanun gns cepTudikaT BigNoBIgHOCTI EBPONENChKiit
thapmaLeBTUYHOro thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
3acTocyBaHHs OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI a60
BUJTy4YEHHA cepTudikaTa BiAgnoBiAHOCTI EBpONechkiii
thapmakonei: ana Ad®l; ans BuxigHoro
matepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudikaT
Bifl y)e 3aTBep)KEeHOro BUPobHYKa - MogaHHA
oHossieHoro CEP Ne R1-CEP 2005-263-Rev 07.
MpuBeneHHs Ha3BK BUPO6HKKa APl meToiB
KOHTPOAIO AKOCTI J0 Aitoyoi pegakuii CEP Ta
MoHorpadii €E®. Agpeca BUpPOGHMKa He 3MiHunacs
106. | ®EHIBYT NopoLLOK ToBapucTBO | YKpaiHa ToBapuCTBO 3 06MEXEHOD YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | - UA/14286/01/01
(cybeTaHuis) y 3 BiANOBIAA/LHICTIO TMny - 3MiHK 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHM B
naketax 0bMexeHoto "OAPMXIM" npoueci BupobHuuTea A®! (iHWi 3MiHN).
nosnieTuIeHoBnxX Bignosiganb 3anponoHoBaHa 3MiHa NoB’sA3aHa 3 MOXJ/IMBICTIO
NSt BUPOGHMLTBA HicTiO BWKOPWCTaHHS a/lbTePHATUBHOI CUPOBUHY ANA
HeCTepWIbHUX "OAPMXIM" BMpOGHMLTBA ADI. CynyTHA 3MiHa- 3MiHW 3 SKOCTI.
nikapcbknx oopm A®I. KoHTposnb A®L. 3miHa y MeToAax BUNPO6YyBaHHS
A®| abo BMXigHOrO martepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi
BUpo6HULUTBa AP (iHLWI 3MiHK Y MeTodax
BMNpobyBaHHA (BK/IOYAOUM 3amiHy ab0 [OMNOBHEHHS)
A®| abo BMXigHOro/NpoMiKHOro NPoAyKTy). BHeceHHs
3MiH 0 p.3.2.S.2.2 Onnc BUPOGHMYOro npoulecy Ta
i0ro KoHTposto p.3.2.S.2.3 KoHTposib MmaTepiasniBTa fo
p.3.2.S.2.4 KOHTPOb KPUTUYHUX CTaAi i MPOMKHOI
NPOAYKLUIT, y 3B’A3KY i3 MOX/IMBICTIO BUKOPUCTAHHS
anbTepHaTUBHOI CMPOBUHK (4-amiHo-3-dheHinbyTaHoBa
kucnoTa (rigpoxsiopua) Anst Bupo6bHuurea Ad|
107. | ®PUICTUM® PO34UH A5 iH'EKLLN, TOB "$3 YkpaiHa TOB "$3" BIOPAPMA" YkpaiHa 3MiHn | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3a UA/14300/01/01
0,3 mr (30 mMrH 3aci6. KOHTposib fOMOMDKHUX peYOBMH. 3MiHA peyenmom

MO)/1 mn; no 1 mn
(30 mnH MO) (0,3
Mmr) abo no 1,6 mn
(48 mnH MO) (0,48
Mr) y nonepeaHbo
HarnoBHEHOMY
wnpuyi; no 1
nonepeaHLo
HarnoBHEHOMY
wnpuuy y 6nictepi;
no 1 6nictepy y
nayi 3 KapTOHY

"BIO®PAPMA

napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
ONs1 [OMNOMDKHOI pevoBUHM (iHLWi 3MiHK) 3MiHK A0
cneuudikaLii Ha ONOMKHY pevoBuHy "CopbiT" Ta
"Monicopbat -80" y 3B'A3KYy 3 NpMBEAEHHSAM [0 BUMOT
EP, oY
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

108.

3acoby
®DJTYKOHA30/1-
LAPHULSA

Kancynu no 50 mr,
no 10 kancyny
KOHTYpHiIlA
YapyHKOBIl
ynakosLi; no 1
KOHTYpHiIlA
YapyHKOBIli ynakoBLyi
y nauuj

"®GapmauesT

MpAT

nyHa hipma
"fapHuua"

Ykpaina

MpAT "dapmaveBTUyHa

hipma "OapHuus”

YkpaiHa

3MiHW | TRy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii
3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHM Y npoLueci
BMPOGHULITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXKHUIA NPOAYKT, WO 3aCTOCOBYETLCA
npy BUPOBHMLTBI FOTOBOTO NiKApCLKOro 3acoby (iHLui
3MiHW) - pefakuiliiHi NpaBKky Ta YTOYHEHHSI A0 PO34iny
3.2.P.3.3. Onuc BUpOGHMYOro Npouecy Ta KOHTPOIH0
npotecy; 3MiHu | Tuny - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
po3mipy cepii (BktoOHYatoum gianasoH po3mipy cepii)
roTOBOrO NlikapcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 3MiHU A0
po3giny 3.2.P.3.2. Cknag, Ha cepito, a came
36iNbLUEHHS po3Mipy cepii: 415 50 Mr - Ha JofaTok Ao
3aTBEpPAXEHOro po3mipy cepii 118,40 kr (80,000 T. yn.
Ne10) BBOANTBLCSA HOBUIA po3Mip cepii 236,80 kr
(160,000 T. yn. Ne10); ans 100 mr - Ha JOAATOK A0
3aTBEpPAXEHOro po3mipy cepii 110,40 kr (40,000 T. yn.
Ne10) BBOANTBLCSA HOBMIA po3mip cepii 220,80 kr
(80,000 T. yn. Ne10); ansa 150 mr - Ha AofaTok Ao
3aTBepAxeHoro posmipy cepii 105,60/105,87 kr
(266,67 TnC. yn. Nel, 133,33 Tuc. yn. Ne2, 88,90 Tuc.
yn. Ne3) BBoAUTLCA HOBUIA po3mip cepii 211,20/211,74
Kr (533,33 T1c. yn. Nel, 266,67 Tuc. yn. Ne2, 177,80
Tunc. yn. Ne3); 3miHu | Tuny - 3miHu 3 AkocTi. FoToBWMIiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3Mmipy cepii (BKItOYaOuK gianasoH po3mipy cepii)
rOTOBOrO JliKkapCbKoro 3acoby (iHLWi 3MiHK) - 3MiHM A0
po3giny 3.2.P.3.2. Cknapg Ha cepito, a came:
[OMOBHEHO PO3AiNn iHhopMaLlieto Wo0 po3MipiB cepili
B yNakoBKax

3a
peyenmom

3a

UA/1153/01/01

UA/1153/01/02

109.

JAPHULA

®JTYKOHA3O0/1-

kancynu no 100 mr,
no 10 kancyny
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
y nayui

MpAT
"®apmauesT
nyHa chipma

"fNapHuus"

YkpaiHa

MpAT "dapmMaLeBTnyHa
ipma "AapHuus"

YKpaiHa

3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOYAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHW) - pefakuiiiHi NpaBKk/ Ta yTOUYHEHHS [0 pO3ziny
3.2.P.3.3. Onnc BUpOBHMYOro nNpoLecy Ta KOHTPOI0
npouecy; 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBWiA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoum gianasoH po3mipy cepii)
roTOBOrO NiKapcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) - 3MiHU A0
po3ainy 3.2.P.3.2. Cknag Ha cepito, a came
36inbLUEHHS po3Mipy cepii: 4na 50 Mr - Ha A0AATOK A0
3aTBEepMXeHOro posmipy cepii 118,40 kr (80,000 T. yn.
Ne10) BBOAUTLCA HOBUIA po3mip cepii 236,80 kr

(160,000 1. yn. Ne10); ansi 100 mr - Ha AOAATOK A0

peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

3aTBepMxeHOro posmipy cepii 110,40 kr (40,000 T. yn.
Ne10) BBOAUTLCSA HOBUIA po3mip cepii 220,80 kr
(80,000 T. yn. Ne10); gns 150 mr - Ha AofaToK A0
3aTBEpMAXEHOro po3mipy cepii 105,60/105,87 kr
(266,67 Tnc. yn. Nel, 133,33 Tuc. yn. Ne2, 88,90 Tuc.
yn. Ne3) BBOAMTLCA HOBUIA po3mip cepii 211,20/211,74
kr (533,33 Tuc. yn. Nel, 266,67 tuc. yn. Ne2, 177,80
Tuc. yn. Ne3); 3miHu | Tuny - 3miHu 3 sAkocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
po3mipy cepii (BktoOHYatoum gianasoH po3mipy cepii)
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW) - 3MiHW 80
po3giny 3.2.P.3.2. Cknag Ha cepito, a came:
[OMOBHEHO PO34in iHhopMaLi€to LWoA0 po3mipiB cepiit
B yNakoBKax

110.

®NYKOHA3O0/-
OAPHULA

kancynu no 150 wr,
no 1 kancyniy
KOHTYPHIl
YapyHKOBIW
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
y nayui; no 1
Kancy/si y KOHTYpHiii
YapyHKOBIW
ynakoBLj; no 2 a6o 3
KOHTYPHI YapyHKOBI
yMnakoBKW y nayu,i

MpAT

"®GapmauesT

n4yHa hipma
"AapHnus”

YkpaiHa

MpAT "dapmaveBTnyHa
ipma "OapHuus”

Ykpaina

3MiHW | TUnY - 3MiHK 3 AKOCTI. TOTOBWIA NikapcbKuWii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHM Y npoueci
BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acooby,
BK/1IIOHAK0UM NPOMIXHUIA NPOAYKT, L0 3aCTOCOBYETLCSA
npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHW) - peflakLiiiHi NpaBKkM Ta YTOUHEHHS [0 PO3Ainy
3.2.P.3.3. Onnc BUpOBHMYOro Npouecy Ta KOHTPO0
npotecy; 3MiHu | Tuny - 3MiHK 3 AKocTi. [o0ToBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mmipy cepii (BKIOYaOUM gianasoH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (36inbeHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 3MiHU A0
po3giny 3.2.P.3.2. Cknag Ha cepito, a came
36inbLUEHHS po3Mipy cepii: A4na 50 Mr - Ha AoAAaTOoK A0
3aTBepAxeHoro po3mipy cepii 118,40 kr (80,000 T. yn.
Ne10) BBOANTLCA HOBUIA PO3Mip cepii 236,80 Kkr
(160,000 T. yn. Ne10); gnst 100 mr - Ha AOAATOK A0
3aTBepAxeHoro po3mipy cepii 110,40 kr (40,000 T. yn.
Ne10) BBOANTLCA HOBUIA po3Mmip cepii 220,80 kr
(80,000 T. yn. Ne10); ansa 150 mr - Ha foAaToK 40
3aTBepxeHoro po3mipy cepii 105,60/105,87 kr
(266,67 Tnc. yn. Nel, 133,33 Tuc. yn. Ne2, 88,90 Tuc.
yn. Ne3) BBoguTbLCA HOBUIA po3mip cepii 211,20/211,74
Kr (533,33 T1c. yn. Nel, 266,67 Tuc. yn. Ne2, 177,80
Tunc. yn. Ne3); 3miHu | Tuny - 3miHu 3 AkocTi. FoToBWMiA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoum gianasoH po3mipy cepii)
rOTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHK) - 3MiHW 80
po3giny 3.2.P.3.2. Cknag, Ha cepito, a came:
[OMOBHEHO po34in iHchopMaLlieto o0 po3mipiB cepiit
B ynakoBKax

3a
peyerimom

UA/1153/01/03

111.

DNYTICAN®

Kancynv TBepgi no
20 mrin bulk: no 10
Kancyn y énictepi;

TOB
«TNEQPAP
M NTA»

YkpaiHa

KYCYM XENTXKEP MBT

T

IHAjA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynopoBasibHMiA 3aci6. 3MiHa

UA/19700/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
no 40 6nictepis y PO3Mipy YNakoBKy roTOBOrO Jlikapcbkoro 3acoby (iHLwi
KapTOHHilA KopooLi 3MiHK) PeecTpauis AoAaTKoBOT ynakoBku y hopmi in
bulk y 3B'A3Ky 3 BUPO6HMYOK HEOBXIAHICTIO
112. | PAYTICAN® Kancynv TBepgi no TOB YkpaiHa KYCYM XENTXKEP MBT IHAaia BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Ba peyernmom UA/18392/01/01
20 mr no 10 kancyn «NIEQ®AP nTa TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
y 6nicTepi, no 3 abo M NTO» CucTeMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
6 6nictepis y PO3Mipy YNakoBKy roToBOro Jlikapcbkoro 3acoby (iHLwui
KapTOHHIN ynakoBLUi 3MiHK) PeecTpauis Ao4aTKOBOT ynakoBKM y hopmi in
bulk y 3B'A3ky 3 BUPOGHNUYOK HEOBXIAHICTIO
113. | XJIOPFEKCWUJ, PO34uH Ans MPAT YKpaina BignoBigasibHMi 3a YkpaiHa BHECEHHS 3MiH 4,0 PeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/18022/01/01
NH 30BHILUHLOIO "OITOPAPM BVMPOGHWLTBO, NEPBUHHE TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma

3actocyBaHHs, 0,05
%, no 100 mn a6o
200 mny
noniMmepHmX
onakoHax 3
HacafKow ans
CnpsiIMoBaHoOro
BBEEHHSA
nikapcbKoro 3acoby

nakyBaHHs1, KOHTPO/1b
SIKOCTi Ta BUMNYCK cepil:
MPAT "®ITOPAPM",
YKpaiHa;
BignoBigasibHWi 3a
BVMPOGHULTBO, NEPBUHHE
nakyBaHHS! Ta KOHTPO/1b
AKOCTI:
TOB "®apma Yepkac",
YkpaiHa

3MiHKn y BUPO6HMLTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOT Ai/IbHULI BUPOBGHULTBA A/18 HAaCTUHN abo
BCbOro BUPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco0y (AinbHULA, Ha AKI NPOBOAATLCA By Ab-AKi
BMPOGHUUI CTagjl, 3a BUHSITKOM BMMNYCKY Cepii,
KOHTPOJIIO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTEPUbHUX NiKapCbKNX 3aco6iB)
CynyTHS 3MiHa - 3MiHU 3 AKOCTi. FOTOBWIA NliKapCbKMiA
3aci6. 3MiHM y BUpo6HULTBI. 3aMiHa abo BBEAEHHS
[0[aTKOBOI [iIbHALL BUPOBHULTBA A/151 YaCTUHU abo
BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHWULA AN NEePBUHHOTO NaKyBaHHS)
BBEJEHHSA 10A4aTKOBOI BUPOBHNYOI AiNbHUL, Ha SKilA
Bifj6yBaETHCA BUPOOHNLTBO Ta NEPBUHHE NakyBaHHSA
nikapcbKoro 3acoby - TOB «®apma Yepkac», YkpaiHa,
AK HACMIAOK, 3a3HAYEHHS BUPOOHNUMX (DYHKLLil
3aTBEPKEHOro BUPO6HUuKa J13.
3MiHn | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fofaBaHHA
OiNbHUL, Ha KV 34iACHIOETLCA
KOHTPONb/BUNPOGYBaHHS cepil) BBEAEHHS 404ATKOBOI
BVMPOGHMYOI AiNTbHUL, Ha SIKil BiOYBaETLCSA KOHTPO/Ib
aKocTi: TOB «®apma Yepkac», YkpaiHa.
3MiHuM | TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapPCbKWiA
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKtOYAtOUM fiana3oH po3Mipy cepii) roToBoro
NiKapcbKoro 3acoby (36inbLeHHst o 10 pasis
NMOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHSA
[04aTKOBOrO, 36iNbLUEHOro po3Mipy cepii /13:
3arBepgkeHo: 30 kr/30 s1; 100 kr/100n; 500 kr/500n;
1000 kr/1000n1; 1500 kr/1500n; 2000 kr/20001.
3anponoHosaHo: 30 kr/30 n; 100 kr/100.; 500 kr/500n;
1000 kr/1000n; 1500 kr/15001; 2000 kr/2000n; 4000
Kr/4000n (40000 cpnakoHis no 100 mn; 20000
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
chnakoHiB no 200 ms). 3miHu | TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTpob rOTOBOr0
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/THOYaUM 3aMiHy abo AOMNOBHEHHS))
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA NliKapcbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
roTOBOrO /iKaPCbKOro 3acoby (iHLi 3MiHW) BBEAEHHSA
a/IbTEPHATUBHOIO METOAY KifIbKICHOTO BU3HAYEHHS
X/TOPrekCcuanHy ArIIoKOHaTy — BUNPoByBaHHS
NpPoBOAATL METOAO0M abcopbLiliHOI
cnekTpodoToMeTpil B ybTpaddioneTosili i BUAMMIN
obnacTax (AdY* 2.2.25). (3aTBEpAXKEHO: ADY*
2.2.29).
114. | LUETPOTIA® MOPOLLIOK Ta Apec LLiBefiuapi BMPOGHUK HimeuunHa/ 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuii 3a UA/4898/01/01
0,25 MI PO3YMHHUK ANs TpeigiHr A Hepo3gacoBaHoi dpaHuia/ 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa peuenmom
PO3unHy 415 iH'EKUi C.A. npoayKuii, NnepBnHHe Higepnangn y MeTogax BunpobyBaHHS roTOBOrO NikapCbKoro
no 0,25 wr, 1 nakyBaHHS Ta KOHTPO/Tb 3aco06y (iHWi 3MiHM y MeToAax BUNPOGyBaHb
(pN1akoH 3 MOPOLLKOM AKOCTi: BakcTtep (BKNKOYAOUM 3aMiHy 260 [LONOBHEHHS)) - 3MiHW Y
y KOMMIekTi 3 1 OHkonomxi Mv6X, TeCTyBaHHi MepeBIpPKM LiNiCHOCTI 3aKpUTTA KOHTenHepa
nonepeaHL0 HimeuunHa; PAPEBA MAY (CCIT) 1 mn WFI, roToBOro A0 BUKOPUCTaHHS,
3anoBHEHUM 1, ®paHuist; BUPOGHMK nonepeAHbO 3anOBHEHOTO WNpULA (3 BUTPUMYBaHHAM
LNpULom 3 Hepo3dgacoBaHol nig Bakyymom (400-50 m6ap) npoTsrom 1 roavHun a
PO34YMHHMKOM (BOAA npoayKuii Ta NnepBuHHe noTim npv HagmipHomMy Tucky (1400 mbap + 50)
NS iH ekuiin) no 1 nakysaHHs: PAPEBA MNAY npoTArom 1 rogMHM Ha 3acTocyBaHHA 3 pa3oBoro
M, 1 ronkowo ans 2, dpaHLis; BTOPUHHE BUTPUMYBaHHS Mig Bakyymom (400-50 mbap) npoTarom
pO34MHEeHHs, 1 nakyBaHHs: AG6OTT 5 XBW/IMH 3 HACTYNHUM 5-XBUNVHHUM BUTPUMYBaHHAM
rONKOK ANS iH eKUil Bionogxikans b.B., npu atMochepHOMy TUCKY) Ha BUPOBHWYI AinbHUL
Ta 2 TamnoHamu, Higepnangy; Abbott Biologicals B.V. HigepnaHau 3 signosigHumn
NMpPOCOYEHUMY BiZANOBiAaNbHWI 3a BUMYCK 3MiHaMu go posginy 3.2.P.3.5.Banigauis ta/abo
crnuMpTomMm, y cepii: Mepk Xenckea OLjiHKa npouecy
KOHTYPHIi KraA, HimeuunHa
YapyHKOBIl
ynakosLi; no 7
KOHTYPHUX
YapyHKOBUX
ynakoBOK B
KapTOHHI/ Kopobui
115. | LWE®ENIM NMopoLUoK AN [hxeHohapm Benuka HCIC Xeb6eit XyamiH KnTaii BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/16854/01/01
pO34unHy Ans ntp, BpuTaHis dapmacbloTikann KomnaHi My - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BuW peuenmom
iH ekuin no 500 mr Nimiteq nNikapcbkoro 3acooy -
no 1 a6o no 5 a6o 6aKaHHS 3asiBHMKA 3MIHUTU TOPriBesIbHY Ha3BY
no 10 donakoHiB 3 nNiKapcbKoro 3acoby, a caMe NOBEPHEHHS 0
NMOPOLLKOM Y nepLIoYeproBoro BapiaHTy npu peectpadii /13
KapTOHHIA Kopoo6Li «Uedpenim». 3aTBepmkeHo: POPTALIED
FORTACEF® 3anponoHosaHo: Liecenim Cefepime
116. | LUEPENIM NopoLOK ANns [bxeHodhapm Benvka HCMNC Xeb6eit XyamiH Kutait BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasis: 3MiHu | 3a UA/16854/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
po3unHy ons nrp, BpuTaHis dapmacbtoTikan Komnani TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW peyenmom
iH exuili no 1000 mr Nimitepn nikapcbkoro 3acoby -
no 1 a6o no 5 aéo H6axaHHs 3asBHUKA 3MIHUTW TOpriBesIbHY Ha3By
no 10 chnakoHis 3 nikapcbKoro 3acoby, a caMme NOBEPHEHHS 40
NOPOLLKOM Y nepLLIOYeproBoro BapiaHTy nNpu peectpadii /13
KapTOHHIA KOpO6L «Uecpenim». 3ateepmxeHo: POPTALIEP
FORTACEF® 3anponoHoBaHo: Liechenim Cefepime
117. | LE®ENIM NopoLUoK ANns [xeHodhapm Benuka HCIC Xe6eit XyamiH KuTai BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/16853/01/01
PO34unHY 1A nTg BpuTaHis dapmacboTikasl KomnaHi TMny - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BMW
iH exuii mo 500 mr in Nimiten nikapcbKkoro 3acoby -
bulk: no 10 6aXaHHs 3asBHUKA 3MIHUTW TOpriBefibHy Ha3BY
hnakoHiB 3 nikapcbKoro 3acoby, a caMme NOBEPHEHHS 40
MOPOLLIKOM B NepLLIOYeproBoro BapiaHTy npw peectpauii /13
KapTOHHIlA KOpooLi «Lledhenim». 3atBeppxkeHo: POPTALED
FORTACEF® 3anponoHosaHo: Llechenim Cefepime
118. | LE®ENIM NMopoLUoK AN [hxeHohapm Benuka HCIC Xeb6eit XyamiH KnTaii BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/16853/01/02
pO34unHy Ans ntp, BpuTaHis dapmacbloTikann KomnaHi My - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BM
iH ekt no 1000 mr Nimiteq nNikapcbkoro 3acooy -
in bulk: no 10 H6axaHHs 3asBHUKA 3MIHUTU TOpPriBe/IbHY Ha3By
oNakoHiB 3 NiKapcbKoro 3acoby, a caMe NOBEPHEHHS 0
NMOpPOLLKOM B nepLIoYeproBoro BapiaHTy npu peectpadii /13
KapTOHHI KopoobLi «Uedpenim». 3aTBepmkeHo: POPTALIED
FORTACEF® 3anponoHosaHo: Liecenim Cefepime
119. | AHYMET TabneTkn, BKPUTI Mepk Wapn i | LBeliyapi [MepBMHHA Ta BTOPVHHA HigepnaHgn 3MiHM | TMny - 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO. 3a UA/11003/01/02
NNiBKOBOO Ooywm IAEA A ynakoBka, [03BiN Ha / 3MiHa BUPOGHYMKA BUXiAHOr0/MPOMiXHOrO peuenmom
06010HKO0, MO 50 M6X Bunyck cepii: Mepk LWapn i Benuvka NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
mr/850 wr, no 14 Loywm B.B., HigepnaHau; BpwuTanis/ BMpo6HMYOMY npoueci Adl, abo 3miHa BUpO6HMKa
TabneTok y 6nictepi; Brpo6HMLTBO CuwA/ (BKTrOYatoum, fie HEO6XIAHO, MicLe MPOBEeAEHHS
no 4 6nictepu B Hepo3acoBaHol IcnaHis KOHTPOsIH0 iKOCTi) ADI (3a BiACyTHOCTI cepTudpikata

KapTOHHI KOpoOLyi

npopaykuii: Ecika KBiH6opo
NimiTen, Benuka
Bputanis; MarteoH MyepTto
Piko, IHk., MyepTo Piko,
CLUA; NepBuHHa Ta
BTOpVHHA ynakoBka: PoBi
dapma IHgacTpian
Cepsicec, C.A., IcnaHis

BiANOBIAHOCTI €BpoNelichbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(3anPONOHOBaHNA BUPOBHMK
HanlexuTb A0 Tiel camol BUPOOHUYOI rpynun
nigNpUeEMCTB, L0 11 3aTBepAKeHniA) JogaBaHHs
Bupo6HuKa F.1.S. FABBRICA ITALIANA SINTETICI
S.P.A., Termoli, Italy BignosigasbHoro 3a
BUPOBHMNLITBO, NaKyBaHHS, BUMYCK Ta KOHTPO/Ib AKOCTI
Airo4oi pevoBuHM CutarninTuHy docdarty. BeeeHHs
3MiH NPOTAroM 6-TW MiCALB NiCNA 3aTBEPMKEHHS.
3MiHuM | TMNY - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapCbKWiA
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby (iHLi
3MiHM) OHOB/IEHHS BXE 3aTBEPKEHUX METO/IB
KOHTPOJIO SIKOCTi JTiKapCbKOro 3acoby, a came:
BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rif4HO
cy4yacHvx BUMOr. BBefieHHs 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKeHHS. 3MiHu |l Tuny - 3miHn
Loao 6e3nekn/eheKkTBHOCTI Ta chapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepuCTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeANYHOTO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1

3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW JaHUMU 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta JaHMKY 3
thapmakoHarnagy - 3MiHu BHeceHo [0 IHCTpykuii Ans
MeAMYHOro 3acTOCyBaHHA MiKkapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyanr”. BeegeHHs 3miH npotsarom 6-u
MiCALIB MicnsA 3aTBepKeHHS. 3MiHu || Tuny - 3MiHN
oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepuCTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW A@HUMK 3 SKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMu 3
thapmakoHarnagy - 3MiHu BHeceHo A0 IHCTpykuji ans
MeAMYHOro 3acToCyBaHHSA MikapCbKoro 3acoby Ao
posginis "®apmakonoriyHi BnactusocTi, "Aitn"
(yTouYHeHHs iHchbopmawii), "Mo6iuHI peakujii”.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns

3aTBEPKEHHS.
120. | AHYMET TabneTku, BKpUTI Mepk Wapni | LBeiiuapi MepBrHHA Ta BTOPMHHA HinepnaHngu 3MmiHu | TUnYy - 3MiHK 3 sKocTi. A®l. Bupo6HMLTBO. 3a UA/11003/01/03
NNiBKOBOO Ooywm IAEA A yrnakoBka, [03Bi/1 Ha / 3MiHa BUPOOHUKA BUXiZHOr0/MPOMIDKHOIO peuenmom
060n0Hkot0, No 50 vM6X BMNyck cepii: Mepk LWapn i Benuvka NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
mr/1000 mr; no 14 [Joym B.B., Higepnangy; BputaHis/ BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
Tabnetok y 6nictepi; Bupo6HULTBO cuwA/ (BKNKOYaOUKM, oe HeobxigHo, MicLe NPOBEAEHHS
no 4 6nictepu B Hepo3dgacoBaHol Icnanis KOHTPOsIH0 siKocTi) ADI (3a BiACyTHOCTI cepTuddikata
KapTOHHIA KopoobLi npoaykuii: Ecika KsiH6opo BiANOBIAHOCTI EBponelickkili hapmakonei y
NimiTen, Benuka 3aTBEPIAXEHOMY [10ChE)(3anponoHOBaHNA BUPOGHUK
Bputanis; MNarteoH MyepTto HanleXxunTb A0 Tiel camoi BUPOOHUYOI rpynmn
Piko, IHk., MyepTo Piko, niaNPUEMCTB, WO 11 3aTBepmxeHunii) JlogaBaHHsA
CLUA; NepBuHHa Ta Bupo6Huka F.1.S. FABBRICA ITALIANA SINTETICI
BTOpPWMHHA ynakoBka: PoBI S.P.A., Termoli, Italy BignoBiganscHoro 3a
dapma IHgacTpian BUPOBHNLITBO, NaKyBaHHS, BUMYCK Ta KOHTPO/Ib AKOCTI
Cepsicec, C.A., IcnaHis Aitoyoi pevoBuHM CutarninTuHy docgaty. BeeeHHs

3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCcbKuii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby (iHLwi
3MiHM) OHOB/IEHHS BXE 3aTBEPMKEHUX METO/IB
KOHTPO/IO SIKOCTi Jlikapcbkoro 3acoby, a came:
BUKNAAEHHS TEKCTY AEPXKaBHOK MOBOLO 3rifHO
CyyacHux BMmor. BBefeHHs 3MiH MpOTArom 6-tu
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu || Tuny - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTuL Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW A@HUMK 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
thapmakoHarnagy - 3mMiHu BHeceHo [0 IHCTpyKuji ans
MeAMYHOro 3acTOoCyBaHHSA MikapCbKoro 3acoby Ao
po3ainy "3acTocyBaHHs y nepiog BariTHOCTi abo
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rofyBaHHs rpyaar”. BeegeHHs 3miH npotsarom 6-tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHA y 3B’A3KY i3 HOBVMU JaHUMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHMK 3
hapmakoHarnsgy - 3MiHuM BHeCEHO A0 IHCTpyKuil Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "dapmakosnoriyHi BnactusocTi, "Aitn"
(yTOoYHeHHs1 iHchbopmalii), "Mo6iyHI peakuii”.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
121. | AHYMET TabneTku, BKPUTI Mepk Wapn i | LBeiiuapi [MepBWHHA Ta BTOPUHHA HigepnaHan 3MiHY | TUnYy - 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO. 3a UA/11003/01/01
N1iBKOBOIO Joywm IOEA A ynakoBka, [03Bin Ha / 3MiHa BUPOGHYVKa BUXiAHOrO/MPOMIXHOrO peyenmom
obonoHkoto, no 50 M6X BMNyckK cepii: Mepk LWapn i Benuka NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
mr/500 wr, no 14 [oym B.B., HigepnaHau; BpuTaHisa/ BUpo6HMYOMY npoueci ADl, abo 3miHa BUpOGHMKA
Tabnetok y 6nictepi; Brpo6HMLTBO CLUA/ (BKTOYatOUM, fie HEOOXIAHO, MiCLie MPOBEAEHHS
no 4 6nictepu B Hepo3dacoBaHoi Icnanis KOHTpOsIto sikocTi) A®I (3a BigCyTHOCTI cepTuddikata

KapTOHHIlA KOpooLi

npopaykuii: Ecika KBiH6opo
NimiTen, Benuka
Bputanis; MNateoH MyepTto
Piko, IHk., MyepTo Piko,
CLUA; NepBuHHa Ta
BTOPVHHA ynakoBka: PoBi
dapma IHgacTpian
Cepsicec, C.A., IcnaHis

BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(3anpONOHOBaHN BUPOGHNK
HasIeXunTb A0 Tiel camoi BUPOBHUYOT rpynmn
niANPUEMCTB, LLO 11 3aTBEPMAXEHWT) lofaBaHHS
BUpo6HMKa F.I.S. FABBRICA ITALIANA SINTETICI
S.P.A., Termoli, Italy BignosigasbHoro 3a
BUPOBHWLITBO, NaKyBaHHS, BUMYCK Ta KOHTPO/Ib AKOCTI
Aito4oi peyoBrHK CutarninTuny docaty. BeegeHHs
3MiH NPOTAroM 6-TU MICALIB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 AIKOCTi. FOTOBWUIA Nikapcbkuii
3aci6. KOHTpo b roToBOro MikapcbKoro 3acoby (iHLwi
3MiHM) OHOB/IEHHS BXE 3aTBEPMKEHUX METO/IB
KOHTPOJIO SIKOCTI JIiKapCbKoro 3acoby, a came:
BVIKNAAEHHS TEKCTY AepXXaBHO MOBOHO 3rigHO
Cy4yacHvx BUMOr. BBefileHHs 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepmKeHHs. 3MiHu || Tuny - 3miHn
Loao 6e3nekn/epekTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT 415 MeAUYHOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBMMU JaHUMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHum BHeCeHO A0 IHCTpyKuil aAns
MEeAUYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby o
po3gainy "3actocyBaHHs y nepios BariTHOCTi abo
roflyBaHHs rpyaar”. BBegeHHs 3MiH NpoTArom 6-tm
MicAUIB Micnsa 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHN
Loao 6e3nekn/epekTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 413 MeanyHoro
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3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW JaHUMU 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta JaHMKY 3
thapmakoHarnagy - 3MiHu BHeceHo [0 IHCTpykuii Ans
MeAMYHOro 3acTOCyBaHHA MiKkapCbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BnactmeocTi”, "Oitn"
(yTouHeHHs iHchbopmawii), "Mo6iyHI peakwii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

B.o. I'eHepanbHOro JupeKTopa
dapManeBTUYHOr0 AUPEKTOPaTy

IBaH 3SAABOPHUX
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