MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

15 nmunnsa 2026 poky Ne 971

IIpo pep>kaBHY peecTpariilo (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJHYHHX
iMyHOOio/ToriuHMX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliifHUX MaTepiasiiB

BignosigHo fo crarti 9 3akoHy Ykpainu «IIpo siikapchKi 3aco0u», MyHKTIB 3,
26, 30, 49 Ilopsaky AepskaBHOI peecTpariii (repepeecTpaiiii) aiKapcbKuX 3acobiB,
3aTBep/KeHOoro rmoctaHoBo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii roctaHoBu Kabinety MiHicTpiB Ykpaiam Big 26 kBitHa 2024
poky Ne 529), aG3arly ABafIATh I’SITOr0 MiAMYHKTY 12 myHKTY 4 ITo/0XKeHHS Mpo
MiHicTepcTBO OXOpPOHH 370pOB’s YKpaiHH, 3aTBeppKeHoro rnocrtaHoBoro KabiHery
MinicTpiB Ykpainu Bim 25 Gepesns 2015 poxy Ne 267 (B pepakiiii IOCTaHOBH
Kab6inetry MinictpiB Ykpainu Bif 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepTH3 peecTpalfiiHuX MaTepiasiiB TiKapCbKUX 3aco0iB (MeguUHUX
iMmyHOOio/lOTiuHMX ~ mperapariB), 10 TIOflaHi Ha [Iep)KaBHy  peECTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH [0 peeCcTpaliiHUX MaTepiaiB, MpPOBeJeHUX
Jlep>KaBHUM  TIiIMPUEMCTBOM  «Jlep>KaBHUM e€KCepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’sl YKpaiHW», BUCHOBKIiB 1110710 edheKTUBHOCTi, Oe3rmeuyHocTi Ta
AKOCTI, I[OAO0 €KCIIepTHOI OLIHKK CITiBBIJHOIIEHHSI KOPUCTh/PU3UK JIIKApChKOTO
3aco0y, 110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTpallii (repepeectpailii), 11010
BHECEHHsI 3MiH [I0 PeecTpalliiHiX MaTepialiB Ta peKOMeHZAIlil JiKapCchbKoro 3acoby
70 Jep>kaBHOI peectpailii (repepeectpaiiii) abo BHECeHHSI 3MiH /0 peecTpalliiHuX
MarepiasiB, 110 HaJiUIUM A0 MiHiCTepCTBa OXOPOHU 3[0POB’Sl YKpaiHU JINCTOM
Jlep>KaBHOTO TTiAMPUEMCTBA «/lep>KaBHUM eKCIIepTHUH 1jeHTp MiHicTepCcTBa OXOPOHU
310poB’a YKpainu» Biz 09 murnsa 2026 poky Ne 2838/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JliKapCbKi 3aco0u (MeAuuHi iMyHOOi0/IOTiuHiI TIpernaparty) Ta
BHeCTHU 710 []ep>KaBHOT'O peeCTpPy JiKapChKUX 3aco0iB 3TiHO 3 logaTKoM 1.
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2. TlepepeectpyBaTh JiKapcChKi 3acobu (MeauuHi iMmyHobionoriuni
rperiapatv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3rifHO 3
JI0IATKOM 2.

3. BHecTu 3miHU [0 peecTpalliiHUX MaTepiaiB Ha JiKapCchKi 3aco0u (MeauuHi
iMmyHobiosioriuni mpemnapaTtu) Ta Jlep>kaBHOTO peeCTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y Jep)kaBHili peecTpallii/mepepeecTpallii /ikapchbKHUX 3aco0iB
(MeguuHMX iMyHOOIOJIOTiUHMX TIperapariB) Ta BHECEHHiI 3MiH [0 peeCcTpaLiiHUX
MaTepiamiB Ta Jlep>kaBHOTO peeCTpy JIiKapChbKUX 3aco0iB 3TifiHO 3 ogaTKOM 4.

5. ®apmarieBTuHOMYy yripaBiiHHIO (OnekcaHzapy ['pilieHKy) 3abe3meuntu
OTIPU/TFOJHEHHST I[bOTO HaKa3dy Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH

30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyIHWKa MiHicTpa
€sreHisa ['oHuapa.

MiHuicTp BikTop JISAIIIKO



3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), fIKI
BHOCATBHCHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

ITEPEJIIK

Jopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpaLuito (nepepeecTpadito)
NiKapcbKnX 3ac06iB (Megu4HuxX

iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianis»

Big 15 nunHa 2026 poky Ne 971

Ne Hassa MixkHapoo HasBa Koo ®dopma Bunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diro4oi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyedypa BionyckKy aHHs peecmpayitiHo
3acoby HerlameH | pe4yoBUHU c¢hopma, 20
moBaHa yrnakoska) nocsioYeHHs
Hassa*
1. | ABIPATEPOH | abirateron | a6ipatepo | LO2BX0 | TabneTku, BKpUTI TOB YkpaiHa BUMYCK Cepiii: CnoseHis/ peecTpauis Ha 5 pokis 3a He UA/21356/01/01
CAHAO3® e Hy auetar | 3 NNiBKOBOO "CaHpo3 Nex Kinp/ peuenmom niossieae
250 060/10HKOH0, N0 YkpaiHa" PapmaLeBTny HimeuunHa Pestome MYP Bepcis
250 mr, no 10 Ha KoMnaHisi 4. 1.0 popaetbes.
TabneTok, BKpUTHX 4., CnoseHis; MepiognyHicTb
nNiBKOBOIO BMPOOHULITBO nojaHHA perynspHo
060/10HKOI0, Y «in bulk», OHOB/IHOBAHOTIO 3BITY 3
6nicTepi; no 12 nepBuHHE Ta 6e3neku, BigNoOBIgHO
6nicTepis B BTOPVHHE o MNopagaky
KapTOHHI KOpoo6Li nakyBaHHs, 3[iICHEHHSA
KOHTPO/Tb chapmakoHarnsgy,
cepii, Bunyck 3aTBEPAKEHOrO
cepi: Haka3om MiHicTepcTBa
Pemegika OXOPOHW 340P0B’A
Nta., Kinp; Ykpainu Big, 27 rpygHs
BTOPVHHE 2006 poky Ne 898,
nakyBaHHS: 3apeecTpoBaHoro B
Cantotac MiHicTepcTsi rocTuULil
dapma 'vbX, YkpaiHu 29 ciyHs 2007
HimeuunHa poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHHK
3[10pOB'sA YKpaiHu Bif
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HaYeHNMN y
nepiognyHoCTI
nofaHHA perynsapHmMX
3BITIB 3 6e3neKku.
2. | ABIPATEPOH | abirateron | a6ipatepo | LO2BX0 | TabneTku, BKpUTI TOB YKpaiHa BMNYCK Cepii: CnoseHis/ peecTpaujsi Ha 5 pokis 3a He UA/21356/01/02
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*
CAHAO3® e Hy aueTtatr | 3 nNiBKOBOO "CaHpo3 Nex Kinp/ peuyenmom nionsieae
500 060/10HKOH0, N0 YkpaiHa" PapmaLeBTny HimeyunHa Pestome MYP Bepcis
500 wmr, no 14 Ha KoMnaHisi 4. 1.0 popaeTbCA.
TabneTok, BKpUTHX 4., CnoseHis; MepiognyHicTb
nNiBKOBOO BMPOBHULITBO nogaHHA perynsapHo
060/10HKOM0, Y «in bulk», OHOB/THOBAHOTO 3BITY 3
6nictepi; no 4 nepBuHHE Ta 6e3neku, BigNOBIgHO
6nictepu B BTOPUHHE o MNopaaky
KapTOHHI KOpoo6Li nakyBaHHs, 3[iICHEHHS
KOHTPO/Tb chapmakoHarnsgy,
cepii, BUnycK 3aTBEPAKEHOr0
cepi: Haka3om MiHicTepcTBa
Pemegika OXOPOHW 30P0B’A
Nra., Kinp; Ykpainu Bif, 27 rpygHs
BTOPVHHE 2006 poky Ne 898,
nakyBaHHS: 3apPEeECTPOBaHoOro B
Cantotac MiHicTepcTBi rocTuULii
dapma 'vbX, Ykpainu 29 ciyHs 2007
HimeuunHa poky 3a Ne 73/13340
(Y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'sA YKpaiHu Bif,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HayYeHMun y
nepiognYHoCTI
nofaHHA perynsapHmMX
3BITIB 3 6e3neKu.
3. | AANATNI®N dapaglifloz | manarnicon - MOPOLLIOK AT YkpaiHa MopeneH IHais PeecTpauist Ha 5 pokis - He UA/21360/01/01
O3VH in 03UH (cybeTaHuis) y "papmak” Na6opaTtopi3 nionsieae
AMOP®HUIN MiLLKax noABINHNX Nimiteq Mpoekt MKA /13
nonieTuIeHoBMX (BepCis AOKYMEHTY
ans 0001).
thapmavneBTUUHOT
0 3aCTOCYyBaHHS
4. | IBYNMPO®EH ibuprofen ibynpodpe - KpucTaniyHmi TOB YkpaiHa Xyb6eli biokos Kutaii PeecTtpauist Ha 5 pokiB - He UA/21361/01/01
H NopoLLoK abo "HOpis- XelineH nionisieae
Kpuctasim dapm” dPapmacbtoTika
(cybeTaHuis) y nKo., Nra,.
noABINHNX
nonieTMIeHoBUX
nakeTtax ans
thapmaveBTUYHOr
0 3aCTOCYyBaHHS
5. | KIHEPET anakinra aHakiHpa LO4ACO | po3uuH ans Csigiw Lsewis BMPOGHMLTBO, ITanis/ peecTpaujis Ha 5 pokis 3a He UA/21357/01/01
3 iH’ekuiii, 100 OpdpaH nepBrHHE Xopsarisi/ peyenmom niosisieae
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*

mr/0,67 mn (150 BioBiTpym nakyBaHHs, Lsewis IHCTpyKLUis ons
mr/mn); no 7 AB (na6n) KOHTPO/1b MeauyHoro
rpafynoBaHunx AKOCTI TecT 3aCTOCyBaHHSA
nonepeaHLo «CTepunbHicT nikapcbkoro 3acoby Ta
HarnoBHEHNX b»: KOpoTKa
LINpuILiB 3 MateoH ITanisa XapakTepucTuka
NopLUHEBOIO C.n.A., ltanis; niKkapcbkoro 3acoby
npo6koto Ta BMPOGHMLTBO, (eCTD Bepcis 0007).
dhikcoBaHoO nepBuHHe TekCT MapKyBaHHS
rofIKoto 3 nakyBaHHs, yNakoBKM NMikapCbKoro
3aXUCHUM KOHTPO/1b 3acoby (eCTD Bepcis
KOBMA4KoM y SAKOCTi: 0005). MeTtogu
KapTOHHIA navLj 3 Xocnipa KOHTPOJIH0 SIKOCTI
MapKyBaHHSM 3arpeb 4.0.0., nNiKkapcbkoro 3acoby
YKpaiHCbKOI Ta XopBarTis; (eCTD Bepcisi 0011).
aHrnincoLKot BTOPVHHE 3BIT 3rigHO goJatky
MOBamu; Ta nakyBaHHsA Ta 29 Mopsagky (eCTD
MapKyBaHHAM MapKyBaHHS: Bepcist 0001) 3BiT
aHrnincoLKot PexoH Nalic 3rigHo popatky 30
MOBOIO 3i CaliHc AB, Mopsaky (eCTD
CTUKEPOM Lseujs; Bepcis 0001) MnaH
YKpaiHCbKOo PexoH Nalic ynpas/liHHA pU3nMKamm
MOBOIO CaliHc AB, Bepcis 8.0 norogkeHa

Lseujs; (eCTD Bepcisi 0009).

KOHTPO/Ib MepiognyHicTb

AKOCTI TecT NoAaHHsA perynspHo

«CTepunbHicT
b»:
€pocpiHC
Bionab6 C.p.n.,
ITanis;
BMPOGHUK, LU0
BignoBigae 3a
BUNYCK cepi:
Csigiw
OpdhaH
BiosiTpym Ab
(na6n),
LBeuis

OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BigNoOBIgHO
Ao Mopaaky
3[iiCHEHHS
chapmakoHarnsgy,
3aTBEPAXEHOIO
Haka3oMm MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big, 27 rpygHs
2006 poky Ne 898,
3apEeEcTpoBaHoro B
MiHicTepcTBi rocTuULii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'sA YKpaiHu Bif,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HavYeHMN y
nepiognyHocTi
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*
nofaHHA perynsapHmMX
3BITIB 3 6e3neKku.
6. | KOCENYro selumetini | cenymeTn LO1EEQO | kancynu TBepai, ACTPA3E LLieuis Brpo6HMLUTBO, CnonyyeHi peecTpauist Ha 5 pokis 3a He UA/21077/01/01
b HiBY 4 no 10 mr; no 60 HEKA Ab BMNPOGYBaHHSA WraTw/ peuenmom nionsieae
rigpocynb Kancyn TeBepaux y KOHTPO/H0 Benuka MepiognuHicTb
chat nnacTykoBoMy AKOCTI: BpuTaHis nofJaHHA perynspHo
donakoHi 3 MaTeoH OHOB/IOBAHOIO 3BITY 3
KPULLIKOIO, dapmacbioTika 6e3neku, BiANOBIgHO
HegoCTyMNHO ANna 7ic IHK, £o Mopagky
BIAKPUTTA AITbMU, CnonyyeHi 3[iiCHEHHS
Ta Wratwu; hapmakoHarnsgy,
BOJIOrONoraMHave MepBuHHE Ta 3aTBepMKEHOro
M; o 1 dpnakoHy BTOPVHHE Haka3zom MiHicTepcTBa
pasom 3 nakyBaHHs, OXOPOHU 340POB’A
iHCTpYKLUi€o Ans BWMNYCK cepil: Ykpainu Big 27 rpygHs
MeauyHoro AcTpa3eHeka 2006 poky Ne 898,
3aCTOCyBaHHSA B IOK NimiTes, 3apeecTpoBaHoro B
KapTOHHIA KOpoo6Li Benuka MiHicTepcTBi tocTuuii
BpuTaHis Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340
(y pepakujii Hakasy
MiHicTepcTBa OXOPOHU
3[0pOB'A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i cTpoKamu,
3a3HavYeHMn y
nepiognyHocCTi
NOAAHHA PEryspHUX
3BITiB 3 6e3neKu.
7. | KOCENyro selumetini | cenymeTtun LO1EEO Kancynu TBepai, ACTPA3E LLseuis Bupo6HMLTBO, CnonyyeHi peecTpauist Ha 5 pokis 3a He UA/21077/01/02
b HiBYy 4 no 25 wmr; no 60 HEKA Ab BMNPOGYBaHHSA Wratn/ peyenmom nionisieae
rigpocynb Kancyn TeBepaux y KOHTPO/0 Benvika MepiogunyHicTb
chat nnacTykoBoMy AKOCTI: BpuTaHis nofjaHHsA perynspHo
onakoHi 3 MaTeoH OHOB/OBAHOrO 3BITY 3
KPULLIKOHO, dapmacbioTika 6e3neku, BignoBigHO
HeJoCTyMnHo ANs nc IHK, no Mopaaky
BIAKPUTTA AiTbMU, CnonyyeHi 3[iICHEHHSA
Ta WraTw; chapmakoHarnsgy,
BO/IOrONorMHave MepBuHHE Ta 3aTBEPXEHOr0
M; no 1 donakoHy BTOPVHHE Haka3om MiHicTepcTBa
pasom 3 nakyBaHHs, OXOPOHW 30POB’A
IHCTpYKUieo ans BUNYCK cepi: YKkpaiuu Big 27 rpyaHs
MeauYHOro AcTpa3eHeka 2006 poky Ne 898,
3acTocyBaHHA B tOK NimiTep, 3apeecTpoBaHoro B
KapTOHHIA KOpoo6Li Benvka MiHicTepcTsi tocTuuii

BputaHis

YkpaiHu 29 ciuHg 2007
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*
poky 3a Ne 73/13340
(Y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'sA YKpaiHu Bif,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HayYeHMun y
nepiognYHoCTI
nofaHHA perynsapHuX
3BITIB 3 6e3neKu.
8. | CNIPOCTA/ tiotropium | TioTponito RO3BBO | nopoLuok ans CTALA HimeuunH BMPOGHMLITBO Erunet/ peecTpauis Ha 5 pokis 3a He UA/21358/01/01
bromide 6pomigy 4 iHransuin, ApuHaimit a Hepo3chacoBa ManbTta peuenmom nionsieae
MOHorigpa Kancynv Teepgi no Tens Al Horo Pestome nnaHy
T 18 mkr, no 10 NpoAyKTY, ynpasniHHA pu3vKamu
Kancyn y énictepi; nepBuHHE Ta Bepcia 0.1 gofaeTbes.
no 3 6nictepu y BTOPUHHE MepiognuHicTb
KapTOHHIA KOpoo6Li nakyBaHHs, NoAaHHsA perynsipHo
ab6o no 3 6nictepu KOHTPO/Ib OHOB/IOBAHOIO 3BITY 3
B KOMM/IEKTI 3 cepii: 6e3neku, BiANOBIgHO
iHranALinHUMm €pa Papma o Mopsaaky
NPUCTPOEM Y ans 3AiicCHeHHs
KapTOHHI KOpoo6Li PapmaLeBTUK hapmakoHarnsgy,
n i MeguuHoi 3aTBEPKEHOIO
TexHiku, Haka3zom MiHicTepcTBa
ervner, OXOPOHW 340PO0B’'A
KOHTPO/b Ykpainu Big 27 rpygHs
cepii, BUunyck 2006 poky Ne 898,
cepili: 3apeecTpoBaHoOro B
dapmagokc MiHicTepcTBi tocTuuii
Xenckepe Ykpainum 29 ciuHa 2007
Nivites, poky 3a Ne 73/13340
Manbta (y pepakujii Hakasy
MiHicTepcTBa OXOPOHU
3[0pOB'A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i CTpoKamu,
3a3HavYeHMn y
nepiognyHocCTi
NOAAHHA PEryspHUX
3BITiB 3 6e3neKu.
9. | ®EMBA Factor VIII | 6inok B02BD0 | nopoLuok Ta Takena ABCTpist [03BiN Ha ABcTpisi/ PeecTtpauist Ha 5 pokiB 3a He UA/21362/01/01
inhibitor nnasmu 3 PO3UMHHUK ANA MaHydeky BUMNYCK cepil: HimeuunHa peyenmom nionisieae
bypassing | nioguHu 3 pO3unHy ans YPIiHr Takena IHCTpyKLUis ons
activity aKTUBHICT iHdpy3iid, 100 ABCTpist MaHydekuypiH MeauyHoro
10, WO Aie Of/mn; 1 donakoH Al r ABcTpisi AT, 3aCTOCYBaHHA
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*
B 06Xig 3 NOPOLLKOM NO ABCTpisi; niKapcbkoro 3acoby
iHribiTopiB 500 Oy BMPOGHMLTBO, (eCTD Bepis 0012)
chakTopa KOMMNNEeKTi 3 KOHTPO/b Y TekCT MapKyBaHHS
Koarynauji PO3YNHHNKOM npoueci yNakoBKM MikapCbKoro
KpOBi (BoAa AN iH'eKLiA, BMPOGHMLTBA, 3acoby (eCTD Bepis
NOANHN 5 mn), KOHTPO/1b 0012) MeToamn
VIl NPUCTOCYBaHHAM AKOCTI cepil, KOHTPOJIH0 SIKOCTI
(Factor [ONA BifHOBNEHHSA BMNPOGYBaHHSA nikapcbkoro 3acoby
VIl «BAXJECT Il Hi- cTabinbHoCTi (eCTD Bepcis 0011)
Inhibitor Flow» Ta Habopom rN3; 3BIT 3rigHO JoAaTky
Bypassing ans seefeHHs (1 MapKyBaHHs, 29 Mopsagky (eCTD
Activity — 0HOpPa30Buii nepBUHHE Ta Bepcist 0000) 3BiT
FEIBA) wnpuu, 1 ronka- BTOPUHHE 3rigHo pgopatky 30
MeTesnuk) y nakyBaHHs Mopsaky (eCTD
KapTOHHii M3 ra Bepcis 0000) MNnaH
Kopobui; 1 dpnakoH PO3YMHHMKA: ynpas/liHHA pU3nMKamm
3 MOPOLLKOM Mo Takepa Bepcis 13.0
1000 O4y MaHydhekuypiH norogxeHa (eCTD
KOMNEKTi 3 r AscTpist AT, nocnigoBHicTb Ne
PO3YMHHUKOM ABCTpISi; 0000).
(Boga ans iH'eKuUin, KOHTPO/1b
10 mn), AKOCTI cepil Ta MepiognyHicTb
NPUCTOCYBAHHAM BMNPOGYBaHHSA NoAaHHsA perynspHo
0151 BiQHOB/IEHHSI cTabinbHoCTI OHOB/THOBAHOTO 3BITY 3
«BAXJECT Il Hi- (CtepunbHicTb 6e3neku, BiANOBIAHO
Flow» Ta Habopom Ta o MNopaaky
ans sBefeHHs (1 BakTepianbHi 3[iiCHEHHS
0fiHOpa3oBuii €HA0TOKCUHN): chapmakoHarnsgy,
wnpuy, 1 ronka- Takepa 3aTBepaXeHoro
MeTesnuk) y MaHydhekuypiH Haka3oMm MiHicTepcTBa
KapTOHHIi r AscTpist AT, OXOPOHW 3[0P0B’A
Kopo6ui; 1 dhnakoH ABCTpist; Ykpainu Bif, 27 rpygHs
3 MOPOLLKOM MO BMPOGHMLITBO 2006 poky Ne 898,
2500 Oy Ta KOHTPO/1b 3apeecTpoBaHoro B
KOMMEKTi 3 AKOCTI MiHicTepcTBi rocTuULii
PO3YMHHUKOM PO3YMHHMKA: Ykpainu 29 ciyHs 2007
(Boga Ans iH'eKUilA, 3irdopig, poky 3a Ne 73/13340
25 mn), XamesbH (Y pepakuii Hakasy
MPUCTOCYBaHHAM rv6X, MiHicTepcTBa OXOpPOHU
0151 BIQHOBNEHHSA HimeuunHa 3[10pOB'sA YKpaiHu Bif,
«BAXJECT II Hi- 26 BepecHA 2016 poky
Flow» Ta Habopom Ne 996), cTaHOBUTb:
ONns BBefeHHs (1 3riHO 3i cTpoKamu,
0HOPAa30BWi 3a3HaYeHNMUN y
wnpuy, 1 ronka- nepiognYHoCTI
MeTenvk) y nofaHHA perynsapHmMX
KapTOHHI KOopoo6Lli 3BITIB 3 6e3neku
10. | ®NIEBOBITA Diosmin, oyuieHa CO5CA5 | TabneTtku, BKpUTI TOB YKpaiHa TOB YKpaiHa peecTpaujsi Ha 5 pokis 6e3 niosisieae UA/21359/01/01
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Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa Ymosu Peknavys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionyckKy aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, 20
mosaHa yrnakoska) nocsioyeHHs1
Hassa*
n combinatio | MiKpoHi3oB nNiBKOBOO "Mikpodpa «TepHothapm» peuyenma
ns aHa 060/10HKOH0, N0 pm" Pestome MYP Bepcis
chnaBoHOT 500 wmr; no 10 0.5 gopaetbcs.
aHa Tabnetoky MepiognyHicTb
hpakuis, 6nicTepi; no 6 noJaHHA perynsapHo
faKa 6nicTepiB y navuji OHOB/THOBAHOTO 3BITY 3
MIiCTUTb 3 KapToOHY 6e3neku, BigNOBIgHO
AIOCMiH o MNopaaky
(90 %) i 3[iICHEHHS
dhnaBoHOT thapmakoHarnagy,
aisy 3aTBepKeHoro
BUINAGI Haka3om MiHicTepcTBa
recnepugu OXOPOHW 30POB’A
Hy (10 %) Ykpainu Bif, 27 rpygHs

2006 poky Ne 898,
3apPEeECTPOBaHoOro B
MiHicTepcTBi rocTuULii

Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340
(Y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB'sA YKpaiHu Bif,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HavYeHMN y
nepiognYHoCTI
nofaHHA perynsapHmMX
3BITIB 3 6e3neKu.

* gionosioHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuurux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauvannbHukK

dapmareBTUYHOr0 ynpaB/iHHSA

Onekcanap I'PINEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK

Aopatok 2
[0 Haka3ly MiHicTepcTBa OXOpOHMU
3a0poB’a YKpaiHu «po aepxaBHY

peecTpaLdito (nepepeecTpadito)
NiKapcbK1X 3ac06iB (MegUUHNX

iMyHoGionoriyHnMx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Big_ 15 siunna 2026 poky Ne 971

INEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOTI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa MixHapod Ha3ssa Koo Popma 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY 3asa8HU BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HermameH | pe4yoBUHU (nikapcbka Ka a 20
mosaHa ¢hopma, nocsioYyeHHs1
Ha3sa* yrnakoska)
1. | BI3KbHO Brolucizu 6ponyum3 SO1LAO | po34yuH ans HosapTic Lseiina BUMYCK Cepiii: Benbris/ nepepeecTtpauisi Ha 3a He UA/18833/01/01
mab ymab 6 iH'eKuili, 120 Osepci3 pis HosaprTic Icnanis/ Heo6MeXeHuii TepMiH peyenmo nionsizae
mr/mn; mo 0,23 IHBeCTMeH MaHyhakTypiHr CnoseHia/ | OHOBMEHO iHhopMaLiito M
M1y O1aKOHi, TC Al HB, Benbrig; LLiBeiiuapi y po3sginax
no 1 dnakoHy B BUMYCK Cepili: A "Oco6nnBOCTi
KOMMJIEKTI 3 HoBaprTic 3acTocyBaHHs", "Cnoci6
rONKO dapmacbloTuka, 3acToCyBaHHA Ta
inbTpyBaNbHO C.A., IcnaHis; [031"(YTOUHEHHS
10 B KOpoOLi 3 BWMYCK cepil, iHchopmauii).
KapTOHY BTOPWHHE Pestome nnaHy
nakyBaHHS: ynpasniHHA pusnkamu
Nek Bepcisa 12.1 fogaeTbes.
dapmMacbTUKasC
A.4., CnoseHis; MepioAgnyHiCTb NoAaHHA
BUPOGHMLITBO perynsipHo
roToBOro OHOB/IIOBAHOTO 3BITY 3
NiKapcbkoro 6e3neku, BiANOBIAHO A0
3acoby, Mopsaky 34jiACHEHHS
BK/TIOHA0YM chapmakoHarnsagy,

KOHTPO/1b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
HoapTic ®apma
LTeiiH AT,
LBeliuapis;
KOHTPO/Ib SIKOCTI:
HosapTic ®apma

3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
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Ne Hassa MixHapod Ha3ssa Koo ®Dopma 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY 3asa8HU BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameH | pe4yoBUHU (nikapcbka Ka a 20
mosaHa ¢hopma, nocsioYyeHHs1
Hassa* yrnakoska)
Ar, Lseiiuapis MiHicTepcTBa OXOpPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepiognyYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3nekw.
2. | TANONEPUAO Haloperido | ranonepwu - NOPOLLIOK ToBapuct | YkpaiHa | BAMCI JIABC T/, IHais MepepeecTpaLia Ha - He UA/19196/01/01
n | aon (cybeTaHuis) y BO 3 HeobMeXeHuin TepMiH nionsizae
nonieTNeHoBux | obMexeHo
naketax gns 10
hapmaLeBTUYHO | BignoBiga
ro 3aCTOCyBaHHSA NBHICTIO
«XapkKiBCb
Ke
hapmaLneB
TUYHE
nignpuemc
TBO
"340p0oB’A
Hapozy"
3. | AEKPICTON® Colecalcif xonekasnb A11CCO | Tabnetkn no 500 TOB YkpaiHa mi6e Mm6X HimeuuunH MepepeecTpaLis Ha 6e3 niosisieae UA/18957/01/01
500 MO erol uncbepon 5 MO, no 10 "MIBE ApuHaiimiTTens a HeobMeXeHuli TepMiH. peuenma
(y Burnsagi TabneTok y YKPAIHA" OHOB/IEHO iH(opMaLito
KOHLEeHTpa 6nicTepi, no 5 B [HCTpYKUii gns
Ty ab6o no 10 Me[uYHoro
[nopowkoB 6nictepiB y 3acToCcyBaHHSA
a cpopmal) nauuj nikapcbkoro 3aco6y B
posginax
"®dapMakonoriyHi
B/lacTmMBocCTi"

(peparoBaHo TeKkcT
po3giny 6e3 axkTuyHoi
3MiHK), "MNoka3aHHs"
(peparoBaHo TekcT
po3giny 6e3s axkTuyHoi
3MiHn), "Cnoci6
3acTocyBaHHs Ta no3n”
(peparyBaHHs TEKCTY Ta
YTOUYHEHHS iHthopmaLii)
BiAMNoBigHO A0
marepianis
peecTpaviiiHoro AOCbE.
Pestome nnaHy
ynpaBiHHA puU3nKamu
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n/n

Hassa
JliKapcbKO20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢popma,
yrnakoska)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

Bepcisa 3.0 gofaeTbes.
MepioAnyHICTb NOA4AHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BignoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakazy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rifHO
3i cTpokamum,
3a3HayeHumn y
nepiognMyHOCTI NoJaHHsA
perynsipHux 3BiTiB 3
6e3neku.

MAPITA®

dienogest

aieHorecT
MIKpPOHi30B
aHuii

GO03DBO0
8

Tabnetkv no 2
mr, rno 28
Tabnetoky
6nictepi; no 1
6nictepy y navu,i

AT
"Papmak”

YkpaiHa

CiHgea dapma,
C.N.

IcnaHis

nepepeecTtpawjis Ha
HeobMeXeHwni TepMiH
OHOB/EHO iHhopMaLlito
B IHCTPYKLU|i ANs
MeAn4YHOro
3acTocyBaHHs
nNiKapcbKoro 3acoby y
po3sginax:
"®apMakonorivHi
BNacTMBOCTI",
"Oco6nuBocTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHsA Ta fo3n”,
"Mo6iuHi peakwyii"
BiAgNoBigHO A0
iHchopmawuii npo
MeAuyHe 3acTOCyBaHHS
pecepeHTHOro
nikapcbKoro 3acoby
(Visannette® 2 mg
comprimidos), a Takox y
po3gini "Mo6iuHi peakuii"
LLI0A0 BaXK/IMBOCTI

3a
peyernmo
M

He
nionsieae

UA/18865/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3sa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMNYCKY
(nikapcbka
¢popma,
yrnakoska)

3asiBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

3BiTyBaHHS Mpo Noo6iyHi
peakuji; yTO4YHEeHO Ha3By
hapmakoTepaneBTUYHOT
rpynu 6e3 3miHu Koay y
posaini
"hapmakoTepanesTuyHa
rpyna. Kog ATX"
BiAMNoBigHO A0
knacudikauii BOO3;
YTOUYHEHO iHdhopMaLio y
po3gini "Ynakoska"
(y3rofpkeHHs 3
peecTpauiinHum
NOCBIAYEHHAM).

Pe3tome nnaHy
ynpaBAiHHA pyU3nKamu
Bepcis 2.0 foaaeTbes.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/IOBAHOIO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,

3a3HavYeHMn y
nepiognyYHOCTI NoAaHHsA

perynsipHux 3BiTiB 3
6e3nekw.

MOKCU®NOKC
ALMHY
riAPOXOPUS,

Moxifloxac
in

MOKCUA10
KcauuHy
rigpoxnop
na

MopoLLOK
(cybeTaHuis) y
nonieTNeHoBUX
naketax gns
hapMaLleBTUYHO
0 3aCTOCYBaHHS

TOB
"KYCYM"

YKpaiHa

ApareH faiid
CaeHcuc Jlimiteq,

IHais

MepepeecTpais Ha
HeobMeXeHuin TepMiH

He
nidnseae

UA/19096/01/01
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Ne Hassa MixHapod Ha3ssa Koo ®Dopma 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY 3asa8HU BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameH | pe4yoBUHU (nikapcbka Ka a 20
mosaHa ¢hopma, nocsioYyeHHs1
Hassa* yrnakoska)
6. | PYNA®IH Rupatadin | pynatagun RO6AX2 | Tabnetku no 10 3eHTiBa, Yecbka HOYKOP XENC, IcnaHis MepepeecTpaLis Ha 3a He UA/18949/01/01
e HYy 8 mr; no 10 K.C. Pecny6n C.A. HeobMeXeHul TepPMiH. peyenmo nidnseae
thymapat Tabnetoky ika OHOB/EHO iHhopMaLito M

6nicTepi; no 1, 3
abo 5 6nicTtepis
B KaQpPTOHHIi
Kopo6uji; no 15
Tabnetoky
6nicTepi; no 2
6nictepu B
KapTOHHIlA
KOpoo6Li

B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHSA
niKapcbkoro 3acoby B
posginax
"®apmakonoriyHi
B/1acTMBOCTI",
"MMoka3aHHA"
(peparyBaHHs
iHbopmawuii),
"MpoTunokasaHHsa",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"34aTHICTb BNAvMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNOpPTOM abo
IHWMMK MeXaHi3mamu,
"Cnoci6 3acTocyBaHHs
Ta nosun", "MobiyHi
peakujii" BianosigHo A0
mMartepianis
peecTpaujiiiHoro AockLE.
Pe3tome nnaxy
ynpasniHHA pusnkamu
Bepcisa 10.1 fogaeTbes.
MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopaaky 3AiCHeHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne

996), CTaHOBUTb: 3rigHO
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Ne Hassa MixHapod Ha3ssa Koo ®Dopma 3asasHUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY 3asa8HU BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameH | pe4yoBUHU (nikapcbka Ka a 20
mosaHa ¢hopma, nocsioYyeHHs1
Hassa* yrnakoska)

Bupo6Huk Kpaina

3i cTpokamu,
3a3HayveHumMn y
nepiogMYHOCTI NoJaHHS
perynspHux 3BiTis 3
6e3neku.
HimeuuunH nepepeecTtpavjis Ha 3a
ApuHaiimiTTens a HeobMeXeHui TepMiH peyenmo
OHOB/EHO iHGhopMaLlito M
B IHCTPYKLU|ii ANns
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3aco6y B
posginax
"®apMaKonoriyHi
BNaCTVBOCTI",
"MMoka3aHHA"
(peparyBaHHs TekCTy
posginy),
"TpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHs
Ta fosn”,
"MNepeno3yBaHHsA"
BiAMNoBIgHO fO
iHchopmauii
pechepeHTHOro
nikapcbKoro 3acoby
(Solaraze 3 % Gel, 30
mg/g, gel, Almirall S.A.,
Germany), a Takox
OHOB/IEHO iHdhopMaLilo B
po3zini "rNo6iyHi peakwii”
IHCTpYKUIii ans
MeAn4YHOro
3acTocyBaHHs
nikapcbKoro 3acoby
LLIOA0 BavK/IMBOCTI
3BiTyBaHHS MPo Noo6iYHi
peakuiji.
Pe3tome nnaHy
ynpasniHHA pusnkamu
Bepcis 2.0 foAaeTbes.
MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 3AiCHeHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM

7. | CONAKYTAH® diclofenac | guknodeH | D11AX1 | renb, 30 mr/r no

ak Hatpito 8

TOB YkpaiHa mi6e MmeX
251y T1y6i; no 1 "MIBE

He UA/18872/01/01
Ty6i y nauuj YKPAIHA"

nionsieae
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Hassa MixHapod Ha3ssa Koo ®Dopma 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapcbKO20 Ha diroyoi ATX BUMYCKY 3asa8HU BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameH | pe4yoBUHU (nikapcbka Ka a 20
mosaHa ¢hopma, nocsioYyeHHs1
Hassa* yrnakoska)

MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NoJaHHS
perynspHux 3BiTis 3
6e3neku.

HauanbHUK
dapManeBTUYHOT0 yIIPaB/JIiHHA

* BionosioHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuuHux docnioxens (https://www.whocc.no/atc_ddd_index/)

Onekcanap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
JIIKAPCBKUMX 3ACOBIB MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIIOJ0 AKX BYJ/IN BHECEHI
3MIHU /10 PEECTPAIIIMHMX MATEPIAJIIB, IKI BHOCATECS 10 JEP)KABHOI'O PEECTPY JIIKAPCBEKHNX
3ACObIB

Joparok 3

A0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpaLuito (nepepeecTpadito)
NiKapcbKnX 3ac06iB (Megu4HuxX

iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianis»
Big 15 sunaa 2026 poky Ne 971

Ne HasBa MixxHapo HasBsa Koo ®opma surnyckKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 OHa diroyoi ATX (nikapcbka 3asi8HU BUPOGH Bionycky | yBaHHs* | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ¢hopma, Ka uka & 20
mosBaHa ynakoska) nocsio4yeHHs
Hassa*
1. | L-UET® levocetirizi | nesoueTn ROGAEOQ | TabneTku, BKpUTI TOB YkpaiHa BVMPOGHMLTBO, IHgis/ BHECEHHS 3MiH 40 6e3 niosnsiea UA/8612/01/01
ne pU3nNHy 9 060n0HKoto, No 5 "KYCYM" nepBuHHe YkpaiHa peecTpauiiiHux maTepiais: peyenma €
avrigpoxn mr; no 10 nakyBaHHs, 3MiHu | TUNY - 3MiHK 3 SKOCTI.
opuvg, Tabnetok y BTOPUHHE [oTOBMIA NiKapcbKuii 3acib.
6nicTepi; no 1, a6o nakyBaHHs1, 3MiHM Yy BUPOGHULTBI. 3amiHa
no 3, aéo no 10 KOHTPO/Ib AKOCTI, abo BBeAEHHSA A04ATKOBOT
6nicTtepiB y BMMYCK cepii AiNbHULI BUpOGHMLTBA AN1s
KapTOHHii a6bo YyacTuHM abo BCbOro
ynakoBLi BMPOBHULTBO BMPOBHNYOro NpoLecy roToBoro
npoaykuii in bulk: nikapcbKoro 3acoby (finbHULA
KYCYM 0151 BTOPUHHOTO NakyBaHHS) -
XEJNTXKEP MNMBT BBE/leHHA a/IbTEPHATUBHOIO
NTA, IHgis; BMpo6HMKa TOB "KYCYM", wo
BTOPVHHE 34i/iCHIOE BTOPUHHE NaKyBaHHA

nakyBaHHs, BUNYCK
cepii 3 mpoaykui
in bulk:

TOB "KYCYM",
YKpaiHa,
KOHTPO/Tb SIKOCTI:
TOB "KYCYM",
YkpaiHa

npoaykuii i3 in bulk,
BUIOTOB/IEHOT BUPOOHNKOM
KYCYM XENTXKEP MBT NT4,/
KUSUM HEALTHCARE PVT
LTD B IHgji. Y 38'A3Ky 3
BBE/leHHsIM [0JaTKOBOro
BMpo6HMKa TOB "KYCYM", wo
3HaXo0ANTLCA 3a afpecolo:
08039, YkpaiHa, Kniscbka
o06nacTb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBKa,
Byn. MNepemoru, 6yamHok 2B
[0Aa€ETbeA 3 J0AATKOBUX
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
TOProByX ynakoBoK. 3a3HauyeHHs

TOProBmx ynakoBoK. 3a3HayeHHsA

nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNbHULI, Ha SKil

KOHTpPO/b/BMNPOGYBaHHSA cepil) -

BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nicnsa 3aTBepAKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
3MiHM Y BUPOBHULTBI. 3MiHa

CTOCYITbCS BUMYCKY cepii Ta

yHKUIT ANs BXE
3aTBEPKEHOr0 BUPOGHMKA.
BBeneHHs 3MiH NpoTAroM 6-tu
MicSILLB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3aMiHa
ab0 BBeAEeHHS [104aTKOBOI
OinbHUL BUPOBHULTBA A/1A
4acT1HM abo BCLOro
BUPOGHNYOro NpoLecy rotToBoro
nNiKapcbKoro 3acoby (ainbHuUA
[O/151 BTOPVHHOTO MakyBaHHS) -
BBE/EHHSA a/IbTEPHATVBHOTO
BUpo6HMKa TOB "KYCYM", wo
3[iICHIOE BTOPVHHE NakKyBaHHS
npoaykuii i3 in bulk,
BUIrOTOB/IEHOI BUPOBHMKOM
KYCYM XENTXKEP MNBT NTA4 /
KUSUM HEALTHCARE PVT
LTD B IHgji. Y 3B'A3KY 3
BBEJEHHAM 40aTKOBOrO
BMpo6HMKa TOB "KYCYM", wo
3HaxoANTLCA 3a afpecolo:
40020, YkpaiHa, Cymcbka
obnactb, M. Cymu, Byn.
[Jasuposcekoro Mpuropist, 54
[ofaeTbea 3 Ao4aTKOBUX

OYHKLT ANA BXe
3aTBEPLKEHOr0 BUPOGHYMKA.

[oTOBMIA NiKapcbKuii 3aci6.
iMnopTepa/3MiHu, Lo

KOHTPO/110 AAKOCTi rOTOBOro

3[jiiCHI0ETbCSA

BBeAEHHS A0AATKOBOI AiNbHUL
TOB «KYCYM» 3a agpecot
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Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
02149, YkpaiHa, M. Kuis,

npocnekt Mukonun baxawa, 38,
Ha sKili 34iCHI0ETbCSA
KOHTPO/1b/BUNPOBYBaHHSA cepil.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNsA 3aTBEPPKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHNKA, Lo
BignoBigae 3a BBE3eHHS Ta/abo
BUNYycK cepii) - He Bkovaroumn
KOHTPO/Ib/BUNPOBYBaHHA cepii -
BBEJIeHHS 104aTKOBOro
BMpOo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, KuiBcbka 06nacTb,
ByuaHcbKuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBKa,
Byn. MNepemoru, 6yanHok 2B, o
3/jiiCHIOBaTMME BMMYCK Cepii 3
npoaykuii in bulk, BurotoBneHoi
BUpPO6HMKOM KYCYM
XENTXKEP MBT NTA4 / KUSUM
HEALTHCARE PVT LTD.
3a3HayeHHs PyHKUIT AN Bxe
3aTBEPLKEHOr0 BUPOGHYMKA.
3MiHU BHECEHO B IHCTPYKLlO ANA
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gin
"BMpOGHMK",
"Micue3HaxokeHHS BUPOGHMKa
Ta agpeca Micusi NPOBaKEHHS
oro gisnbHoOCTI" y 3B'A3KY 3
BBe/IeHHsIM [0aTKOBOro
BMPOGHMKA, K HAC/IAOK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHS1 yNnakoBOK
nikapcbkoro 3acoby. BeefeHHs
3MiH NpoTAroM 6-Tn Micsuis

nicns 3aTBepAKeHHs. 3MiHun |
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPO/TI0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHYKA, Lo
BignoBigae 3a BBeE3eHHs Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/Ib/BMNPOBYBaHHA cepii -
BBE/IeHHS 104aTKOBOro
BUpOo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 40020,
YkpaiHa, Cymcbka 061acTb, M.
Cymu, Byn. JaBUA0OBCLKOIO
Ipuropis, 54, wWo Bignosigae 3a
KOHTPO/Ib SIKOCTi Ta BUMYCK Cepii.
3a3HayeHHs PyHKUIT AN Bxe
3aTBEPLKEHOr0 BUPOGHYMKA.
3MiHU BHECEHO B iIHCTPYKLO ANA
MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ain
"B1UpOGHMK",
"Micue3HaxokeHH BUPOGHMKa
Ta agpeca Micusi NPOBaKEHHS
oro gisnbHoOCTI" y 3B'A3KY 3
BBE/IeHHsIM [0aTKOBOro
BMPOGHMKA, K HAC/IAOK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby. BeefeHHs
3MiH NpOTAroM 6-Tn MicsuiB
nicnsa 3aTBepAKeHHs. 3MiHn |
UMy - AGMIHICTPaTVBHI 3MiHW.
3miHa HaliMeHyBaHHSA Ta/abo
afipecu 3asBHMKa (BnacHuka
peecTpavuiiniHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHA 3asBHUKa
(BnacHvka peecTpadjiiHoro
nocBiAYEeHHS). 3aTBEPAKEHHS:
TOB «INMMEAGAPM NTO»,
Ykpaina. 3anpornoHosaHo: TOB
«KYCYM», YkpaiHa. BeefieHHsA
3MiH NpoTAroM 6-Tn Micsuis
nicns 3aTBepKEHHS.




Hassa
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MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
2. | L-UET® levocetirizi | nesoueTn TabneTku, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH A0 - UA/20624/01/01
ne pU3NHY 060/10HKOI0, N0 5 "KyYCyM" XENTXKEP MNBT peecTpauiiiHux matepianis:
avrigpoxn mr; in bulk: no 10 nTa 3MiHu | TURY - 3MiHK 3 SKOCTI.
opug, Tabnetoky [oTOBMIA NikapcbKuii 3aci6.
6nicTepi; no 160 3MiHM Yy BUPOBGHMLTBI. 3aMiHa
6nicTepiB y ab0 BBeAEeHHS [04aTKOBOI
KapTOHHii

Kopob6uj; in bulk:
no 10 TabneTtok y
6nictepi; no 200
6nictepiB y
KapTOHHiI KopobLi

OinbHUL BUPOBHULTBA A5
4acT1HM abo BCLOro
BUPOGHNYOro NpoLecy rotToBoro
niKapcbKoro 3acoby (AinbHuUA
[O/15 BTOPVHHOTO MakyBaHHS) -
BBE[IEHHSA a/lbTepHaTUBHOIO
BUpo6HMKa TOB "KYCYM", wo
3[iICHIOE BTOPVHHE NakKyBaHHS
npoaykuii i3 in bulk,
BUIrOTOB/IEHOI BUPOBHMKOM
KYCYM XENTXKEP MNBT NTA4 /
KUSUM HEALTHCARE PVT
LTD B IHgji. Y 3B'A3KY 3
BBEJEHHAM 40aTKOBOrO
BMpo6HMKa TOB "KYCYM", wo
3HaxXoAMTLCS 3a aApecoto:
08039, YkpaiHa, Kniscbka
obnacTb, ByyaHcbkuii paiioH,
Makapiscbka TepuTopiasibHa
rpomaga, cesio CeBepyHiBKa,
By/. MNepemoru, 6yamHok 2B
[0Aa€ETbCA 3 [0AATKOBUX
TOProBYX yNakoBOK. 3a3HauyeHHs
oyHKLUIiT ANs BXe
3aTBEPKEHOr0 BUPOGHMKA.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiHM Yy BUPOGHULTBI. 3aMiHa
ab0 BBeieHHA 104AaTKOBOI
AiNbHULI BUpOBHULTBa AN1A
4acTH¥ abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHWULA
AN BTOPUHHOTO NMakKyBaHHS) -
BBEJEHHSA anbTepHaTMBHOIO
BMpo6HMKa TOB "KYCYM", wo
3[iiCHIOE BTOPVHHE NaKyBaHHS
npoAaykuii i3 in bulk,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BUIrOTOB/IEHOI BUPOBHMKOM

nikapcbKoro 3acoby (3amiHa abo

BignoBifgae 3a BBe3eHHA Ta/abo
BUMNYCK cepii) - He Bktovatoun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -

KYCYM XENTXKEP MNBT NTA4 /
KUSUM HEALTHCARE PVT
LTD B IHgji. Y 3B'A3KY 3
BBEJEHHAM 40aTKOBOrO
BMpo6HMKa TOB "KYCYM", wo
3HaxXoAMTLCS 3a aApecoto:
40020, YkpaiHa, Cymcbka
obnactb, M. Cymu, By”n.
[Jasuposcekoro Mpuropist, 54
[ofaeTbea 3 Ao4aTKOBUX
TOProBKX YNakoBOK. 3a3Ha4eHHs
OYHKLT ANA BXe
3aTBEPKEHOr0 BUPOGHYMKA.
BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nicnsa 3aTBepIKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs Ai/TbHUL, Ha SKil
3[jiiCHI0ETbCSA
KOHTpPO/b/BMNPOGYBaHHSA cepil) -
BBeAEHHS A0AATKOBOI AiNbHML
TOB «KYCYM» 3a agpecoto
02149, YkpaiHa, M. Kuis,
npocnekt Mukonun baxaHa, 38,
Ha SIKil 3MjiiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii.
BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nicnsa 3aTBepAKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO

[l0flaBaHHs1 BUPOGOHWKA, Lo

BBEAEHHA A0AAaTKOBOro
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BMpOo6HUKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, KuiBcbka 06nacTb,
ByuaHcbKuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBKa,
Byn. MNepemoru, 6yanHok 2B, o
3/jicCHIOBaTMME BMMYCK Cepii 3
npoaykuii in bulk, BurotoBneHoi
BUpPO6HMKOM KYCYM
XENTXKEP MBT NTA4 / KUSUM
HEALTHCARE PVT LTD.
3a3HayeHHs PyHKUIT AN Bxe
3aTBEPKEHOr0 BUPOGHYMKA.
BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nicnsa 3aTBepIKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHMKA, LU0
BignoBifgae 3a BBe3eHHA Ta/abo
BWMNYCK cepii) - Bkntoyaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -
BBEJEeHHS 104aTKOBOro
BMpO6HUKA TOB «KYCYM»,
YKPAIHA 3a agpecoto 40020,
YkpaiHa, Cymcbka 06nacTb, M.
Cymn, Byn. [laB10BCbKOro
Ipuropis, 54, Wo Bignosigae 3a

KOHTPO/Ib AKOCTI Ta BUMYCK cepii.

3asHayeHHs yHKUIT NS BXe
3aTBEPHKEHOr0 BUPOGHMKA.
BBeneHHs 3MiH NpoTAroM 6-tu
MicSILLB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvka peecTpadjiHoro
NocCBigYEHHS) - 3MiHa
HaliMeHyBaHHs 3asiBHVKa
(BnacHvika peecTpadjiHoro
NnocBigYEHHS). 3aTBEPAKEHHS:
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
TOB «MEAPAPM NTA»,
YkpaiHa. 3anponoHosaHo: TOB
«KYCYM», YkpaiHa. BBefeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepikKeHHs.
3. | ABPOI® ambroxol ambpokco RO5CBO | cupon, 30 mr/5 mn TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 6e3 niosnsiea UA/9928/02/02
ny 6 no 100 mny "KYCyM" PAPM", YkpaiHa peecTpaliiiHix maTepianis: peyenma €
rigpoxnop hnakoHi 3 abo 3MiHu | TUNY - AGMiHICTPaTUBHI
na, nonietuneHy abo TOB "KYCYM", 3MiHW. 3MiHa HaliMeHyBaHHs
ckna; no 1 YKkpaiHa Ta/abo agpecy 3asBHMKa

hnakoHy 3 MipHOH
CK/ISTHOYKOIO B
KapTOHHilA
ynakoBLj

(BnacHuKa peecTpaujiiiHoro
noceigyeHHs). 3miHa
HaliMeHyBaHHs 3asiBHVKa
(BnacHuKa peecTpaujiiiHoro
nocBiAYeHHs), 6e3 3MiHK
IopUANYHOI 0co6U. TepMiH
BBEJEHHS 3MiH - MpoTArom 12
MiCALiB NicNa 3aTBePIKEHHS.
3MiHn | TUNY - AgMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BK/IOHaoum
AinbHUL BUNYCKY cepii abo
MicLie MPOBEAEHHS KOHTPOSTHO
AKOCTI. (BiSNIbHICTb, 3a Ky
BiAnoBigae BUPOGHUK/iMNopTep,
BKJ/THOYAOUN BUMYCK CEPINA).
3MiHa HalimeHyBaHHS
BMPOGHUKA, 6e3 3MiHN Micus
BMpOGHMLTBA:
3arBepaKeHo:

TOB "KYCYM ®APM", YkpaiHa
abo
TOB "TNIEAPAPM NTA",
YkpaiHa
3anponoHoBaHo:

TOB "KYCYM ®APM", YKpaiHa
abo
TOB "KYCYM", Ykpaina
3MiHV BHECEHI B iHCTPYKLito Ans
MeJIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
«Bupo6HWK» (3MiHa
HaliMeHyBaHHS1 BUPOOHMKa,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Bi4NoBiAa/IbHOIO 3a AifNIbHICTb,
BK/IOYaK0UM BUNYCK cepii, 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM»), K Hacnigok —
3aTBEPKEHHS TEKCTY
MapKyBaHHS yNaKkoBKu
niKkapcbKoro 3acoby ans
BMPo6HMKa TOB «KYCYM».
TepMiH BBEEHHS 3MiH -
npoTarom 12 micauis nicns
3aTBEPAKEHHS.
4. | ABPON® ambroxol ambpokco RO5CBO | cupon, 15 mr/5 mn; TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 6e3 niosnsiea UA/9928/02/01
ny 6 no 100 mny "KYCyM" PAPM", YkpaiHa peecTpauiiiHix maTepianis: peyenma €
rigpoxnop hnakoHi 3 abo 3MiHu | TUNY - AGMiHICTPaTUBHI
na, nonietuneHy abo TOB "KYCYM", 3MiHW. 3MiHa HaliMeHyBaHHs
ckna; no 1 YKkpaiHa Ta/abo agpecy 3asBHMKa

hnakoHy 3 MipHOHO
CK/ISTHOYKOIO B
KapTOHHIl
ynakoBLj

(BnacHuKa peecTpaujiiiHoro
noceigyeHHs). 3miHa
HaliMeHyBaHHs 3asiBHMKa
(BnacHuKa peecTpaujiiiHoro
nocBifYeHHs), 6e3 3MiHK
HOpUANYHOI 0co6U. TepMiH
BBEJEHHS 3MiH - MpoTarom 12
MiCALB NicNa 3aTBePIKEHHS.
3MiHu | TUNY - AgMIHICTpPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BK/IHOHaoum
AinbHUL BUNYCKy cepii abo
MicLie MPOBeAEHHS KOHTPO/THO
AKOCTI. (BifNIbHICTb, 3a AKY
BiAnoBigae BUPOGHUK/iMNopTep,
BKJ/THOYAOUN BUMYCK CEPIlA).
3MiHa HalimeHyBaHHS
BMPOGHUKA, 6e3 3MiHM Micus
BMpOGHMLTBA:
3arBepaKeHo:

TOB "KYCYM ®APM", YkpaiHa
abo
TOB "TNIEAPAPM NTA",
YkpaiHa
3anponoHoBaHo:

TOB "KYCYM ®APM", YKpaiHa
abo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TOB "KYCYM", YkpaiHa
3MiHW BHECEHI B iHCTPYKLt0 Ans
MeAMYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby y po3ain
«Bupo6HWK» (3MmiHa
HaliMeHyBaHHSi BUPOGHUKa,
BiANoBiAa/IbHOIO 3a AifNIbHICTb,
BK/IOYaK0UM BUNYCK cepii, 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM»), K Hacnigok —
3aTBEPKEHHS TEKCTY
MapKyBaHHS ynaKkoBKu
nikapcbKkoro 3acoby ans
BMpo6HMKa TOB «KYCYM».
TepMiH BBEEHHS 3MiH -
npoTarom 12 micauis nicns
3aTBEPAKEHHS.

AB'HOPEH

6eTa-
anaHiH

G02CX

Tabnetkn no 400
Mmr; no 15
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHiIi1 KopooL,i

Na6oparto
it
Bywapa
Pekopgaari

PpaHuis

Na6opaTopii
Bywapa
PekopgaTi

®paHuin

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpO/b rOTOBOrO /ikapCbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW)
BHeceHHs npuMiTKM J0
napametpy «Onuc»
Creumndikanii M3 wono
«[,0MyCTUMI HEPIBHOCTI Ta
BKpanieHHa Ha NoBepXHi
TabneTkn», Ta, K HaCNiaokK, B
MEeTOAN KOHTPO/0. BBeAeHHS
3MiH NPOTAroM 6-Tn Micauis
nicns 3aTBEPKEHHS

6e3
peyenma

UA/5702/01/01

A3ALMTUIN
H AKKOP/,

azacitidine

asauutug
UH

LO1BCO
7

nopoLUoK Ans
NpUroTyBaHHSA
cycneHsii gns
iH'ekuil, 25 mr/mn
no 100 mry
donakoHi; no 1
hnakoHy y nauui

Akkopp,
Xenckea
c.ny.

IcnaHis

BMPOGHMLTBO
nikapcbkoro
3acoby, nepeuHHe
Ta BTOPUHHE
nakyBaHHs: [HTac
dapmachbloTikanc
Nimites, HAis;
BMPOGHMLTBO
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE

IHais/
ManbTa/
MonbLwa
/ Tpevin

BHECEHHS 3MiH [0
peecTpaujiiHux matepianis:
3MmiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
Cucrema
KOHTelWHep/3aKynoptoBabHWi
3aci6. 3miHa noctavasibHMKa
nakyBasibHVUX martepianis abo
KOMNIEKTYUNX (AKLWO
3a3HayeHo B A0OCLE) (3aMiHa abo
[oAaBaHHA noctavyasibHUKa)

3a
peyenmo
M

UA/20889/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
nakyBaHHs: IHTac BHECEeHHS 3MiH o p. 3.2.P.7.
dapmacbtoTikasnc Cuctema
Nimiten, IHais; KOHTeWHep/3aKynopioBabHWi
KOHTPO/Ib SAKOCTI: 3acib, a came foAaBaHHsA
MiKpOOGionoriyHi KAISHA PACKAGING PVT LTD
meToam AK a/lbTePHATUBHOTO
(cTepunbHi i nocravasnbHuka 20-MinimeTpoBoT
HECTepPWUsIbHI): aNloMiHIEBOT BigKnAHOT
dapmasanig K., 3BMYaiiHOI 6iN0T KpULLIKK
YropuuHa; AzaumtnamH Akkopg, nopoLLoK
KOHTPO/Ib AKOCTI: AN NPUroTyBaHHS CycneHsii
(XimiuHi/ci3nyHi ONs iH'ekuin, 25 mr/mn
mMeToawn): 3aTBepAXKeHo:
Papmagokc Approved supplier of 20mm flip
Xenckea fliviteq, off plain white seal:
ManbTa; 1. WEST PHARMACEUTICAL
BiANOBIAaIbHMI 3a PACKAGING
BUMYCK Cepii: 3anponoHoBaHo:
Akkoppg, Xesnckea Proposed supplier of 20mm flip
Moncka Cn. 3 0.0. off plain white seal:
Cknag, ImnopTepa, 1. WEST PHARMACEUTICAL
MonbLa; PACKAGING
BTOPUHHE 2. KAISHA PACKAGING PVT
nakyBaHHs, LTD
KOHTPO/b SIKOCTI
cepii:
Akkoppg Xenckea
CiHrn Membep
C.A,, l'peuis
7. | A30MNT® brinzolami | 6puH3ona SO01ECO | kpanni o4Hi, 10 Hosapric LBeniua HosapTic Benbris BHECEHHS 3MiH [0 3a UA/2300/01/01
de Mig, 4 Mmr/MA, no 5 mny Papma Al pis MaHydakTypiHr peecTpaLiiiHix MaTepianis: peyenmo
hnakoHi- HB 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
KpanesbHuuj; no 1 A®I. BupobHuLTBO. 3MiHA
hNaKoHy- BMPOGHMKA
KpanesbHuLj y BVXiAHOrO/NPOMIiXXHOro
KOpoOLj 3 KapTOHY npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y
BMPOGHUYOMY npoueci Adl, abo
3MiHa BUpPOGHMKa (BK/TOUatouK,
e HeobxiaHo, micue
NpPOBeEHHS KOHTPOJIIO SKOCTI)
A®| (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBepKeHOMY A0CbE)(iHLi
3MiHW) fofAaBaHHs Qingdao




28

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Kingway Pharmtech Co., LTD.,
China (No. 88, Middle Haixi
Road, Jiaonan city,
Qingdao,China, Post code:
266404), 5K BUPOGHMKa
MPOMDKHOIO NPOAyKTy 3-
(Bromoacetyl)-5-chloro-2-
thiophenesulfonamide (BK) y
BMPOGHMYOMY npouieci AdD|
6puH3onamiay Big SCI
Pharmtech, Inc sk yactnHa
ASMF EMEA/ASMF/01518
8. | ANIA® aflibercept | acbni6epc SO1LAO | po3uuH ansa Baviep Al | Himeuun BMPOGHMLTBO Himeuun BHECEHHS 3MiH [0 3a UA/12600/01/01
ent 5 iH'ekujn, 40 mr/mn; Ha (BKtOUAOUM Ha/ peecTpauiiiHnx maTepiasis: peyenmo
no 0,165 mny CTepubHYy CLWA 3MiHu | TUNY - 3MiHK Wwoa0 M
nonepegHL0 hinbTpauito, 6e3nekn/etheKTMBHOCTI Ta
3arnoBHEHOMY HaMOBHEHHS - hapmakoHaragy (iHwi 3MiHKn)
wnpwui; no 1 nepBuHHA 3MiHV BHECEHO B TEKCT
wnpuLy ynakoBska), MapKyBaHHs NepBuHHOI (N. 6) Ta
(3anasiHomy y BTOPVHHA BTOPVHHOI (n. 3, 17) ynakoBoOK
6nictep) y ynakoBKa, nikapcbkoro 3acoby. BBeaeHHs
KapTOHHIlA KOHTPO/b cepii, 3MiH NpOTAroM 6 MicALiB nicns

ynakosui; no 0,278
M1y CKNSTHOMY
dnakoHi; no 1
dnakoHy 3
iNbTPYBA/ILHOO
ronkow 18 G y
KapTOHHIN
ynakoBLj

BignoBigasIbHWi 3a
BUNYyCK cepii gns
hNakoHiB,
MapKyBaHHS,
6nictepHa
ynakoBka,
cTepwnisauis,
BTOPVHHA
ynakoBka,
BUPOGHWYUNI
KOHTPO/b,
KOHTPO/Ib AKOCTI,
BignoBigasibHMiA 3a
BUNYyCK cepii gns
nonepeaHL0
3anoBHEHNX
wnpuuis: baiiep
Al', HimeuuunHa;
BMPOOBHMLTBO
Hepo3hacoBaHoi
NPOAYKUiT,
KOHTPO/b SKOCTI
Hepo3hacoBaHoi

NPOAYKLIT:

3aTBEPIKEHHS




29

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep

peecmpayitiHo
20

nocsioYeHHs

Pen)xeHepoH
dapmacbHoTikac,
IHk., CLUA;
KOHTPO/b SIKOCTI
Hepo3chacoBaHoi
NpOAyKUii:
€BpodoiHC
NaHkacTtep
Na6opartopis, IHk.,
CLUA;
BMPOGHMLTBO
[CLGILSEETETY
CTepUNbHY
dhinbTpauito,
HanoBHEHHS -
nepBUHHA
ynakoBka),
BMPOGHWYMIA
KOHTPO/b,
KOHTPO/Ib SIKOCTI,
BisyasnbHa
iHCnekuia ana
hNaKoHIB;
BMPOGHWYMIA
KOHTPO/b,
KOHTPO/Ib SIKOCTI,
BisyasnbHa
iHCnekuia ana
nonepeaHbL0
3aMnoBHEHUX
wnpuuis: Bettep
Papma-depTiryHr
v6X i Ko. KT,
HimeyuunHa,;
BMPOGHMLTBO
[CLGILEETETY
CTepUNbHY
dhinbTpauito,
HanoBHEHHS -
nepBUHHA
yrnakoBka),
BMPOGHWYNIA
KOHTPO/b,
KOHTPO/Ib SIKOCTI,
BisyanbHa
iHcnekuia ansa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

(hNakoHiB Ta
nonepeaHbL0
3aMnoBHEHUX
wnpuuis: Bettep
Papma-depTiryHr
v6X i Ko. KT,
HimeuuunHa;
KOHTPO/Ib SIKOCTI:
Baiiep AT,
HimeuuunHa,
Bynneptasns,
HimeuyuunHa;
KOHTPO/b SIKOCTI
AN nonepeiHbo
3aMnoBHEHUX
LnpuLis,
KOHTPO/1b AKOCTI
(TiNbKM TECT Ha
MeXaHiYHi
BK/IOYEHHS) ANS
thnakoHiB: baiiep
Al', HimeuuuHa,
JleBepky3eH,
HimeuunHa

AKAP[,

acetylsalic
ylic acid

Kucnota
aueTtunica
niymnosa

BO1ACO
6

Tabnetkun
KMLUKOBOPO3UMHHI,
no 75 mr, no 10
Tabnetoky
6nicTepi; no 3 abo
no 5 6nictepis B
KapTOHHIlA
Kopo6ui; no 20
Tabnetoky
6nictepax, no 5
6nicTepis B
KapTOHHI Kopobui

PapmaLes
TUYHWIA
3aBo/j

"MONIbPA

PMA" C.A.

Monblya

dapmaveBTUYHNI
3aBOf,
"MONb®APMA"
C.A.

MonbLya

BHECEHHS 3MiH [10
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHa y

KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NlikapCbkoro
3acoby B nicnspeecTpauiiiHmi
nepiog, abo sik pesynbTar
OL}iHKM 3BiTY 3 AOCNIQKEHD,
npoBefeHVX BignoBigHoO A0
nnaHy negjiaTpuyHnX
pocnigkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)

6e3
peyenma

nionsiea
€

UA/5687/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Oco6n1BOCTi 3acTOCyBaHHA"
BiANOBIAHO 40 OHOBMEHOI
iHchopmauii 3 6e3nekn

3aCcTOCyBaHHA Ait040l PEYOBUHN.

3Mminu | TUny - 3MiHK Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpavuiiiimi
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOT0 3acTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BigNoBiAHO 00
OHOB/IEHOT iHdopMaLlii 3
6e3nekn 3acTocyBaHHs Ajitoyoi
pEYOoBUHM.

10.

AKAP[,

acetylsalic
ylic acid

Kucnota
auetunica
niymnosa

BO1ACO
6

Tabnetku
KMLUKOBOPO3YMHHi,
no 150 wmr, no 10
Tabnetok y
6nicTepi; no 3 abo
no 5 6nictepis B
KapTOHHIMN
Kopo6uj; no 20
Tabnetoky
6nictepax, no 5
6nicTepis B
KapTOHHI Kopobui

dapmaves
TUYHWIA
3aB0j

"MOMb®A

PMA" C.A.

Monbwa

dapmayeBTUYHWIA
3aBof,
"MOJIb®APMA"
C.A.

Monbwa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo

6e3
peyenma

niosnsiea
€

UA/5687/01/02
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KpaiHa

PeecmpayiliHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa

HenameH
mosaHa

pedyosuHU

Hassa
diroyoi

Koo
ATX

dopma sunycky

(nikapcbka
¢popma,

ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

BUPOGH
uKa

nocnimpkeHs 3 6e3neku

BionyckKy

yBaHHs*
*

peecmpayitiHo
20
nocsioYeHHs

Has3sa*

BEANTKAHOAPMA-

Bonrapi

3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicrsipeecTpavuiiiHmi
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHnX BigNoBigHO A0
nnaHy negjaTpuyHUX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKL,i
ANA MeAUYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA"
BiANOBIAHO A0 OHOB/IEHOT
iHcbopMaLii 3 6e3nekn
3aCTOCYBaHHS Ail040T PEYOBUHN.
3MiHn | TUnYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimpkeHs 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpaviiiHmii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHnX BigNoBigHO A0
nnaHy negjaTpuyHUX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOBaXXEHNM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLU,i
ANA MeAUYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuyji" BiANoBIgHO A0
OHOB/IEHOT iHhopMaLlii 3
6e3nekun 3acTocyBaHHA Aitouol
pPEYOoBUHM.
BHECEHHS 3MiH [10

3a

UA/20358/01/01

11.

AKIMBA

olopatadin

ononatag,

S01GX0

Kpanni ouHi,

e

WH (y

9

po3uunH 1 mr/mn,

JenbTa

LBelina

Megiken pis

A

PA3TPAL AL

peecTpauiiiHux MaTepiais:

peyenmo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

12.

BUrNAAI
rigpoxnop
nay)

nos5wmny
dNakoHi-
KpanenbHuui, no 1
hnakoHy-
KpanenbHuUi y
KapTOHHiI Kopobui

MpomoyL
H3 Al

3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiH Yy BUPOGHMUTBI. 3MiHa
po3Mipy cepil (BK/HoUYaoun
Aiana3oH po3mipy cepir)
rOTOBOrO JlikapCbKoro 3acoby
(36inbLeHHsA fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
po3mipom) fofaBaHHS Po3Mipy
cepil gNs rotoBOro Nikapcbkoro
3acoby, a came 180 51 Ha
Jojavy [0 iCHY40ro
3apeecTpoBaHoro po3mipy cepii
— 60 n, Ta, AK HacNigoK,
He3HayHe YTOYHEHHS B PO34iN
3.2.P.3.2. Cknag Ha cepito.
3arBepmxeHo: 60 n (12000
chnakoHiB). 3anponoHoBaHo: 60
N (12000 donakoHis) 180 n
(36000 dhnakoHi). 3miHu | TNy
- 3MiHK 3 aKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN Y npoLeci
BMPOBHMLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NpY
BMPOBHULITBI rOTOBOTO
NiKapcbKoro 3acoby (HesHayHa
3MiHa y npoueci BUpobHuLTBa)
He3HayHa 3MiHa y BUpoGHUYOMY
npouecy, a came fofaBaHHA
peakTopa 3 HepXasitoyoi cTani
o06’emom 200 n1 abo
€KBiBa/IEHTHOIO PO3Mipy, SKUi
BWKOPUCTOBYETLCA Ha APYromy
eTani BMpobHMYOro npouecy.

AMILUN®

amikacin

aMikauuHy
cynbgar 6

JO1GBO

niocpinizat ans
PO34MHY AnA
iH'ekuiino 1,0,
dnakoHu 3
niocpinizaTom

NMAT
"Kvnismegn
penapart"

Ykpaina

MAT
"KuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHa y

KOPOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
Me/ZIMYHOro 3aCTOCYBaHHSA Ha

3a
peyerimo
M

He
nionsiea
€

UA/1036/01/04
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku

nikapcbkoro 3acoby, abo
nocnimpxkeHsb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicnspeecTpaviiiHmi
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHnX BigNoBigHO A0
nnaHy negjaTpuyHnX
pocnigxeHb (PIP) (iHLi 3MiHW).
CynyTHS 3MiHa - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs
abo 3miHa(n) 4o 3060B'A3aHb Ta
YMOB BuAaui peecTpauiiHoro
nocBifgYeHHs, BKItovatoun Mnax
ynpasniHHA pUsnkamu
(3acTocyBaHHA TEKCTY, SKWIA
NOrOKEHWI 3 KOMMNETEHTHNUM
opraHom). 3MiHN BHECEHO B
IHCTPYKLUIi0 ANS MeAnYHOro
3acTOCyBaHHS Nikapcbkoro
3acoby [0 po3ainis
"Oco6nmBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar” (YTOUHEHHs
iHchopmawii), "3aaTHicTb
BMIMBATY Ha LWUBWAKICTb peakwil
npu KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMK
mexaHizmamu",
"Mepeno3syBaHHs", "M06IYHI
peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iHhopMaLi Wwoao
6e3nekun 3acTocyBaHHA Aitoyol
pey4yoBuHW. BBEAEHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHU BHECEHO B IHCTPYKLIjtO
ANA MeAUYHOro 3acTOCYBaHHs

NiKapcbKoro 3acoby A0 po3sginy
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
"Mo6iyHi peakui™ woano
3BITYBaHHS NPO MOGIYHI peakwi.
BeefieHHs 3MiH npoTsrom 6-n
MicsILiB MicNs 3aTBepAKEHHS
13. | AMILNN® amikacin amikaumHy | JOLGBO | niocpinizaT ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 3a He UA/1036/01/03
cynbar 6 pO34nHy AN "Kuismegn "KuiBmegnpenapa peecTpauiiiHux maTepiasis: peyenmo niosnsiea
iH'ekuii no 0,5, penapart" T 3MiHu | TUNY - 3MiHK LWoAo M €
dnakoHu 3 6e3nekn/eeKkTMBHOCTI Ta

niocpinizaTom

hapmakoHarnagy. 3miHa y
KOPOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapCcbKoro
3acoby B nicnspeecTpauiiHnii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunxX BifgnoBifHO Ao
naaHy negiaTpuyHnx
pocnigpkeHs (PIP) (iHWi 3miHn).
CynyTHS 3MiHa - 3MiHY LWoA0
6e3nekn/eeKkTMBHOCTI Ta
chapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHL Ta
YMOB BMgavi peecTpaLiiHoro
nocBig4yeHHs, Bkovatoun Mnax
ynpaBsniHHA pu3vKamm
(3acTocyBaHHS TEKCTY, SKWiA
NOrOMKEHWI 3 KOMMETEHTHUM
opraHom). 3MiHVY BHECEHO B
IHCTPYKLIiO ANS MeAnyHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby 0 po3ainis
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar” (YTOUHEHHS
iHdhopmawii), "3aaTHicTb
BMNAMBATY Ha LBWAKICTb peakLil
Npn KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK
MexaHismamu',
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

"Mepeno3syBaHHsa", "Mo6IYHI
peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iHhopMaLi Wwoao
6e3nekun 3acTocyBaHHA Aitoyol
pey4yoBuHW. BBEAEHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHM Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu).
3MiHU BHECEHO B IHCTPYKLIjtO
ANA MeAUYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" WwWoao
3BITYBaHHA NPOo MOGIYHI peakw;i.
BBeneHHs 3MiH NpoTAroM 6-tu
MiCALIB MiCNs 3aTBEPAKEHHS

14.

AMILAN®

amikacin

amMikauuHy
cynbat

JO1GBO
6

niocpinizaT ans
PO34MHyY Ans
iH'ekujn no 250 wr,
hnakoHu 3
niocpinizatom

MAT
"Kuismegn
penapar"

YkpaiHa

MAT
"KuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKIli XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimkeHb 3 6e3nekn
3acTOCyBaHHSA NikapcbKoro
3acoby B micnsipeecTpauiiHnii
nepiod, abo Ak pe3ynbTart
OL|iHKM 3BITY 3 JOC/IKEHD,
npoBeAeHVX BigMNoBigHO A0
nnaHy negjiaTpuyHnX
pocnigkeHb (PIP) (iHLWi 3MiHW).
CynyTHS 3MiHa - 3MiHK Wo40
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs
ab60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiHoro
noceifgyYeHHs, Bktoyaroun Mnax
ynpaB/iHHA pUsmKaMmm
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHWI 3 KOMMETEHTHUM

3a
peyenmo
M

He
nionsiea
€

UA/1036/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

opraHom). 3MiHVY BHECEHO B
IHCTpYyKUil0 ANS MeAUYHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby Ao po3ainis "B3aemogis
3 iHWMMK NiKapCbKMMu
3aco6amu Ta iHwWi Buan
B3aemogijit", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHsA
y nepiog BariTHoOCTi a6o
rofyBaHHs rpyaa” (YTOUHEHHS
iHchopmawii), "3aaTHicTb
BMIMBATY Ha LWUBWAKICTb peakwil
npu KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMK
mexaHizmamu",
"Mepeno3syBaHHsa", "Mo6IYHI
peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iHhopMaLi Wwoao
6e3nekun 3acTocyBaHHA Aitoyol
pey4yoBuHW. BBEAEHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHU BHECEHO B IHCTPYKLIjtO
ANA MeAUYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyii" Woao
3BITYBaHHA NPo MOGIYHI peakwi.
BBeneHHs 3MiH NpoTAroM 6-tu
MiCALIB MiCNs 3aTBEPAKEHHS

15.

AMIOAUMNIH/
BANNICAPTAH
AYPOBIHAO

valsartan
and
amlodipine

amnoauniH
y 6ecunat
Ta

BasicapTaH

C09DB0O
1

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO10, Mo 10
Mr/160 mr; no 10
Tabnetoky
6nictepi; no 3
6nictepu B
KapTOHHIN navui

Aypob6iHao
Papma
Ntp, IHgis

IHAisA

AypobiHgo ®apma
Nimitea- FOHIT VII

IHAjsA

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHu | TUNY - AGMiHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKoro
3acoby.
3MiHa Ha3BW /ikapCbkoro
3acoby.
3ATBEPXXEHO:
BANICAP-AM
(VALSAR-AM)
3AMPOMNOHOBAHO:
AMNOANMIH/BANCAPTAH
AYPOBIHAO
(AMLODIPINE/VALSARTAN

3a
peyenmo
M

He
nionsiea
€

UA/16657/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
AUROBINDO)
TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS.

16. | AMIOAUNIH/ | valsartan amnoguniH | CO9DBO | TabneTtku, BKpUTI Aypo6iHa0 IHgis Aypo6iHgo dPapma IHgis BHECEHHS 3MiH 40 3a He UA/16657/01/01
BANNICAPTAH | and y 6ecunatr | 1 NNiBKOBOKO Papma NimiTea- FOHIT VII peecTpauiiiHux maTepiasis: peyenmo niosnsiea
AYPOBIHAO amlodipine | Ta 060/10HKOI0, N0 5 Nt 3MiHu | TUNY - AgMIHICTpPaTUBHI M €

BaJICapTaH Mr/160 mr; no 10 3MiHW. 3MiHa Ha3BW NiKapCbKOro
Tabnetok y 3acoby.
6nicTepi; no 3 3MiHa Ha3BM NikapcbKoro
6nictepn B 3acoby.
KapTOHHI nayui 3ATBEP)KEHO:
BAJICAP-AM
(VALSAR-AM)
3AMNPOMNOHOBAHO:
AMNOANNIH/BANCAPTAH
AYPOBIHAO
(AMLODIPINE/VALSARTAN
AUROBINDO)
TepMiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPKEHHS.

17. | AHTU®POHT - cnupToBmin | NO7XX Kpanni opasibHi, 3AT Yropuwum BMPOGHMLTBO Yropwm BHECEHHS 3MiH A0 6e3 UA/9949/01/01
EeKCTpaKT po34mH; no 30 mn "BepeLu Ha Hepo3schacoBaHoi Ha peecTpauiiiHux maTepiais: peyenma
i3 cymiLui y hnakoHi- Papma” NPOAyKUii, 3MiHu | TUNY - 3MiHK LWoAao
nikapcbkn KpanenbHuui; no 1 nepBuHHEe Ta 6e3nekn/edheKTMBHOCTI Ta
X POC/INH: dhnakoHy- BTOPVHHE dhapmakoHarnsgy. BeefeHHs
iMbupy KpanesbHuLi B nakyBaHHs: ab60 3MiHN [0 y3aranbHeHNX
KOpeHeBu KapTOHHI Kopo6Li Bipochapma [AaHyX Npo cuctemy
wa Mepwa chapmakoHarnsgy (BBefeHHs
(Zingiberis BeHrepcbka y3arasibHeHuUX AaHux npo
rhizoma), BioTexHonoriuHa cuctemy dhapmakoHarnsgy,
cofoAKM KomnaHis, 3MiHa YNOBHOBaXeHOI 0co6Y,
KopeHsi YropLumHa; BiiNOBIAAIbHOT 32 3[iICHEHHS
(Liquiritiae KOHTPO/Ib AKOCTI thapmakoHarnsgy; KOHTakTHoOT
radix), Ta [03BiN Ha ocobu 3 hapmakoHarnsgy
menicu Bunyck cepii: 3AT 3asBHUKA ANA 3AiICHEHHS
nueTa "bepew dapma”, hapmakoHarnsgy B Ykpaii,
(Melissae YropwuHa AKLO BOHA BiAMIHHA Bif
folium), YNOBHOBaXEHOT 0CcO6M,
yaro BigNoBiAa/IbHOI 32 34jACHEHHSI
3e/1eHoro dhapmakoHarnsgy (Bkaoyaoum
nnera KOHTaKTHI fiaHi) Ta/abo 3MiHn y
(Theae pO3MilLieHHI macTep-thaiina
viridis cuctemu chapmakoHarnsgy).
folium), [itova pepakuis: Herczeg Diana
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KyPKyMU lidiko (Cepcuer fiaHa 1naiko)
KopeHeBu MponoHoBaHa pepakuis: Barna
wa Ferenc (bapHa ®epeHk). 3miHa
(Curcuma KOHTaKTHUX AaHnX
e YNOBHOBaXXEHOT 0CO6U
xanthorrhi 3as1BHYKA, BignoBigasibHOI 3a
zae thapmakoHarnsag.
rhizoma)
18. | APAHECH darbepoeti | gap6enoe | BO3XA0 | po3uuH gns AmMIXeH Higepna MapkyBaHHs, Higepna BHECEHHS 3MiH [0 3a UA/11437/01/01
n alfa TVH 2 iH'ekujn, 25 €spona HON BTOPVHHE Hon/ peecTpauiiiHiX MaTepiasiis: peyenmo
anbha MKr/mn; no 0,4 mn B.B. nakyBaHHs Ta CLWA 3MiHu Il TUnNY - 3MiHK Woa0 M
y nonepefHL0 BUMYCK Cepii: 6e3nekn/etheKTMBHOCTI Ta

HanoBHEHOMY
wnpwui; no 1
wnpuuy 'y
6nictepi; no 1
6nictepy B
Kopoo6Li

AmpkeH €spona
B.B., HigepnaHaw,;
Bupo6HuyTBO,
nepBuHHE
nakyBaHHs:
AmaXKeH
MaHycdhekuypiHr
Nimiten NNC,
CLIA

thapmakoHarnagy. IHwi 3miHn,
SKi He BBILLAW y Leit po3gin, aki
BK/1I04AIOTb NMOAAHHSA
pe3ynbTaTiB AOCiAKEHb A0
KOMMETEHTHOro OpraHy -
3anBHUKOM AMIKEH €Bpona
B.B., HigepnaHgn HagaHo
OHOBJ/IEHWIA NNaH ynpas/liHHA
pu3vkamu (gani-rnyPpP), sepcisa
11.1 pns nikapcbkoro 3acoby
ApaHecn, po34uH ANs iH'eKuii,
25 mkr/mn; no 0,4 mny
nonepeAHbL0 HaroBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B KOPOOLi; PO3UMH
ons id'exuin, 100 mkr/mn; no 0,3
M1y nonepeiHb0 HanoBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B KOPOOLi; PO34MH
ons id'exuinn, 500 mkr/mn; no 1,0
My nonepesHbLO HanoBHEHOMY
wnpuvyi; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B kKopobuj y
3B'AA3KY 3 NOAAHHAM 3aK/1H0YHOTO
3BiTY MPO AOC/iAKEHHS
20190404, 3a3Ha4eHoro siK
PASS kateropii 3y MNYP, wopo
OL,iHKM 3aCTOCYBaHHsI
epUTPONOEe3CTUMYTIOHUNX
areHTiB y NauieHTiB 3
HEMIENOIAHMMMU 3/10KICHUMM
HOBOYTBOPEHHAMM, LLIO
OTPVMYIOTb iMyHOCYNPECUBHY




40

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Tepanito. 3a3HaueHe BuLLe
OOCnimpKeHHs BUayYeHo 3 MYP
SK 3aBeplueHe. 3a
pesynbTaTamu OCAILKEHHS
TaKoX NepernsHyTo npobaemu
6e3nekn Ta BunyyeHo 3 NMypP
BaXK/IMBMWIA NOTEHLiAHUIA pr3nK
«CMepTHiCcTb Ta/abo
nporpecyBaHHs NyX/IMHU Yn
peumaunB y NaLieHTiB 3 pakom
ab0 pakoM B aHaMHe3i». 3MiHu
BHECEHO 10 YacTuH Il
««Creumndikais 3 6e3neku», Il
«[MnaH 3 dhapmakoHarnagy»,
V«3axoau 3 MiHimizau,i
pusukie», VI «Pe3stome nnaHy
ynpasiHHA pu3mKammn» Ta
nopartkis. MNnaH ynpasiHHA
pu3unkamu Bepcia 11.1
norogxkeHa (eCTD
nocnigoBHicTb Ne 0007).

19.

APAHECH

darbepoeti
n alfa

napbenoe
TUH
anbha

BO3XA0
2

po3uunH ans
iH'ekujn, 100
MKr/mn; no 0,3 mn
y nonepegHb0
HanoBHEHOMY
wnpwui; no 1
wnpuuy 'y
6nictepi; no 1
6nictepy B
Kopoo6Li

AmMIxXeH
€spona
b.B.

Higepna
HAK

MapkyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUMYCK Cepii:
AmpkeH €spona
B.B., HigepnaHaw,;
Bupo6HuyTBO,
nepBuHHe
naxyBaHHs:
AmaXKeH
MaHydhekuypiHr
Nimiten NNC,
CLIA

Higepna
Hon/
CLLA

BHECEHHS 3MiH [0
peecTpauiiiHix MaTepiasiis:
3MiHu 1l TUnYy - 3MiHK Woa0

6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. IHwi 3miHn,
SKi He BBILLAW y Leit po3ain, aki
BK/1I04AIOTb NMOAAHHSA
pe3ynbTaTiB AOCiAKEHb A0
KOMMETEHTHOro OpraHy -
3anBHUKOM AMIXKEH €Bpona
B.B., HigepnaHgn HagaHo
OHOBJ/IEHWIA NNaH ynpas/liHHA
pu3vkamu (gani-rnyPpP), sepcisa
11.1 pns nikapcbkoro 3acoby
ApaHecn, po34uH ANs iH'eKuii,
25 mkr/mn; no 0,4 mny
nonepeAHbL0 HarnoBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B KOPOOLi; PO3UMH
ons id'exuin, 100 mkr/mn; no 0,3
M1y nonepeiHb0 HanoBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B KOPOOLi; PO3UMH
ons id'exuin, 500 mkr/mn; no 1,0
M1y nonepefHbO HanoOBHEHOMY

3a
peyenmo
M

UA/11437/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

wnpuyi; no 1 wnpudy y 6nictepi;
no 1 6nictepy B Kopobui y
3B’A3KY 3 NOAAHHAM 3aK/THOYHOTO
3BiTY NP0 AOC/IAXEHHS
20190404, 3a3Ha4eHoro sk
PASS karteropii 3y MYP, woao
OLIiHKM 3aCTOCyBaHHS
epUTPONOEe3CTUMYTHOHUNX
areHTiB y NawieHTiB 3
HeMIeNOIAHUMN 3/1055KICHUMU
HOBOYTBOPEHHAMM, LLIO
OTPVMYIOTb IMyHOCYNPECUBHY
Tepanito. 3a3HaueHe BuLLe
OOCNimpKeHHs BUayYeHo 3 MYP
SK 3aBeplueHe. 3a
pesynbTaTamu OCAILKEHHS
TaKoX NepernsHyTo npobaemm
6e3nekn Ta BunyyeHo 3 NypP
BaXK/IMBMWIA NOTEHLiAHUIA pr3nK
«CMepTHiCcTb Ta/abo
nporpecyBaHHA NyX/IMHU Yn
peumaunB y NaLieHTiB 3 pakom
ab0 pakoM B aHaMHe3i». 3MiHn
BHECEHO A0 YacTuH Il
««Creumndikais 3 6e3neku», Il
«[MnaH 3 dhapmakoHarnagy»,
V«3axoau 3 MiHimizau,i
pusukie», VI «Pe3stome nnaHy
ynpasiHHA pu3mkammn» Ta
nopartkis. MNnaH ynpasniHHA
pu3unkamm Bepcia 11.1
noromkeHa (eCTD
nocnigoBHicTb Ne 0007).

20.

APAHECH

darbepoeti
n alfa

napbenoe
TUH
anbha

BO3XA0
2

po34nH ans
iH'ekujn, 500
MKr/m; no 1,0 mn
y nonepesHbo

AmMIxXeH
€spona

Higepna
HAK

MapkyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUMYCK Cepii:

Higepna
Hon/
CLIA

BHECEHHS 3MiH A0
peecTpauiiiHnx maTepiasis:
3MiHu Il TUNYy - 3MiHK Woa0

6e3nekn/edeKkTMBHOCTI Ta

HaMnoBHEHOMY AvKeH €Bpona thapmakoHarnagy. IHwi 3miHn,
wnpwui; no 1 B.B., HigepnaHaw,; SKi He BBIALLAW y Leit po3gin, aki
wnpuuy y Bupo6HuyTBO, BK/1I04AI0Tb NMOAAHHSA
6nictepi; no 1 nepBuHHE pe3ynbTaTiB AOCiAKEHb A0
6nictepy B nakyBaHHs: KOMMETEHTHOro OpraHy -
Kopoo6Li AmaXKeH 3anaBHUKOM AMKEH €Bpona
MaHycdhekuypiHr B.B., HigepnaHgn HagaHo
Nimiten N1C, OHOBJ/IEHWIA NNaH ynpas/liHHSA
CLWA pu3vkamu (aani-rNyPpP), sepcis

3a
peyenmo
M

UA/11437/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

11.1 pns nikapcbkoro 3acoby
ApaHecn, po34uH ANs iH'eKuii,
25 mkr/mn; no 0,4 mny
nonepeaHbLO HanoBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B kopobLj; po3yvH
ons iH'ekuid, 100 mkr/mn; no 0,3
My nonepegHbo HanoBHEHOMY
wnpuui; no 1 wnpuuy y 6nictepi;
no 1 6nictepy B KOPOOLi; PO3UMH
ons id'exuin, 500 mkr/mn; no 1,0
M1y nonepeAHbO HanoBHEHOMY
wnpuyi; no 1 wnpudy y 6nictepi;
no 1 6nictepy B kKopobLi y
3B’A3KY 3 NOAAHHAM 3aK/THOYHOTO
3BiTY NP0 AOC/IAXEHHS
20190404, 3a3Ha4eHoro sk
PASS karteropii 3y MYP, woao
OLIiHKM 3aCTOCyBaHHS
epUTPONOEe3CTUMYTHOHUNX
areHTiB y NawieHTiB 3
HeMIeNOIAHUMU 3/105KICHUMU
HOBOYTBOPEHHAMM, LLIO
OTPVMYIOTb IMyHOCYNPECUBHY
Tepanito. 3a3HaueHe BuLLe
LOCNioKEHHS BUTyYeHO 3 MYP
SK 3aBeplueHe. 3a
pesynbTaTamu OCAILKEHHS
TaKoX NepernsHyTo npobaemm
6e3nekn Ta BunyyeHo 3 NMypP
BaXK/IMBUWIA NOTEHLiAHUIA pr3nK
«CMepTHiCcTb Ta/abo
nporpecyBaHHA NyX/IMHU Yn
peumaunB y NaLieHTiB 3 pakom
ab0 pakoM B aHaMHe3i». 3MiHn
BHECEHO 10 YacTuH Il
««Creumndikais 3 6e3neku», Il
«[MnaH 3 dhapmakoHarnagy»,
V«3axoau 3 MiHimizau,i
pusukiB», VI «Pe3stome nnaHy
ynpasiHHA pu3mkammn» Ta
nopartkis. MNnaH ynpasniHHA
pu3nkamu Bepcis 11.1
norogkeHa (eCTD
nocnigosHicTb Ne 0007).

21.

APIHIH

arginine

apridivy

BO5XB0

po34nH ANns

TOB

YKpaiHa

[JouyipHe

YKpaiHa

BHECEHHS 3MiH o

3a

He

UA/20009/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
BOPBAPTC hydrochlor | rigpoxnop | 1 iHdpy3iia, 42 mr/mn; "BOPBAP nignpUeEMCTBO peecTpauiiiHux maTepiais: peyenmo nionsiea
ide na no 100 mny TC "®bapmaTpena" 3MiHn | TUNY - AgMiHICTpaTUBHI M €
KOHTeWHepi 3 PAPMA" 3MiHW. 3MiHa Ha3BW NiKapCbKOro
noninponinexy; no 3acoby.
1 KoHTelHepy B 3MiHa Ha3BM MikapCbKoro 3acoby
KapTOHHii 3aTBepoXeHo:
ynakoBLi Anrio-beTtapriH
3anponoHoBaHo:
ApriHiH BopBapTc
TepMiH BBEAEHHS 3MiH -
NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHV Woao
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
BHeceHO 3MiHV B TeKCT
MapKyBaHHS BTOPUHHOI
ynakoBku (MyHkTn 7, 8, 17) Ta
NepBUHHOT yNakoBKX (NyHKTY 4,
6) nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH - TPOTAroM 6
MicALB Nic/a 3aTBePIKEHHS.
22. | APMALIH - 2-eTnn-6- NO7XX pO34nH ons TOB HB® | YkpaiHa | BignoBigasibHWii 3a | YkpaiHa BHECEHHS 3MiH 40 3a He UA/9896/01/01
MeTun-3- iH ekui, 50 mr/mn, | «MIKPOXI BMPOGHMLTBO Ta peecTpauiiiHux maTepiasis: peyenmo nionsea
rigpokeumni no 2 M1 B amny”ni; M» KOHTpO/b/ 3MiHu | TUNY - 3MiHK 3 SKOCTI. M €
puanHy no 5 amnyny BMNPOOGYBaHHSA, He oTOBMIA Nikapcbkuni 3aci6.
cyKuuHat Kacerti; no 2 BKJ/IHOYa0UU 3MiHM Yy BUPOGHMLTBI. 3aMiHa
KaceTun B nauii 3 BUMYCK Cepii: abo BBefieHHA A04ATKOBOT
KapTOHY MpuBaTHe OiNbHUL BUPOBHULTBA A4/15
akLioHepHe YyacTnHM abo BCbOro
TOBapPUCTBO BMPOGHMYOro NpoLecy roToBoro
"Jlekxim-XapkiB", NiKapcbkoro 3acoby (ginbHuLsA,
YKpaiHa, Ha Skl NpoBOAATLCS By Ab-SKi

BiiNOBIgabHWIA 3a
BMNYCK cepii, He
BK/IHOHAI0UM
KOHTpO/b/
BMNPOOYBaHHSA
cepii:

TOB HB®
«MIKPOXIM>»,
YKpaiHa,
BiiNOBIgabHWIA 3a
BUPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE

BMPOGHUYI CTagji, 3a BUHATKOM
BMNYCKY Cepii, KOHTPOJIIO AKOCTi
Ta BTOPMHHOTO MakyBaHHA A1
CTEpPUIbHUX NiKapCbKuX 3acobiB
(BKKOYaOUM BUPOGIEHI
acenTUYHNUM MEeTOA0M), Kpim
niKapcbKkux 3acobis
6i0N0riYHOro/iMyHO/I0TYHOTO
noxomxkeHHs) CynyTHA 3MiHa -
3MiHK 3 siKoCTi. FOTOBUIA
NiKapCbKuiA 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBE/IEHHS1 0aTKOBOT AiIbHUL
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nakyBaHHs, BMPOOHMLTBA 4151 YaCTUHM abo
KOHTPO/b/BUNPO6Y BCbOr0 BMPOGHMYOro npouecy
BaHHSA, He roTOBOrO NiKapCbKOro 3acoby
BK/IHOHAI0UM (BiNbHMLA AN BTOPUHHOTO
BUMYCK Cepii: nakyBaHHs) - 3MiHM 3 KOCTI.
AT «dapmak», [oTOBMIA NikapcbKuii 3aci6.
YkpaiHa 3MiHM Y BUPOBHULTBI. 3amiHa

abo BBeAEeHHSA 404ATKOBOT
AiNbHULI BUpOGHMLTBA AN1S
yacTHK abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (ginbHMLA
AN NePBUHHOTO NakKyBaHHS)
BBE/eHHS BUPOOHNYOI AiNbHUL
- AT «®apmak», YkpaiHa,
BiANOBIAA/ILHOIO 3a
BMPOBHMLTBO, NEPBUHHE Ta
BTOPUHHE MakyBaHHA. Y 3B'A3KYy
3 BBEZleHHAM [04aTKOBOI
AinbHuUi BUpobHuuTBa (AT
"®apmak') - 3aTBEpAKEHHS
[08aTKOBOro TEKCTY
MapKyBaHHS! yNaKkoBKU
nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu |
TUny - 3MiHM 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO iKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(iHwi 3miHW) CynyTHS 3MiHa -
3MiHu 3 aKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsA
roTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHM y MeTogax
BMNPO6YBaHb (BKOUAUM
3amiHy abo JONOBHEHHS))
BHECEHHS 3MiH [10
Cneuudpikauii/MeTopgis
BMNPOOYBaHHA 3a NOKa3HUKOM
"laeHTudpikalia”, 3okpema: - ans
AQ| 2-eTnn-6-meTUN-3-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TiAPOKCUNIPUANHY CyKLMHAT" -
3amiHa meToay
cnekTpodhoToMeTpii Ta MeToay
TWX Ha BEPX; - gna A®l
BypLliTvHOBa KMcnoTa - 3aMiHa
AKiCHOI peakuji (konbopoBa
peakuisi Ha pe3opuUmH) Ha MeTos,
BEPX; - onsa A®| HaTpito
MeTabicynbgiT - BBEAEHHS
SAKICHOI peakLuii Ha cynbgatu.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHK
y MeTogax BunpobysaHb
(BKntOvatoun 3amiHy abo
[OMOBHEHHS)) BHECEHHS 3MiH 10
MeTOoAiB BUNpobyBaHHs M3,
30kpema: 3miHa meTogy TLUX Ha
BEPX 3a nokasHnkom
"CynpoBiZHi AOMiLLKN".
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNsA 3aTBEPPKEHHS.
3MiHY | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN
y MeTogax BunpobysaHb
(BKntOvatoum 3amiHy abo
[OMOBHEHHS)) BHECEHHS 3MiH 10
MeTOoAiB BUNpobyBaHHsA M3,
30Kpema: 3miHa meToay
cnekTpochoTomeTpii Ha BEPX 3a
nokasHukom "KinbkicHe
BM3HAYEHHS. 2-eTWUN-6-meTun-3-
rigpOKCUMIpUANHY CyKUMHaT".
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSILB NiCNs 3aTBEPLKEHHS.
3MmiHu | TURY - 3MiHK 3 SKOCTI.
OTOBMIA NiKapcbKuii 3acib.




46

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

CT1abifibHICTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHW)
3MiHa B ymoBax 36epiraHHs
roTOBOrO /liKapCbKoro 3acoby.
3aTtBepaxeHo: 3bepirati B
opuriHanbHil ynakosLj npu
Temneparypi He Buwye 30°C.
3anponoHoBaHo: 36epiratv B
opuriHanbHil ynakosLj npu
Temneparypi He Buiye 25°C.
3MiHM BHECEHO B pOo3Ain "YMoBU
36epiraHHa" B IHCTPYKLUi0 AN
MeAMYHOro 3aCTOCYBaHHA Ta AK
HacnifoK - y TeKCT MapKyBaHHS
YNakoBKM NikapCbKoro 3acoby.
BeefieHHs 3MiH npoTsrom 6-n
MiCALiB Nicnsa 3aTBepIKEHHS.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpO6HUYOI
OinbHUUI (BKNOYaKOUN AiNbHUL
o1 A®l, NpOMKHOTO NPOAYKTY
ab60 rotoBOro Nikapcbkoro
3acoby, AinbHuLi Ans
NpoBefEeHHS NaKyBaHHs,
BMPOGHMKA, BiAMoBifaIbHOTO 3a
BUMYCK Cepiii, MicLe
NpoBeAEHHA KOHTPOIO cepii)
ab0 nocravasibHMKa BMXiAHOTO
MaTtepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLO
3a3HaYeHo y [OCbE)
BWU/TyYEHHS BUPOBHMYOT
AinbHUU, WO BigNoBiAaE 3a
BMPOGHMLITBO,
KOHTPO/1b/BUNPOBYBaHHSA cepil,
BK/IOYarouy Bunyck cepii M3 -
TOB HB® «MIKPOXIM»
YkpaiHa, (agpeca: 93000,
JlyraHcbka 061., M. Py6GixHe,
BYN. fleHiHa, 6ya. 33). Y 3B'A3ky
3 BU/TyYEHHSIM BUPOOHMYOT
AinbHuui TOB HB®
«MIKPOXIM» 3a agpecoto:
YKpaina, 93000, J/lyraHcbka
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
061., M. Py6ixHe, Byn. JleHiHa,
6yA. 33 BUTYYEHO IHCTPYKLItO

AN MeAUYHOro 3acTOCyBaHHs
Ta TEKCT MapKyBaHHS ynakoBKu
nNikapcbKoro 3acoby Ans ujiei
BMPOGHMYOT AinbHULI. BBEAEHHSA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepakKeHHs. 3MiHu |
TUny - 3MiHK 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi
(mOMOMIKHUX peYOBMHAX)
roTOBOrO JlikapCbKoro 3acoby
(iHLWi 3MiHW) BHECEHHSA 3MiH 40
cKnagy AONOMDKHVX PeYOBUH
['N13, 30kpema: gogaBaHHsA
aHTUOKCMAAHTY HaTpito
mMeTabicynbqiTy. AHTUOKCMAAHT
6yB AofaHWA ANs iHri6yBaHHSA
NPOLECIB OKACHEHHS 3
KOHLUeHTpauieto 1 mr/mn. 3MiHu
BHECeHO y po3ain "Cknag"
(BONOMDKHI peYOBUHY) B
iHCTpYKLil0 ANs MeanyHOro
3aCTOCyBaHHA Ta Ik HacNifokK - y
TEKCT MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepakKeHHs. 3MiHu |
TUny - 3MiHK 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHs cneuudikawii
HOBWM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHSA) BHECEHHS 3MiH

BBEJEHHS HOBOTO NMOKasHMKa
AakocTi "KinbkicHe BU3HaYeHHs

HaTpito MeTabicybgiTy" 3
KpUTEPISMU NPUAHATHOCTI Ha
Bunyck: Big 0,90 mr-1,10 mr Ta

0o Cneuundoikauii M3, 3okpema:

Ha TepMiH npuagaTHocTi: Big 0.50
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Mr o 1,10 mr. BBeieHHS 3MiH

NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHK 3 aKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BMNPO6YBaHb abo A0NyCTUMMUX
MeX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac
BMPOBHWLITBA FOTOBOrO
nikapcbKoro 3acoby (gofaBaHHA
HOBOrO MeTOoAy BUNPOGYBaHHSA
Ta AONYCTUMUX MEX) BHECEHHS
3MiH [0 KOHTPOJIIO Mif yac
BMpOGHMUTBa 13, 30Kkpema:
[oAaBaBaHHA KOHTPOHO 3a
nokasHukom "KinbkicHe
BU3HAYEHHA HaTPito
MeTabicynbiTy" 3 Bi4NOBIAHNM
MeToA0M BUMPOGYBaHHS (MeTop,
TUTPYBaHHS).
BBeneHHs 3MiH NpoTAroM 6-tu
MicSILLB NiCNsA 3aTBEPLKEHHS.
3MiHn | TUnYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn)
OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
yMnakoBKM MikapCbKoro 3acoby, a
came BWy4YeHO iHdhopmaLito,
3a3HayeHy pocifiCbKoK MOBOIO,
Ta BHECEHO He3HauHi peAakuiliHi
npasku. 13 po3giny "BupobHuK"
IHCTPYKUT AN MeguyHoro
3aCTOCyBaHHSA BUTYYEHO
BMPOGHWKA, SIKUIA He BignoBigae
3a BUNYCK cepil. BBeeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

[ofaBaHHA AiNbHUL, Ha SKiiA
3[iiCHI0ETbCSA
KOHTPO/b/BUNPOGYBaHHSA cepil)
BBEEHHS BUPOOHNYOT AiNbHULL
- AT «®apmak», YKpaiHa, Ha
AKili 34iiCHIOETLCSA BUPOOHMLITBO
Ta KOHTPONb/BUNPOGYBaHHS
cepii N3, He BIOYaOUM
BWMNYCK cepii. BBeAeHHS 3MiH
NPOTArom 6-Tn MicALiB nicns
3aTBEpPLKEHHSA. 3MiHu Il Tuny -
3MiHu 3 aKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NpY
BMPOOHULITBI rOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHu)
BHECEHHSA 3MiH y npouec
BUpo6HMLUTBA 13, 30Kpema:
3aMiHa BYr1EKMCNOTN Ha
CTUCHEHWIA a30T nig Yac
inbTpaLii po3urHy, a TakoX Ha
eTani HanoBHEHHSA Ta 3anaiku
amnyn. BHacnigok umx
TEeXHONOrYHUX 3MiH, 40 ckiagy
N3 HeobxigHO gogatn
aHTVOKCWMAAHT HaTpilo
MeTabicynbit. 3MiHN
06yMOB/IEHHI BBEJEHHSA HOBOI
AinbHUUI Ana BUpo6HuyTBa MN3.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MiCNs 3aTBEPAKEHHS

23.

ACAKON®

Mesalazin
e

Mecanasu
H

AO7ECO
2

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI
no 800 wmr; no 10
Tabnetoky
6nicTepi; no 5 abo
no 6 6nictepis y
KOpOO6LLi 3 KAPTOHY

Tinotc
Papma Al

LBelina
pis

Brpo6HMLTBO
Hepo3chacoBaHoi
npoaykuii,
nepBuUHHAa Ta
BTOPVHHA
ynakoska: Xaynt
dPapma BronbiHr
M6X, HimeuunHa,;
Brnpo6HMK,
BignoBigasnbHWi 3a
BUNYCK cepili:

Himeuun
Ha/
LLiseliya
pis

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNPOGYBaHb abo J0NyCTUMMX
MeX, BCTAHOBNEHNX Y
cneuudikadisx, nig yac
BMPOBGHMLTBA rOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHu)
BuaaneHHs BunpobyBaHHs

3a
peyenmo
M

UA/4770/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

Tinotc ®apma AT,
Lsenuapis

«[epeBipKa AKOCTi
repmeTusadii», 0CKifibkun
anbTepHaTUBHUI MeTof —
BaKyyMHW TECT — BXe
3aTBEPKEHUI 0151 KOHTPOSTO
LinicHOCTi ynakoBku. Takox
BHECEHO pefakLUiliHi 3MiHK [0
po3giny 3.2.P.3.3 3MiHu | Tuny -
3MiHu 3 aKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOGHWLTBA FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW)
OHOBEHHS onucy MeToay
npoBefeHHs BaKyyMHOro TecTy
LUAIAXOM 3aMiHW 3arasibHoro
TEPMiHY «BHYTPILLHI iIHCTPYKLLiT»
Ha BiZNOBIAHWIA TN MeToAy -
"BakyyMHuii TeCT: TeCT i3 CUHIM
6apBHVKoM (Npnban3sHo 0,6 bap,
2 xB) ab0 NpuYHaiMHi
ekBiBasIeHTHUI MeToA". MeTop,
BUNPOBYBaHHSA 3a/IMLLIAETLCA
HEe3MiHHUM 3MiHN | TRy - 3MiHK
3 fKOCTi. FoTOBUIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHu BUNpobyBaHb abo
[0NyCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx,
nig Yyac BUPOGHMLITBA FOTOBOMO
nikapcbKoro 3acoby (iHLWi 3MiHW)
3anponoHoBaHa 3miHa nonsrae
B TOMY, LU0 A/1A XapakTepucTukn
BMNPOGYBaHHSA Npu NpoBefeHHI
BakKyyMHOro TecTy 3aMiHeHO
BMpas «LlinicHicTb repmeTu3awii
yNakoBKM» BiflbLL TOYHUM
hopMy IHoOBaHHAM, LLO
CTOCYETLCA CaMOro TecTy Ta
NPSIMO BKa3ye Ha pe3ynbTaT
nepesipku, TO6TO "NpoinTn
BMNpoGyBaHHA" 3MiHu | TNy -
3MiHK 3 sKocTi. FoTOBUIA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOBHWLTBA FOTOBOTO
nNiKapcbkoro 3acoby (BUyYeHHs
HecCyTTEBOro BUNPOOYyBaHHSA B
npoveci BUpobHULTBa)
BupaneHHs
BHYTPILUHbONPOLLECHOrO
koHTponto (IPC) «lMepdopauis
6nictepiB» 3MiHu | TUNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKaPCbKN
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHV BUNpo6yBaHb abo
[ONyCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx,
nif, yac BUPOBHULITBA FOTOBOrO
NikapcbKoro 3acoby (BUIyYEHHs
HecyTTEBOro BUNPOOYBaHHSA B
npoueci BUPOOHULTBA)
BuyUYeHHs! KOHTPOSIHO 3MIHHUX
AaHux, a came «lepeB.ipku
HoMmepa KOpPOoGKU» Ha NePBUHHMX
i BTOPMHHMX NakKyBaslbHUX
Marepianax 3MiHu | Tuny - 3MiHn
3 fKOCTi. FoTOBUIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHu BUNpobyBaHb abo
[0NyCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx,
nig Yyac BUPOGHMLITBA FOTOBOMO
nNiKapcbkoro 3acoby (BUyYeHHs
HeCyTTEBOro BUNPOOYBaHHSA B
npoveci BUpobHULTBa)
BuayyYeHHs KOHTPOSIO 3MIHHKX
AaHunx, a came «[1paBu/ibLHOIO
MapKyBaHHs 6ricTepa/kopo6km»
Ha NePBUHHUX | BTOPUHHKX
nakyBaJIbHUX MaTepiasiax

24.

ATPAKYPIN
KAJILEKC

atracurium

aTpakypito
6ecunar

MO3ACO
4

PO34MH Ana

iH ek 10 mr/mn;
no 2,5 mn abo no
5 mn B amnyri; no
5 amnyny

AT
"Kanuexc"

Natsia

BCi cTagii
BMPOGHNYOTrO
npouecy, Kpim
BUNYCKyY cepii:
XBEM ®apma

Cnosau
ynHa/
NaTtBis

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocCTI/lE-
cepTudikat BiANOBIAHOCTI

3a
peyenmo
M

UA/17083/01/01




Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
KOHTYpHilA c.p.o., €Bponeiicbkiii
YapyHKOBIl CnosayvumnHa; thapmakonei/moHorpadii.
ynaKkoBLi BUPOGHWK, SKWiA MoaaHHA HoBOro abo
(nigaoHi); no 1 Bignosigae 3a OHOB/IEHOTO cepTudikaTa
KOHTYPHIli KOHTPO/b BiANOBIAHOCTI 260 BUNYYEHHS
YapyHKOBIl cepii/BnnpobyBaHH cepTudpikaTa BiANOBIAHOCTI
ynakoBLi a: AT "IpiHgekc", €Bponeiicbkiil hapmakonei: ans
(niagoHy) B navuyj NaTBisi; BUPOGHUK, Adl; gns BuxigHoro
i3 KapTOHY SIKWIA BignoBigae Marepiany/peareHTy/npoMiXXHOTo

3a BUMYCK cepii:
AT "Kanuekc",
NarsisA

npoaykTy, Wo
BMKOPVCTOBYIOTbCSH Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBneHWit cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOGHYMKA.
MopgaHHA oHoBrieHoro CEP Big,
BXE 3aTBEPKEHOr0 BUPOOHMKA
A®| — Atpakypito 6ecunat
/Atracurium besilate: CF Pharma
Ltd. (CEP holder: CF Pharma
Ltd.) No. CEP 2020-436-Rev 02.
[itova pepakuis:
RO-CEP 2020-436-Rev 01
Name of holder:
CF Pharma Ltd.

Kén. u.5
Hungary-1097 Budapest
Production of Atracurium

besilate

CF Pharma Ltd.

Kén. u.5
Hungary-1097 Budapest
MponoHoBaHa pegakuis:
CEP 2020-436-Rev 02

Details of holder:
CF Pharma Ltd.

Kén. u.5
Hungary-1097 Budapest
SPOR ORG ID: 100022980
SPOR LOC ID: 100031712
Site(s) of production of the
substance:

CF Pharma Ltd.

Kén. u.5
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Hungary-1097 Budapest
SPOR ORG ID: 100022980
SPOR LOC ID: 100031712

25.

ALL® NTOHT

acetylcyst
eine

aueTtunumn
CTeH

RO5CBO
1

TabneTky wunyui
no 600 mr; no 10
abo 20 TabneTok y
Ty6i; no 1 Ty6i B
KapTOHHiIin KopooL,i

CaHpo3
dapmacb
loTiKan3

a.4a.

CnoBeHi
A

BUMYCK Cepii:
Cantotac ®apma
M6X, HimeuunHa;
BMPOGHMLTBO "in
bulk", nepBuHHe i
BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib Cepil:
Xepmec dapma
'm6X, HimeyunHa

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiiHix MaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkmii 3aci6.
3MiHM Yy BUPOOHMUTBI. 3amiHa
abo BBeAeHHS [04aTKOBOI
AiNbHULI BUpOBHULTBA 415
4acTHM abo BCLOro
BMPOGHNYOro NpoLecy rotoBoro
NikapcbKoro 3acoby (iHLwi 3MiHu)
3a3HavYeHHs1 BUPOBHNUNX
hyHKLil ANA BXe 3aTBEpPLKEHNX
BMPOGHUKiB /13 y BiANOBIAHOCTI
[0 3aTBEPA)KEHOr0 Po3giny
3.2.P.3.1. BUpPOGHMKM. 3MiHK
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
"BUpO6HUK",
"MicuesHaxomKeHH1 BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
oro gisanbHocTI" 3 BiANOBIAHUMM
3MiHaMM B TEKCTi MapKyBaHHS
ynakoBOK. BBefjeHHs 3MiH
NpoTArom 6-T MicALIB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHV BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI
yNaKoBKM NiKapCbKoro 3acoby y
nyHkTn 11, 17 Ta B TeKCcT
MapKyBaHHs NepBUHHOT
yNakoBKM Y NYHKT 6. BBeAeHHA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepikeHHs

6e3
peyenma

nionsiea
€

UA/6568/01/01

26.

BEH3VUNANM
ETUN[3-
(MIPICTOINA
MIHO)NPOI
NJAMOHIIO
Xnopug

6eH3unan
MeTun[3-

(mipicToin
amiHo)npo
ninjamoHi
10 Xnopug,

MOPOLLIOK
(cybeTaHuis) y
6aHKax
noniMepHux gns
thapmaueBTU4HoOr
0 3aCTOCYBaHHS

TOB
"BAJTAPTI
H
PAPMA"

YkpaiHa

TOB "BANTAPTIH
DAPMA"

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3wmiHa 3assHuka /13 (MIBIT)
(BnacHvika peecTpadjiHoro

NnocBiJYeHHs) (3rifHO Hakasy
MO3 Big 23.07.2015 Ne 460)

UA/19931/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
MOHOrIAPA
T
27. | BO3EHTAH bosentan 603eHTaH C02KXO0 | Tabnetku, BKpUTI 3eHTiBa, Yecbka Bignosigae 3a Kinp/ BHECEHHS 3MiH 0 3a He UA/16744/01/02
3EHTIBA (ysurnagi | 1 nNiBKOBOO K.C. Pecny6n BUMYCK Cepii: KaHapa peecTpaLiiiHix MaTepianis: peyenmo nionsiea
MOHoOrigpa 060/10HKOH0, MO ika dapmacaitHc 3MiHu | TMNY - 3MiHK WoA0 M €
TY) 125 wmr; no 14 IHTEepHeLleHN 6e3nekn/eheKTUBHOCTI Ta
Tabnetok y Nimitea, Kinp; thapmakoHarnsgy. 3miHa y
6nictepi, no 4 BMPOGHMLTBO "in KOPOTKIli XapakTepucTuLi
6nictepn y bulk", TecTyBaHHs: nikapcbKoro 3acoby, TEKCTI
KapTOHHIN navui [eHBioH MapKyBaHHA Ta IHCTPYKUIT A5
Kopnopeiiwenc, MeAMYHOro 3aCTOCYBaHHS Ha
KaHaga; nepBuHHe nigcTasi perynsipHo
Ta BTOPUHHE OHOB/IIOBAHOIO 3BITY 3 6e3neku
nakyBaHHs: MNCI niKkapcbKoro 3acoby, abo
dapma Cepsalici3 LOCnimKeHb 3 6e3nekn
KaHapa, IHK., 3aCcTOCyBaHHSA NikapcbKoro
KaHaga; 3acoby B nicnsipeecTpauiiHnii
TeCTyBaHHS: nepiod, abo Ak pe3ynbTart
dapmacaiiHc IHk., OL|iHKW 3BITY 3 JOC/IKEHD,
KaHaga npoBeAeHVX BigMnoBigHO A0
nnaHy negjiaTpuyHnX
pocnigxeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco6nM1BOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii" BignoBigHO 40
OHOB/EHOT iHhopMaLii 3
6e3neku fjtoyoT pevoBUHN.
BBeAeHHs 3MiH MPOTAroM 6-Tu
MiCALiB Nic/1a 3aTBePIKEHHS.
28. | BO3EHTAH bosentan 603eHTaH CO02KX0 | TabneTku, BKpUTI 3eHTiBa, Yecbka Bignosigae 3a Kinp/ BHECEHHS 3MiH [0 3a He UA/16744/01/01
3EHTIBA (ysurnagi | 1 nAiBKOBOO K.C. Pecny6n BUMYCK Cepii: Kanaga peecTpauiiiHux maTepiasis: peyenmo nionsiea
MOHorigpa 060/10HKO, NO ika dapmacaiHc 3MiHu | TUNY - 3MiHK Woa0 M €
TY) 62,5 mr; no 14 IHTEepHeLeHn 6e3nekn/ethekTMBHOCTI Ta
Tabnetok y Nimitea, Kinp; thapmakoHarnsgy. 3miHa 'y
6nicTepi, no 4 BMPOGHMLTBO "in KOPOTKili XapakTepucTuL,i
6nictepn y bulk", TecTyBaHHs: NiKapcbKoro 3acoby, TekcTi
KapTOHHI nauui "eHBioH MapKyBaHHS Ta iHCTPYKUiT Ans
KopnopeiiweHc, MeAMYHOro 3aCTOCYBaHHS Ha
KaHapa; nepsuHHe nigcTasi perynspHo
Ta BTOPUHHE OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
nakysaHHs: MCI nikapcbkoro 3acoby, abo
Papma Cepsaiicis OocnifKeHb 3 6e3nekn
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KaHapa, IHK., 3aCTOCYyBaHHSA NiKapcbKoro
Kanaga; 3acoby B nicnsipeecTpavuiiiimi
TeCTyBaHHS: nepiod, abo Ak pe3ynbTar
dapmacaiiHc IHk., OL}iHKM 3BITY 3 AOCNIAKEHD,
Kanaga npoBefeHunX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOT0 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"Oco61mBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuyji" BiANoBIgHO A0
OHOB/IEHOT iHhopMaLlii 3
6e3nekun 4ityoi pevyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSILLIB NiCNs 3aTBEPPKEHHS.
29. | BPIHTENIK vortioxetin | BopTiokceT | NO6AX2 | TabneTku, BKpUTI Nynpbek [JaHis BMPOGHMLTBO 3a [JaHis BHECEHHS 3MiH [0 3a He UA/14150/01/02
(o4 e WHY 6 NNiBKOBOKO EkcnopT NOBHMM LK/TOM: peecTpauiiiHix MmaTepiasiis: peyenmo niosnsiea
BUrNaai 060/10HKot0, no 10 A/C X. Nynpbek A/C, 3MiHu | TUNY - 3MiHK Wwoao M €
BOpTIiOKCeT mr no 14 TabneTok [aHis; nepBuHHe 6e3nekn/edeKkTMBHOCTI Ta
NHY y 6nicTepi; no 2 Ta BTOPUHHE hapMakoHarnisgy. 3miHa y
rigpo6pom 6nictepn y nakyBaHHs: KOPOTKili XapakTepucTuL,i
iay KapTOHHI Kopobuj Enasadapm, NikapcbKoro 3acoby, TEKCTI
dpaHuis; MapKyBaHHS Ta iIHCTPYKUIT Ans
BUMPOBYBaHHA 3a MeAMYHOro 3aCTOCYBaHHS Ha
NOKa3HNKOM nigcTasi perynspHo
"Mikpo6ionoriyHa OHOB/OBAHOTO 3BITY 3 6e3nekn
ymcToTa™: nikapcbkoro 3acoby, abo
EypocpiHc [ocnigpKeHb 3 6e3nekn
Biochapma 3aCTOCyBaHHS NlikapCbkoro
MpopakT TecTiHr 3acoby B nicnspeecTpauiiiHmi
Jenmapk A/C, nepiog, abo sk pesynbTart
[Janis OL}iHKM 3BiTY 3 AOCNIQKEHD,

npoBefeHVX BignoBigHo A0
nnaHy negjiaTpuyHnX
pocnigkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKLUIT
ONs MeAUYHOro 3acToCyBaHHS
nNiKapcbkoro 3acoby y po3ain
"Mob6iyHi peakuii" BignoBigHO 40
OHOB/EHOT iHhopMaLii 3
6e3nekun Aito4oi pevoBUHM 3rifHO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

pekomeHpauii PRAC. BBefeHHs
3MiH NpPOTAroM 6-Tn Micauis
nicns 3aTBepmkeHHs. 3miHu I
My - 3MiHKU Woa0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKUIiT Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapCcbKoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOC/IAKEHb,
npoBeAeHVX BigNoBIAHO A0
nnaHy negiaTpuyHux
pocnipxeHs (PIP) (3miHa
noTpebye NoAanbLIOro
06I'PyHTYBaHHSI HOBUMM
[04aTKOBUMY AaHUMK) 3MiHN
BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs
rpyAAto"” BignoBigHo oo
OHOB/EHOT iHhopMaLlii 3
6e3nekun Aito4oi pevoBVHN 3rigHO
pekomeHpauii PRAC. BBeeHHS
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAkKeHHs

30.

BPIHTE//IK
C

vortioxetin
e

BOpTiOKCeT
UHYy
BUrNAAI
BOpTiOKCeT
NHY
rigpobpom
iny

NO6AX2
6

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO10, N0 5
Mr no 14 TabneTok
y 6nictepi; no 2
6nictepn y
KapTOHHI Kopobui

NyHp6ek
Ekcnopt
AIC

[aHis

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
X. NyHabek A/C,
[aHis; nepBnHHe
Ta BTOPUHHE
nakyBaHHS:
Enasdapm,
PpaHLis;
BMNPOOYBaHHS 3a
NOKa3HNKOM
"MikpobionoriyHa

[aHis

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y

KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku

3a
peyenmo
M

He
nionsiea
€

UA/14150/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
yuctoTa™ nikapcbkoro 3acoby, abo
EypocpiHc OocnifpKeHb 3 6e3nekn
Biodhapma 3aCTOCYBaHHS NiKapCbKoro
MpogakT TecTiHr 3acoby B nicnspeecTpaviiiHmii
[enmapk A/C, nepiog, abo sik pesynbTart
[OaHis OLiHKM 3BITY 3 AOC/IIKEHb,

npoBeAeHVX BigNoBIgHO A0
nnaHy negiaTpuyHux
pocnipxeHs (PIP) (3MmiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHN BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby y po3gin
"Mo6iuHi peakuii" BignoBigHO 40
OHOB/EHOT iHhopMaLii 3
6e3nekun Aito4oi pevoBVHN 3rigHO
pekomeHpauii PRAC. BBeeHHS
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3miHu I
TMny - 3MiHN WoAo
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimpxkeHsb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpauiiiHmi
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHNX BigNoBigHO A0
nnaHy negjaTpuyHnX
pocnipxeHb (PIP) (3miHa
noTpebye NoAanbLIOro
06r'pyHTYBaHHSA HOBUMU
[0[AaTKOBUMU AaHnMKn) 3MiHN
BHECEHO A0 iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
rpyaar” BignoBigHo fo
OHOB/IEHOT iHdopMaLlii 3
6e3nekun Aito4oi pevOBVHN 3rigHO
pekomeHpauii PRAC. BeegeHHs
3MiH NpPOTAroM 6-Tn Micauis
nicns 3aTBepAkKeHHs
31. | BITANPOCT - niocpinizoB | G04BX cynosuTopii TOB "$3 YkpaiHa | TOB "®3 "CTALA" | YkpaiHa BHECEHHS 3MiH [0 6e3 He UA/20968/01/01
POPTE aHuii 3 peKkTasibHi, He "CTALA" peecTpavuiiiHiX MaTepiasiis: peyenma nidsnsiea

BOZHOrO MeHLwe 0,008 r; no 3MiHu | TUNY - AOMiHICTPaTUBHI 5

PO3UnHY 5 cynosuTtopiis y 3MiHW. 3MiHa HaliMeHyBaHHs

eKCTpakT KOHTYPHili Ta/abo agpecu 3asBHMKA

nepegmixy YapyHKOBIl (BnacHvika peecTpadjiiHoro

poBoi ynakosLi, no 2 noceig4yeHHs). 3miHa

3a103u1 KOHTYPHI HaliMeHyBaHHS 3asiBHMKa

6uKiB, YapyHKOBI (BnacHvika peecTpadjiiHoro

oTprMaHu ynakoBKM y navi 3 nocsigyeHHs) 3 TOB "®3

1 WNsXom KapTOHY "BIO®PAPMA" Ha TOB "®3

eKcTpakuii "CTALA". TepMiH BBEAEHHS

3MiH- MPOTArom 6-Tv MicsauiB
nicna 3aTBepAKEHHS. 3MiHN |
TMNY - AOMIHICTPATUBHI 3MiHU.
3MiHa HalimeHyBaHHA Ta/abo
agpecy Micus MPoBadKEHHS
OisANbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BK/OUaum
OinbHWU BUNYycKy cepii abo
MicLie NPoBEeEHHS KOHTPO/IHO
SKOCTI. (QiSNIbHICTb, 3a 5Ky
BiANoBigae BUpoGHWK/iMnopTep,
BK/IOHAK0UM BUNYCK Cepiit).
3MiHa HaliMeHyBaHHS
BMpOGHMKa 3 TOB "®3
"BIO®APMA" Ha TOB "3
"CTALA".
3MiHV BHECEHO B iHCTPYKLi0 AN
MeJIM4YHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
«BVpO6HVK»; BiANOBIAHI 3MiHU
BHECEHI B TEKCT MapKyBaHHs
YNaKoBKM NiKapCbKOro 3acooby.
TepMiH BBEAEHHS 3MiH-
NpoTArom 6-T MicALIB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Woao
6e3nekn/edeKTMBHOCTI Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

dhapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3aranbHeHuX
[aHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0CO6U,
BignoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy (Bkirouaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLieHHI macTep-chaiina
cuctemu chapmakoHarnsgy).
3MiHa KOHTaKTHMX AaHnX
yMNOBHOBaXeHOT 0cobum
3asBHVKa, BignoBigasibHOI 3a
thapmakoHarnsg. 3miHa Homepa
mMacTep-aiina cucremu
chapmakoHarnsgy.

UA/6180/01/01

32.

FEKCACIPE
n

6iKNOTMMO
n

RO2A

cnperi
0pOMYKO3HUIA, 750
Mr/30r;no30ry
aepo30/IbHOMY
chnakoHi; no 1
hNaKoHy B
KapTOHHiIi1 KopooL,i

NabopaTo
oif
Bywwapa
Pekopgaari

dpaHuis

NabopaTopii
Bylwapa
Pekopgaari

dpaHuis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkni 3aci6.
KOHTposb roToBOro nikapcbkoro
3aco6y (iHLUi 3MiHW1) OHOBJIEHHS
BXE 3aTBEPIKEHUX METOAIB
KOHTpoOsIto siKocTi /13, a came
BUK/TAAlEHHA TEKCTY [lepXXaBHO
MOBOHO 3TiJHO Cy4yacHUX BUMOT,
a TaKoX BHECEHHS HE3HAYHUX
KopurysaHb fo po3ginis MKA N3
«Onue», «Tuck», «LLBnakictb
nogaui», «KinbkicHe
BU3HAYeHHs. BiknoTumon»,
«KinbkicHe BU3Ha4eHHs. CnmpT
6eH3noBuiA Ta
mMeTuanaparigpokcnbeHsoaT»,
«KinbkicHe BU3HAYEHHS.
[uHaTpito egetar» ans
npvBefieHHA A0 po3ainy

6e3
peyenma
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3.2.P.5.2. Takox 3MiHEHO MeTo[,
KOHTPO/IIO 3a NOKa3HWUKOM
«Onuc» B Cneupndpikadii (Ha
BMNYCK Ta TePMiH NpUAaTHOCTI),
a came 3a3HayeHo
«OpraHofIeENTUYHO» 3aMiCTb
«Bi3yasIbHO». TaKOX YTOUHEHHS
Ha3Bu po3giny Cneuudikauii
'N3 (3aTBEpPAKEHO: CEpEaHS
maca, 3anponoHOBaHO:
[ocTaBneHa maca, 6e3 3MiHn
meToay), Ta «KinbkicHe
BU3HauYeHHsA. [lnHaTpito egetar»
(3aTBEpMKEHO: HaTpIlO edeTar,
3anpornoHoBaHo: AMHATPIO
epetar). 3MiHu | Tuny - 3MiHK 3
AKOCTI. [OTOBWIA NikapCbkuii
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTodax BUNPO6yBaHHSA
rOTOBOrO /liKkapCbKOro 3acoby
(BnNyyeHHst meToay
BMNPOGYBaHHS, AKLLO BXe
3aTBEPIKEHWIA aNlbTepPHATUBHWIA
METO/A) BUSTYYEHHS
anbTepHaTMBHOIO MeToay
BUMPOOYBaHHS A1 NOKa3HUKa
«lgeHTundikavis. biknoTumon»
meTogom TLX (Eur. Ph. 2.2.27)
i3 Cneuudikauii Ha BUMycK Ta
METOAIB KOHTPOJt0. 3MiHM | TUny
- 3MiHu 3 saKocTi. FoToBUi
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cneuudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(BUNYYEHHSA HE3HAYHOTO
nokasHuka (Hanpuknag
3aCcTapifioro NoKasHuka, Takoro
SIK 3anax Ta cMak, abo
ineHTudhikauis 6apBHUKIB UK
CMakoBux A06aBOK)) BUTYYEHHS
3acTapisioro NokasHuka 3 Tecty
«Mikpob6ionoriyHa ynctota», a
came «TonepaHTHUX [10 XOBHi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

rpamHeraTMBHUX GakTepiit» i3
Creumdpikauii Ha BUNycK Ta
TEepPMiH NpUAATHOCTI Ta
BiAMNOBIAHO i3 METOAIB KOHTPO/IO
Ta NpVBEAEHHS KPUTEPIO
npuiiHaTHOCTI go Eur. Ph., 5.1.4
[N OPOMYKO3HUX NTiKapCbKMX
3ac06iB. 3MiHW | TUNY - 3MiHK 3
AKocTi. [0TOBWIA NikapCbkuii
3aci6. KoHTpob rotToBoro
nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA
roTOBOrO JlikapCbKoro 3acoby
(BnnyyeHHs meToay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPAKEHWIA albTepHATUBHNIA
MeTOo/) BUTyYEHHS
aflbTePHaTMBHOrO MeToay
BUMPOBYBaHHS A5 NOKa3HWKa
«KinbkicHe BU3HaAYEHHS.
Biknotumon» metofom
cnekTpodgpotomeTpii (Eur. Ph.
2.2.25) i3 Cneupndpikauii Ha
BUMYCK T METO/iB KOHTPO/IIO.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[O0MyCTUMUX MEX rOTOBOr0
niKkapcbKoro 3acoby
(monoBHeHHs cneuudikawii
HOBWM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNPOGYBaHHSA) [0AAaBaHHSA
HOBOrO NokasHuka «KinbkicHe
BU3HAYEHHS NPOAYKTIB
nerpagauii: 4-xnoptumon» (Eur,
Ph. 2.2.29) (kpuTepiii
npuiiHaTHOCTI < 0,5 %) Ao
crneundikavii MN13 Ha TepMmiH
npuaaTHOCTI i3 BiANOBIAHUM
MeTOA0M BUNPOGYBaHHS.

33.

FEKCUTEKC

chlorhexidi
ne

XI0prekcu
AnHYy
6irnKoHa

GO1AX

necapii no 16 wmr,
no 5 necapiis y
cTpwuni; no 1 a6o 2

CnifnbHe
YKpaiHCbK
0-

Ykpaina

CninbHe
YKpaiHCbKO-
icnaHcbke

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - AgMIHICTpaTUBHI

6e3
peyenma

niosnsiea
€

UA/15693/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

CcTpunNu y nauu; i3
KapTOHY

icnaHcbke
nignpvemc
TBO
"Cnepko
YkpaiHa"

nignpUeEMCTBO
"Cnepko YkpaiHa",
YkpaiHa
NOBHWIA LIMKN
BMPOGHMLTBA,
BUMYCK Cepii;
KOHTPO/b SIKOCTI

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKYaum
OinbHWU BUNYycKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANoBigae BUpo6HuK/iMnopTep,
BK/IOUAOUM BUMYCK cepili) 3MiHa
agpecy MicLs NpoBaKEHHS
BMpOGHMKa 13 ChinbHe
yKpaiHCbKO-iCNMaHCbke
nignpvemcTso "Cnepko YkpaiHa"
y po3gini 3.2.P.3.1.
Bupo6HKK(1), Y 3B’A3KY 3
BiJOKPEM/IEHHSAM BMPOGHNYOro
Koprycy Bif pewTn 6ygisens 3
O0JaHHAM 00AaTKOBOI NiTepw,
TO6TO 6€3 TepuTOpiasIbHOTO
nepemilleHHs, a came 3 (21027,
Ykpaiva, M. BiHH1uSA, By. 600-
piuus, 25) Ha (21027, YkpaiHa,
M. BiHHMUA, Byn. 600-pivus, 25-
). Bupo6bHuya ginbHUUSA Ta BCi
BMPOGHUYI onepavii
3aMLWATLCA HE3MIHHUMMW.
3MiHV BHECEHO B iIHCTPYKLiO AN
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxokeHH BUPOGHMKa
Ta agpeca Micusi NPOBaKEHHS
ioro gisinbHOCTI" 3 BigNOBIAHMMM
3MiHaMK B TEKCTi MapKyBaHHs
ynakoBOK. BBefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.

34.

FAASENAM
IC®

1-
(rigpasvHo
Kap6oHin)-
MeTun-7-
6pom-5-
deHin-1,2-
ourigpo-3
H-1,4-
6eH3aiase

NO5BA

Tabnetku
cy6niHrBasbHi No
0,02r; no 10
Tabnetok y
6nicTepi; no 2
6nictepn y nauui 3
KapTOHY

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

Ykpaina

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
YTOUHEHHS peecTpauiiiHol
npoueaypv B Hakasi MO3

YkpaiHu Ne 612 Big, 13.05.2026
- 3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA

3a
peyerimo
M

He
nionsiea
€

UA/8579/02/01




63

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
niH-2-0H

3aci6. 3miHa chopmu a60o
PO3Mipy KOHTelHepa un
3aKynoplBasIbHOIO 3ac00y
(NepBUHHOIT yNnakoBKK)
(HecTepunbHI nikapcbki 3aco6m)
- CynyTHS! 3MiHa - 3MiHuK 3
sKoCTi. FoTOBWIA NikapcbKuii
3aci6. Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6 (iHwWi 3MiHW) - 36iNbLUEHHS
reoMeTpMYHOro po3mipy
nepBUHHOT ynakoBku (bnictepa)
N3 i3 BignoBigHO 3MiHOO
PO3Mipy BTOPMHHOI yNakoBKu
(naukun). Martepianu nepBUHHOI
Ta BTOPUHHOT YNakoBKN He
3MiHWAuCS. BBefeHHs 3MiH
npoTArom 3-x MicsAuiB nicns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa hopmu abo
po3MmipiB NikapcbKoi hopmu
(TabneTkv 3 HeranHuUm
BUBINIbHEHHAM, Kancyniu,
cynosuTopii Ta necapi) -
CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOGHWLTBA FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW)
- 3MiHa hopmu TabneTkn i3
NI0CKOUMANIHAPUYHOT chopmu, 3
hackoro Ha TabneTku TPUKYTHOT
hopMM 3 ABOONYKI0H
NoBEPXHEIO, 3i CKOLLEHNMMU
Kpasimu, 3 BiANOBiAHUMY
3MiHaMK 3a NokasHUKoM «Onue»
Cneumdpikavii M3 i meTogax
KOHTPONIO, BiAnoBigHo, Ta
CynyTHS 3MiHa: BiAMOBIAHI 3MiHV
BHOCATbCS B cneuudikadii

NPOMiXHWUX NPOAYKTIB
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
«Tabnetku B npoLeci
TabneTyBaHHs» (TeCT «Onuc»,
«["eomeTpuyHi po3mipu» Ta
«Hepo3sdacoBaHi TabneTkm»
(TecT «Onnc»). 3MiHW BHECEHO B
po3gin "OCHOBHI (i3NKO-XiMiYHi
BNaCTUBOCTI" B IHCTPYKU,itO ANs
MeJNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAKEHHS.
35. | MIAA3ENAM - 1- NO5BA Tabnetkn ToBapucT | YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 3a He UA/8579/02/02
IC® (rippasunHo cy6niHrBasibHi Nno BO 3 [04aTKOBOIO peecTpauiiiHix maTepianis: peyenmo nionsiea
KapOOHin)- 0,05rt; mo 10 [04aTKOBO Bi4NOBIAA/IbHICTIO YTOUYHEHHSA peecTpaLiiHOl M €
MeTun-7- Tabnetoky 10 "IHTEPXIM" npoueaypu B Hakasi MO3
6pom-5- 6nictepi; no 1 Bignosiga YkpaiHu Ne 612 Big 13.05.2026
deHin-1,2- 6nicTepy B navi 3 NbHICTIO - 3MiHK | TMNY - 3MiHK 3 SIKOCTI.
avrigpo-3 KapTOHY "IHTEPXI [oTOBMIA NikapcbKuii 3aci6.
H-1,4- [\ Cucrema
6eH3giase KOHTeliHep/3aKynoproBasibHUIA
niH-2-0H 3aci6. 3miHa dhopmm abo

pO3Mipy KOHTeliHepa umn
3aKyMnopBa/IbHOIo 3acoby
(NepBUHHOT yNakoBKW)
(HecTepunbHI nikapcbki 3aco6m)
- CynyTHs 3MiHa - 3MiHK 3
AKoCTi. [O0TOBWIA NikapCbkuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA
3aci6 (iHLWi 3MiHW) - 36iNbLUEHHS
reoMeTpUYHOro po3mipy
nepBMHHOI ynakoBku (6rictepa)
13 i3 BigNoOBIAHOO 3MiHOHO
PO3Mipy BTOPMHHOI yNakoBKu
(naukn). MaTepianu nepBUHHOI
Ta BTOPUHHOT YNakoBKN He
3MiHWAUCA. BBefeHHs 3MiH
npoTsirom 3-X MicALiB nicas
3aTBePMKEHHS. 3MiHK | TUny -
3MiHK 3 siKoCTi. FOTOBUIA
nikapcbkuii 3acib. Onuc Ta
cknag,. 3miHa chopmu abo
po3mipiB NikapcbKoi hopmu
(TabneTtkn 3 HeraHUM
BUBINIbHEHHAM, Kancyiu,
cynosutopii Ta necapil) -
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n/n

JliKapcbK0O20
3acoby

Hassa

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiHU Yy BUPOGHULTBI. 3MiHK
BMNPO6YBaHb abo A0NyCTUMMUX
MeX, BCTAHOB/EHUX Y
cneuudikauisix, nig yac
BMPOGHWLITBA FOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHu)
- 3MiHa hopmMu TabneTku i3
NA0CKOLMNIHAPUYHOT chopmu, 3
packoto Ha TabneTkn TPUKYTHOT
dhopmu 3 ABOOMYKIIOK
NoBepPXHEH0, 3i CKOLLEHUMMU
Kpasmu, 3 BignoBigHMM
3MiHaMK 3a NOKa3HUKOM «Onune»
Cneuudpikauii 13 i meTogax
KOHTPO/I0, BigMNoBigHO, Ta
CynyTHS 3MiHa: BiAMOBIAHI 3MiHN
BHOCATbLCS B creuudikawii
NPOMDKHUX NPOAYKTIB
«TabneTtkn B NpoLeci
TabneTyBaHHs» (TeCcT «Onuc»,
«["eomeTpuyHi po3mipu» Ta
«Hepo3dacoBaHi TabneTkm»
(TecT «OnNUC»). 3MiHN BHECEHO B
po3zin "OCHOBHI (Qi3NKO-XiMiYHi
BNACTMBOCTI" B IHCTPYKLi0 Ans
MeAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeefeHHs
3MiH npoTaroM 3-x MicauiB nicns
3aTBEPAKEHHS.

36.

FAASENAM

IC®

1-
(rigpasvHo
Kap6oHin)-
MeTun-7-
6pom-5-
deHin-1,2-
ourigpo-3
H-1,4-
6eH3piase
niH-2-0H

NO5BA

Tabnetku no 0,02
r; no 10 TabneTok
y 6nicTepi; no 1, 2
abo 3 6nictepu B

nauui

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

Ykpaina

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa chopmm abo
PO3Mipy KOHTelHepa 4un
3aKyrnoproBasibHOro 3acoby
(MepBUHHOT YNaKOBKN)
(HecTepunbHI Nikapcbki 3acobm)
- CynyTHS 3MiHa - 3MiHK 3
SIKOCTi. [O0TOBWMIA NikapCbKni
3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA

3a
peyerimo
M

He
nionsiea
€

UA/8579/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3aci6 (iHwi 3miHm) (B.1L.1. (X) I1A)
36iNbLUEHHSI TEOMETPUYHOTO
pO3Mipy NepBUHHOT yMakoBKM
(6nicTtepa) N3, i3 BignosigHoO
3MIHOI PO3Mipy BTOPUHHOT
ynakoBku (nauku). Matepianu
NepBUHHOI Ta BTOPUHHOT
YNaKkoBKN He 3MiHUANCS.
BBegeHHs 3MiH npoTsarom 3-x
MiCALB Nicnsa 3aTBepIKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
loToBMiA nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa oopmu abo
po3MmipiB NikapcbKoi hopmu
(TabneTkv 3 HeranHUm
BUBINIbHEHHAM, Kancyniu,
cynosuTopii Ta necapi) -
CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOBHMLTBA FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW)
- 3MiHa hopmu TabneTkn i3
NI0CKOUMANIHAPUYHOT chopmu, 3
hackoro Ha TabneTku TPUKYTHOT
hopMM 3 ABOONYKI0H
NoBEPXHEIO, 3i CKOLLEHNMMU
Kpasimu, 3 BiANOBiAHUMY
3MiHaMK 3a NokasHUKoOM «Onue»
Cneuudpikavii M'13 i meTogax
KOHTPONIO, BiAnoBigHo, Ta
CynyTHS 3MiHa: BiAMOBIAHI 3MiHV
BHOCATbCS B cneuudikadii
NPOMIXHWUX NPOAYKTIB
«Tabnetkn B npoueci
TabnetyBaHHsA» (TeCTU «Onuc»,
«["feomeTpuyHi po3mipu» Ta
«HeposdacoBaHi TabneTkm»
(TecT «Onuc»). 3MiHWM BHECEHO B
po3zin "OCHOBHI (hi3UKO-XiMiYHi
BN1ACTMBOCTI" B IHCTPYKLiO 4115
MeAMYHOro 3acTOCYBaHHS
NiKkapcbKoro 3acoby BeeaeHHs
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAKEHHS.
37. | MIAA3ENAM - 1- NO5BA Tabnetku no 0,05 ToBapucT | YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 3a He UA/8579/01/02
IC® (rigpasunHo r; no 10 TabneTok BO 3 [,00aTKOBOKO peecTpauiiiHux matepianis: peyenmo nionsiea
KapOOHin)- y 6nicTepi; no 1 [04aTKOBO Bi4NOBIAA/IbHICTIO 3MiHM | TMNY - 3MiHK 3 AKOCTI. M €
MeTun-7- abo 2 6nictepu B 10 "IHTEPXIM" [oTOBMIA NikapcbKuii 3aci6.
6pom-5- HECTH] Bignosiga Cucrema
deHin-1,2- NbHICTIO KOHTeliHep/3aKynoproBasibHUIA
avrigpo-3 "IHTEPXI 3aci6. 3miHa dhopmm abo
H-1,4- [\ pO3Mipy KOHTeliHepa umn
6eH3giase 3aKyMnopBa/IbHOIo 3acoby
niH-2-0H (NepBUHHOT yNnakoBKW)

(HecTepunbHI nikapcbki 3aco6m)
- CynyTHs 3MiHa - 3MiHK 3
AKoCTi. FO0TOBWIA NikapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA
3aci6 (iHwi 3miHn) (B.1L.1'. (x) 1A)
36iNbLUEHHS TEOMETPUYHOIO
PO3Mipy NEPBMHHOI YNaKoBKM
(6nictepa) N3, i3 BigNoBigHOW
3MIHOI PO3Mipy BTOPUHHOT
ynakoBku (naykm). Matepianm
NepBUHHOI Ta BTOPUHHOT
yMnakoBKN He 3MIHUUCS.
BBegeHHS 3MiH MPOTArom 3-x
MiCALiB NicNa 3aTBePIKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
FoToBUIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa coopmu abo
po3mipiB NikapcbKoi hopmu
(TabneTtkn 3 HeraHUM
BUBINIbHEHHAM, Kancyiu,
cynosuTopii Ta necapi) -
CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oToBMIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNPOGYBaHb abo J0NyCTUMMX
MeX, BCTAHOBNEHNX Y
cneuudikavisx, nig yac
BMPOBGHMLTBA FOTOBOrO
nikapcbKoro 3aco6y (iHLwi 3MiHu)
- 3MiHa popmu TabneTkn i3
NAOCKOLMNIHAPWYHOT chopmu, 3
chackoto Ha TabneTkn TPUKYTHOT
dhopMM 3 1BOONYKIOK
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
NoBEepPXHEH0, 3i CKOLLEHUMMU
Kpasmu, 3 BignoBigHMM
3MiHaMK 3a NOKa3HUKOM «Onune»
Cneuudpikauii 13 i meTogax
KOHTPO/I0, BigMNoBigHoO, Ta
CynyTHS 3MiHa: BiAMOBIAHI 3MiHK
BHOCATbCS B creuudikawii
NPOMDKHUX NPOAYKTIB
«TabneTtkn B NpoLeci
TabneTyBaHHs» (TecT «Onuc»,
«["eomeTpuyHi po3mipu» Ta
«Hepo3dacoBaHi TabneTkm»
(TecT «OnNUC»). 3MiHN BHECEHO B
po3zin "OCHOBHI (Qi3NKO-XiMiYHi
BNACTMBOCTI" B IHCTPYKLi0 AnA
MeAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby BeegeHHs
3MiH NpoTaroM 3-x Micauis nicns
3aTBEPAKEHHS.
38. | MNAA3ENAM® - 1- NO5BA Tabnetkn no 0,02 ToBapucT | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 3a He UA/8579/01/01
IC (rigpasvHo r; no 10 TabneTok BO 3 [04aTKOBOKO peecTpauiiiHux maTepiais: peyenmo niosnsiea
Kap6oHin)- y 6nictepi; no 1,2 | gogaTkoBo BiANOBIAANILHICTIO 3MiHu | TUNY - AgMiHICTPaTUBHI M €
MeTwun-7- abo 3 6nictepu B 10 "IHTEPXIM" 3MiHW. 3MiHa Ha3BW MiKapCbKOro
6pom-5- nauui Bignosiga 3aco0y - OHOB/IEHe HanMCcaHHs
deHin-1,2- NBHICTIO TOProsoi Hassu J13 yKpaiHCbKOI
ourigpo-3 "IHTEPXI MOBOHO LLIAXOM [04aBaHHA
H-1,4- M" nonepeaxysanbHOro
6eH3aiase MapKyBaHHA ® [0
niH-2-0H 3apeecTpoBaHOi TOProBesibHOT
Mapku . liroya pepaxuis
GIDAZEPAM ®IC. TAA3ENAM
IC®. NponoHoBaHa pegakuis
GIDAZEPAM ®IC.
MNAOA3EMNAM®IC
BBegeHHS 3MiH MPOTArom 3-x
MiCALiB Nic/1a 3aTBePIKEHHS.
39. | MNAA3ENAM® - 1- NO5BA Tabnetku no 0,05 ToBapucT | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH A0 3a He UA/8579/01/02
IC (rippasuHo r; no 10 TabneTok BO 3 [04aTKOBOO peecTpauiiiHux maTepiasis: peyenmo nionsiea
Kap6oHin)- y 6nicTepi; no 1 [04aTKOBO BiANOBIAA/ILHICTIO 3MiHu | TUNY - AOMiHICTPaTUBHI M €
MeTun-7- abo 2 6nictepu B 10 "IHTEPXIM" 3MiHW. 3MiHa Ha3BW NiKapCbKoro
6pom-5- nauuj Bignosiga 3ac06y - OHOB/IEHe HanMcaHHs
eHin-1,2- NbHICTIO TOProBoi Ha3BwW J13 yKpaiHCbKO
avrigpo-3 "IHTEPXI MOBOIO LLIAXOM A04aBaHHA
H-1,4- M" nonepeaxysasbHOro
6eH3gjiase MapkyBaHHS ® A0
niH-2-0H 3apeecTpoBaHOil TOProBesbHOT
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Mapku . liroya pepaxuis
GIDAZEPAM ®IC. MAA3ENAM
IC®. NponoHoBaHa peaakuis
GIDAZEPAM ®IC.
MAOA3EMNAM®IC
BBegeHHs 3MiH npoTsarom 3-x
MicALiB Nic/a 3aTBePIKEHHS.
40. | NAASENAM® - 1- NO5BA TabneTkn ToBapucT | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 3a He UA/8579/02/01
IC (rigpasvHo cy6niHrBasbHi No BO 3 [04aTKOBOKO peecTpauiiiHux maTepiais: peyenmo niosnsiea
KapboHin)- 0,02rno 10 [04aTKOBO BiANOBIAA/ILHICTIO 3MiHu | TUNY - AgMIHICTPaTUBHI M €
MeTwun-7- Tabnetok y 10 "IHTEPXIM" 3MiHW. 3MiHa Ha3BW NMiKapCbKOro
6pom-5- 6nicTepi; no 2 BignoBiga 3aco6y. 3miHa Ha3Bu
deHin-1,2- 6nictepu B nauui NbHICTIO niKkapcbKoro 3acoby:
ourigpo-3 "IHTEPXI 3areBepaxeHo: NOA3EMNAM IC®
H-1,4- M (GIDAZEPAM® IC)
6eH3giase 3anponoHosaHo: MNAA3ENAM®
NiH-2-OH IC (GIDAZEPAM® IC)
BBefeHHA 3MiH MpoTArom 3-x
MicsILLiB NiCNs 3aTBEPPKEHHS.
41. | NAA3ENAM® - 1- NO5BA Tabnetkn ToBapucT | YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 3a He UA/8579/02/02
IC (rigpasvHo cy6niHrBasbHi No BO 3 [04aTKOBOK peecTpauiiiHux maTepiasis: peuyenmo niosnsiea
KapboHin)- 0,05rno 10 [04aTKOBO BiANOBIAA/ILHICTIO 3MiHn | TUNY - AgMiHICTpPaTUBHI M €
MeTun-7- Tabnetok y 10 "IHTEPXIM" 3MiHW. 3MiHa Ha3BW NiKapCbKOro
6pom-5- 6nicTepi; no 1 BignoBiga 3aco6y. 3miHa Ha3Bu
deHin-1,2- 6nicTepy B naui; NBHICTIO nNikapcbKoro 3acoby:
avrigpo-3 "IHTEPXI 3aTtBepmxeHo: MNAA3ENAM IC®
H-1,4- M (GIDAZEPAM® IC)
6eH3giase 3anponoHosaHo: MNAA3ENAM®
niH-2-0H IC (GIDAZEPAM® IC)
BBefeHHA 3MiH NpoTArom 3-x
MicsILLiB NiCNsA 3aTBEPPKEHHS.
42. | NIAPOKOPTU | hydrocorti rigpokoptTy | HO2ABO | cycneHsis gns AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 3a He UA/3288/01/01
30HY sone 30HY 9 iH'ekUii 2,5 %; no "®Papmak” peecTpauiiiHux maTepiasis: peyenmo nionsiea
ALUETAT auertar 2 M1 B amnyni; no 3MiHu | TURY - 3MiHK LWoAo M €
10 amnyn B navui 6e3nekn/edheKTMBHOCTI Ta
3 KapTOHY; N0 2 MN thapmakoHarnagy (iHwi 3miHu).
B amnyni; no 5 3MiHV BHECEHO B iHCTPYKLiO AN
amnyn y énictepi; MeJMNYHOro 3aCTOCYBaHHS
no 2 6nictepu B nikapcbKoro 3acoby B po3aiiv
nauj 3 KapToHy "Cknag" (pepaxuiiini npasku),
"YnakoBka" (YTOUHEHHS]) Ta B
po3ain "Mo6iyHi peakuyii” Wwoao
BaXX/IMBOCTI 3BITYBaHHS Npo
nigo3proBaHi NOGiYHI peakuii.
TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsuis nicns
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3aTBEPAKEHHS.
3miHu | TUny - 3MiHK Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpavuiiiimi
nepiog, abo sk pesynbTart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B IHCTPYKLiO AN
MeJMNYHOro 3aCTOCYBaHHS
nNikapcbKoro 3acoby B po3Aisn
"Oco6n1BOCTi 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii Wwoao 6e3nekn
3acTOCyBaHHA Ail040l peYOBUHN.
TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS.

rAPOXMOPT
1A3U1A,

Hydrochlor
othiazide

rigpoxnop
Tiasng,

KpUCTanivyHuiA
NMopoLLOK
(cybeTaHuis) y
naketax
noaBiiHNX
nonieTuNeHoBmX
ans
hapmMaLeBTUYHOT
0 3aCTOCYBaHHs

MpAT
"®apmaue
BTUYHA
ipma
"fNapHuus”

Ykpaina

YaHnkoy
dapmac'ioTukan
dexTopi

Kutaii

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudikat BignoBigHOCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BIAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudikaTa BiAnNoBiAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; gns BuxigHoro
mMaTepiany/peareHTy/npomixKHOro
MpoAyKTy, Wo

UA/0914/01/01
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MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[OMOMIXHOT pEYOBUHM

(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHsa oHossieHoro CEP
2006-011-Rev 05 Ta fK
HacnigoK, BHECEHHS 3MiH A0
po3sginis: "lgeHTndikauis®,
"CynpoBigHi AOMiLLKK",
"®opmanbgerig" Ta "TepMmiH
NepPeKoHTPO" METOAIB
KOHTPOJTHO AKOCTI .
[itova pepakuis:
R1-CEP 2006-011-Rev 01
TepMmiH NpuaaTHOCTI: 4 pokn
CynpoBiaHi AOMILLKK:
[Jomiwkmn A,B,C- KOXHOI He
6inbLwe 0,5 %;
Byap-sika iHWwa- He 6inblue 0,10
%
Cyma A0MiLIOK — He Ginblue 1,0
%

MponoHoBaHa pegakuis:
CEP 2006-011-Rev 05
TepMiH NepeKOHTPOSIO: 4 POKK
CynpoBigHi AOMILLKN:

Lomiwkn A- He 6Ginblue 0,1 %;

[Jowmiwkun B- He 6inbLue 0,5 %;

[Jowmiwkmn C- He 6inbLue 0,3 %;

HecneumdikoBaHi AOMiLLKN-
KOXHOT He 6inbLue 0,10 %
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo fonycTUMUX MEX,

BM3HAYEHNX Y cneundikauisx Ha

A®I, a60 BUXigHWIA/NPOMIXKHWIA

npoAykT/pearexT, wo

BUKOPVCTOBYIOTBCA Y NpoLeci

BMpO6HULTBA API (BUTYyYEHHS

He3Ha4yHOro nokasHuka sKocTi

(Hanpuknag BuUyYeHHs

3aCTapisioro NokasHuKa))
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BunyyeHHs nokasHuKy
"Po3unHHicTb" 3i cnevudikawii
Ha [filo4y peyoBuHy
FapoxnopTiasug BigNoBiAHO A0
BMMOT fjto40i MOHorpadii
«Hydrochlorothiazide»
€Bponeiicbkoi ®apmakonei

FNHOMAKC
xXn

Combinati
ons of
imidazole
derivatives

TIOKOHa30
n,
TUHigason
Ta
nipokaiHy
rigpoxnop
na

GO1AF2
0

cynosuTopii
BariHanbHi, 0,2
r/0,3r1/0,1r;no 3
BariHasIbHWX
cynosuTopii y
cTpuni; no 1
cTpuny y
KapTOHHI nayui

3eHTiBa,
K.C.

Yecbka
Pecny6n
iKa

EKCENTIC I1AY
CAHAI BE
TIDKAPET

AHOHIM LUIPKETI

Typeuun
Ha

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbkoro
3acoby. 3miHa y MeTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepKeHNX MeTofax
BMNPOOYBaHHS) BHECEHHS
He3HauyHMX 3MiH 40 MeToay
BUMNPOBYBaHHS rOTOBOrO
niKapcbKoro 3acoby 3a
NoKasHWKOM “lgeHTudikauii
(TWX)” Ta “AoMiwKn” y 3B'A3KY 3
3MiHO TOpriBe/IbHOT Ha3BMW
“HosaTta DCF PH” Ha
hapmakoneiHuin TepmiH
“TBepAunn xmp”.

3a
peyerimo
M

UA/19898/01/01

45,

rNHO-
TAPONDEPO
H

3anisa
cynbhat
cyxuii

BO3ADO
3

TabneTku, BKPUTI
060/10HKOI0,
NPOJIOHrOBaHOI fii;
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI KopobLyi

Mep ®abp
Megukame
HT

PpaHuis

Mep ®abp
MegukameHT
MpogakLH

PpaHuis

BHECEHHS 3MiH [0
peecTpaujiiHux matepianis:
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco0by (iHwi 3MiHK) Mepeknag,
MK$ 3 pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY A1
NpUBELEHHS Y BiANOBIAHICTb i3
BMMOramv YAHHOT pefakuii
Hakasy MO3 YkpaiHu Ne 426 Big
26.08.2005. BBefeHHs 3MiH
npoTsirom 3 MicsLis nicns
3aTBepKEHHS. 3MiHu | TUny -
3MiHM Wwoao
6e3nekn/eheKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn)
BunyyeHHst TEKCTY MapKyBaHHS
BTOPWHHOI Ta NEPBUHHOI
yNaKoBOK NiKapCbKOro 3acoby 3

3a
peyenmo
M

UA/2976/01/01
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Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
MeToziB KOHTPOO AKOCTI
NiKapCbKoro 3acooby i
3a3HaveHHs B po3gini
MapkyBaHHs “3rigHo 3
3aTBEPIHKEHUM TEKCTOM
MapKyBaHHA".
BBefeHHA 3MiH NpoTsarom 3
MicsILLiB NiCNs 3aTBEPPKEHHS.
46. | TNEMOHT monteluka | MOHTenyk RO3DCO | Tabnetku neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [0 3a UA/13872/01/02
TABJIETKN st act 3 XyBasibHi Mo 5 mr; Papmacb PapmMacboThKan3 peecTpauiiiHux matepianis: peyenmo
XYBA/bHI HaTpito no 10 TabneTtok y 10TVKan3 nra. 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
6nicTepi; no 3 nra. [oTOBMIA NikapcbKuii 3aci6.
6nictepu B KOHTpOsb roToBOro MikapcbKoro
KapTOHHiIi1 kKopooL,i 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0NYyCTUMUX MEX rOTOBOIO
NiKapCbKoro 3acoby (3BY)XEHHs
[OMYCTUMUX MEX) BUMPaBeHHs
TEXHIYHOT NOMWKN B
[0MyCTUMUX Mexax
crneundikauii M'N13 Ha TepMmiH
npuAaTHOCTI 3a NOKa3HUKOM
«KinbKicHe BU3HAYEHHA» A5
[03yBaHHA 13 no 5 mr
47. | TNEMOHT monteluka | MOHTenyk RO3DCO | Tabnetku rneHmapk IHAjis neHmapk IHAis BHECEHHS 3MiH A0 3a UA/13872/01/01
TABNETKU st act 3 XXyBaUlbHi Mo 4 wr; dapmacb dapmacboTrKan3 peecTpauiiiHux maTepiasis: peyenmo
XXYBATbHI HaTpito no 10 tabneTtok y loTHKan3 nra. 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
6nictepi; no 3 nTp. [oTOBMIA NikapcbKuii 3acio.
6nictepu B KOHTpOsb roToBOro nikapcbkoro
KapTOHHI KopobLyi 3aco06y (iHLWi 3MiHW) OHOB/IEHHS
BXe 3aTBepKeHNX METOAIB
KOHTpoO/Ito skocTi 13, a came
BUKNAAEHHA TEKCTY AePXaBHO
MOBOIO 3ifJHO Cy4acHUX BUMOT.
TakoX BHECEHHS YTOYHEHb [0
MKS#A 13 gnsa npusefeHHs Ao
mMarepianis BUPO6HMKa
48. | TNILUEPUHOB | glycerol rniuepviH AO0BAX0 | po3unH KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 6e3 UA/10351/01/01
| 1 pekTanbHuii, 3,28 Pekopgaari C.J. peecTpauiiiHux maTepiais: peyenma
MIKPOK/I3M MA/4 MA no 4 Mn B ,CJ. 3MiHu | TURY - 3MiHK Woa0
n ons QITEN annikaTopi; no 4 6e3nekn/edheKTMBHOCTI Ta
NENAONAKC annikatopu B thapmakoHarnagy. BeefeHus
KOpOOLi 3 KAPTOHY a60 3MiHM [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

cuctemy hapmakoHarnaay,
3MiHa yNOBHOBaXeHOoi 0cobw,
BignoBiga/bHOI 3a 3MjACHEHHSI
hapMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4119 34iiCHEHHS
hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkrovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHI MacTep-thaiina
cucTemu chapmakoHarnsagy).
3MiHa yNnoBHOBaXkeHOT 0cobm
3asBHVKa, BignoBigasbHOI 3a
thapmakoHarning,
[itoua pepakuis: Paola
Pirovano. NMponoHoBaHa
pepakuis: Cecilia Maffei. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6U
3asBHWKa, BiANOBIAA/IbHOI 3a
hapmakoHarnsg,

49.

rNILEPUHOB
I
MIKPOK/I3M
v ans
JOPOCNNX
AJIONAKC

glycerol

rnilepvH

AO06AX0
1

pO3unH
pekTanbHuii, 6,14
mn/7,5 mn; no 7,5
M/ B annikatopi;

no 4 annikatopu y
KOpOOGLii 3 KApTOHY

KaceH
Pekopgaari
, CJL.

IcnaHis

KaceH Pekopgaari,
C.n.

IcnaHis

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHuX
[AaHnX Npo cuctemy
thapmakoHarnagy (BBe4eHHS
y3arasibHeHNX faHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YMOBHOBaXKEHOT 0CO6H,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobwm,
BiNOBIAALHOT 33 3[iICHEHHS
hapmMakoHarnagy (Bkrovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLieHHI MacTep-chaiina

6e3
peyenma

UA/10469/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
cucTemu chapMakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobm
3as1BHYMKA, BignoBigasibHOI 3a
thapmakoHarnag,. ditoua
peaakuis: Paola Pirovano.
MponoHoBaHa pepfakuis: Cecilia
Maffei. 3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOT 0cobm
3as1BHYKA, BignoBigasibHOI 3a
dhapmakoHarnag,
50. | rnoay Crataegus | HacToiika CO1EBO | HacToiika ans nn YkpaiHa M "Kinadg" YkpaiHa BHECEHHS 3MiH 40 Ges UA/8311/01/01
HACTOWKA glycosides | nnogis 4 nepopasibHOro "Kinadpdp" peecTpauiiiHux maTepiais: peyenma
rnogy 3acToCyBaHHs; no 3MiHu | TUNY - 3MiHK LWoAo
(Crataegi 50 mn a6o no 100 6e3nekn/eeKkTMBHOCTI Ta
fructus) MY doiakoHax thapmakoHarnagy (iHwi 3MiHu).
CKNsAHUX; no 100 3MiHW BHECEHO B TEKCT
My chnakoHax MapKyBaHHS YNaKkoBKu
noniMmepHux nikapcbkoro 3acoby, a came:
3a3HayYeHHsA OAVHNLb
BMUMIpIOBaHHS y cuctemi Sl Ta
BHECEHHS HEe3HaYHMX
peAakuifiH1X MPaBoK MO TEKCTY.
TepMiH BBEAEHHS 3MiH -
npoTsArom 6 Micauis nicns
3aTBEPKEHHS.
51. | TPAH30O®EH | dequaliniu | geksaniHi GO1ACO | TabneTtku TOB YkpaiHa KYCYM IHgis BHECEHHS 3MiH 40 6e3 UA/21008/01/01
® m 10 xnopug, 5 BariHanbHi no 10 "KYCyM" XENTXKEP MNBT peecTpauiiiHux maTepiasis: peyenma
Mr; no 6 TabneTok nTa 3MiHn | TUNY - AgMiHICTpPaTUBHI
y 6nicTtepi, no 1 3MiHW. 3MiHa HaliMeHyBaHHs
6nictepy B Ta/abo agpecu 3asBHUKA
KapTOHHii (BnacHvka peecTpadjiiHoro
yMaKkoBLj nocsigyeHHs). 3miHa
HaliMeHyBaHHS 3asiBHMKa
(BnacHuka peecTpadiiHoro
nocBigYeHHs), 6e3 3MiHK
HopuAnNYHOI 0co6m
3arBepaKeHo:
TOB "TNIEA®APM NTA",
YKpaiHa
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
52. | OEBITYM - sertraline cepTpaviiH | NOBABO | Tabnetku, BKpUTI CaHoBenb | Typeuuu CaHoBenb Insy Typeuuu BHECEHHS 3MiH A0 3a UA/12668/01/02
CAHOBE/1b y 6 NNiBKOBOKO Insy CaHai Ha CaHai Be Ha peecTpauiiiHux matepianis: peyenmo
rigpoxnop 060/10HKO10, No 50 BE TumxapeT A.LL. 3MmiHu | TUNY - 3MiHK 3 SKOCTI. M
na, Mmr no 14 tabnetok | Tumpxapet [oTOBMIA NikapcbKuii 3acio.
y 6nicTepi; no 2 A.LL KOHTPO/Ib FOTOBOIO NiKapCbKoro
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
6nictepu B 3aco6y (iHLWi 3MiHK) -y
KapTOHHI KopobLyi aHaniTuuHin metoguui M3
«KinbKicHe BU3HaYeHHs»
YTOYHEHO NPUrOTYBaHHS
PO34MHY MOPIBHAHHA Ta
BMMPOBOBYBAHOIO PO3UMHY,
30KpeMa 3a3HayeHo, Lo K
PO3YMHHWK BUKOPUCTOBYETLCSA
pyxoma hasa
53. | AEKCAMETA | Dexameth | pekcameTt - NOPOLLIOK TOB "®3 YkpaiHa | TAHbUSiHb TiaHsa0 KuTaii BHECEHHS 3MiH [0 - UA/20934/01/01
30HY asone as3oHy (cybeTaHuin) y "CTALA" dapmacbtoTikasc peecTpauiiiHiX MaTepiasiis:
HATPIO HaTpito nonieTuneHoBomMy Ko., Nn1a4. 3MiHu | TUNY - AOMiHICTPaTUBHI
DOCPAT docchat naketi ans 3MiHW. 3MiHa HaliMeHyBaHHs
hapmaueBTUYHOT Ta/abo agpecu 3asBHMKA
0 3aCTOCYyBaHHSA (BnacHuka peecTpaduiiiHoro
nocsifgyeHHs). 3MiHa Ha3Bu
3asaBHMKa 3 TOB "®3
"BIOPAPMA", YkpaiHa Ha TOB
"®3 "CTALA", YKpaiHa
54. | BOKCUUUKAI | doxycyclin | gokcuuymkn | JOLAAOQ Tabnetkn no 100 TOB YkpaiHa Mepkne 'm6X, Himeuun BHECEHHS 3MiH [0 3a UA/3033/02/01
H-TEBA e iHy 2 mr; no 10 «TeBa HimeyuunHa Ha peecTpauiiiHux maTepiasis: peyenmo
MoOHorigpa Tabnetoky YkpaiHa» (BupobHuuteo 3MiHn | TUNY - AgMiHICTpPaTUBHI M
T 6nicTepi; no 1 Hepo3dacoBaHoi 3MiHW. BunyyeHHs BUpOGHUYOI
6nictepy B npoaykuii Ta OinbHUUI (BKNOYAKOUN AiNbHUL
Kopoo6Li [03BiNT Ha BUMYCK ans A®l, npomMiKHOTO NPOAYKTY

cepii; MepBrHHA
Ta BTOPWHHA
ynakoBka,
KOHTPO/Ib cepii)

ab0 roToBOro slikapcbkoro
3acoby, AinbHuLi Ans
NpoBeeHHs NakKyBaHHS,
BMPOGHWKA, BiAMOBifa/IbHOTO 3a
BWMYCK Cepiii, MicLe
NpoBeLeHHA KOHTPOIO cepi)
abo noctavasibHMKa BUXiZHOTO
marepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (AIKLLIO
3a3HayeHo y [OCbE)
BunyyeHHs 3aTBepaKeHOro
BMPOGHUKa AP| JOKCULIMNIHY
Yancheng Suhai Pharmaceutical
Co.Ltd (China) 3aTBepaxeHo:
Hovione Pharmascience Limited
(China) Hovione FarmaCiencia
S.A. (Portugal) Yancheng Suhai
Pharmaceutical Co., Ltd (China)
3anponoHosaHo: Hovione
Pharmascience Limited (China)
Hovione FarmaCiencia S.A.
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
(Portugal)
55. | AOKCOPYBIL, | Doxorubici | gokcopy6i LO1DBO | KoHUeHTpart Ass AKKOpA Monbwa BUPOGHMLTBO, IHgis/ BHECEHHS 3MiH 40 3a UA/17439/01/01
NH AKKOP/, n LMHY 1 pO3umnHy Ans Xenckea KOHTPO/Ib SIKOCTI, Benuka peecTpauiiiHux maTepiais: peyenmo
rigpoxnop iHdpy3iit 2 mr/mn; Moncka nepBrHHe Ta BpuTaHi 3MiHu | TUNY - AgMIHICTPaTUBHI M
na, no 5 mn (10 mr), Cn. 3.0.0. BTOPVHHE s/ 3MiHW. 3MiHa HaliMeHyBaHHs
10 mn (20 wr), 25 nakyBaHHs: Ipeuis/ Ta/abo agpecu micus
mn (50 mr), 50 mn IHTac YropLuu NPOBaPKEHHA AiSNbHOCTI
(100 wr), 100 mn dapmacbtoTikasc Ha/ BMPOGHMKa/iMnopTepa rotToBoro
(200 wmr) y Nimiten, 1HANA; Monblwa | nikapcbkoro 3acoby, BKIOYaKUN
dnakoHi; no 1 BMPOGHMLTBO, AinbHUL BUNYCKy cepii abo
hnakoHy y KOHTPO/Tb SIKOCTI, MicLie MPOBeAEHHS KOHTPO/THO

KOpO6LLi 3 KapTOHY

nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
IHTac
dapmacbloTikanc
Nimitea, IHAjN;
BignoBigasnbHWi 3a
BUMYCK Cepii:
Akkoppg, Xenckea
NimiTen, Benvka
BpuTaHis;
BTOPVHHE
nakyBaHHS:
AkKoppg Xesickea
NimiTen, Bennka
BpuTaHis;
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi
cepii:
Akkoppg, Xenckea
CiHrn Membep
C.A., I'peuis;
KOHTPO/b SKOCTI
cepiii:
€BpodhiHC
AHaniTikan
Cepsice3 XaHrapi
KpT., YropumHa
KOHTPO/b SKOCTI
cepii:
Papmasanig K.,
YropuwuHa;
BignosiganbHuii
3a BUNYCK cepil:

AKOCTI. (BiANIbHICTb, 3a Ky
BifAnoBigae BUPOGHUK/iMNopTep,
He BK/THoYatoun BUMYCK Cepiid) -
3MiHa Ha3BY 3aTBepPKEHOT
BMPOGHUYOI AiNnbHUL "Beccninr
XaHrepi KdpT." BignosigasibHOi
3a KOHTPOJ1b AKOCTI cepii.
Brpo6Hnya AinbHuus Ta yci
BMPOGHUYI onepauii
3aMLWAaTbLCA HE3MIHHUMW.
[itoya pepakuis: Beccninr
XaHrepi K., YropwmHa /
Wessling Hungary Kft., Hungary.
MponoHoBaHa pegakuis:
€spochiHc AHaniTikan Cepsices
XaHrapi K., Yropwumna /
Eurofins Analytical Services
Hungary Kft., Hungary. 3minn |
TUny - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo
BBEEHHA A0AATKOBOT AiTbHALL
BMPOGHMLTBA A1 YACTUHU abo
BCbOr0 BMPOGHMYOrO npouecy
roTOBOrO NiKapCbKoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs) - [logaBaHHs
BMPOGHMKA BiAgNOBifaIbHOTO 3a
BTOPUHHE NaKyBaHHA: AKKOPA,
Xenckea CiHrn Memb6ep C.A.
(64-7 km HaujoHanbHoi foporu
AdpiHn Namisa, Cximatapi, 32009,
Ipeuist) / Accord Healthcare
Single Member S.A. (64th Km
National Road Athens Lamia,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosBUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Akkoppg, Xesnckea Schimatari, 32009, Greece).
Moncka Cn. 3 0.0. 3MiHu | TUNY - 3MiHK 3 SKOCTI.

Cknag, ImnopTepa,
MonbLa

[oTOBMIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNbHULI, Ha SKil
3[jiiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
JlogasaHHA BUPOOHMKa
BiANOBIAA/ILHOIO 3a KOHTPO/1b
SIKOCTi cepiit: AKkopa Xenckea
Cinrn Memb6ep C.A. (64-i kv
HaujioHanbHoT goporu AdiHn
Nawmis, Cximarapi, 32009,
pewis) / Accord Healthcare
Single Member S.A. (64th Km
National Road Athens Lamia,
Schimatari, 32009, Greece).
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPoBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaKUn
LOinbHUL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IHO
AKOCTI. (QiSNbHICTb, 3a AKY
BignoBigae BUPOGHUK/iMnopTep,
He BK/IK0Yatoym BUMYCK cepild) -
3MmiHa Ha3Bu Ta agpecun
3aTBEPAKEHOI BUPOBHUYOT
AinbHuui "OAPMABANIA NT4,.
MikpobionoriyHa naboparopis"
BigNoBigasbHOI 3a KOHTPO/Ib
AKOCTI cepii. BupobHuya
OiNbHWUS Ta yCi BUPOGHUYI
onepavii 3anmLaTbes
He3MiHHMMK. [liloya pefakuis:
SAPMABANIA NT4.
Mikpo6ionoriuHa nabopartopis
(Byn. Tatpa 27/6., Bypganewr,
1136, YropwuHa) /

PHARMAVALID Ltd.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Microbiological Laboratory
(Tatra u. 27/b., Budapest, 1136,
Hungary)
MponoHoBaHa peaakuis:
dapmasanig KdT. (Tatpa YTua
276, bypganewr XIIl, 1136,
YropwuHa) / Pharmavalid Kift.
(Tatra Utca 27b, Budapest XIlI,
1136, Hungary)

56.

AONOBEHE

renapuH
HaTpito,
AnveTunc
ynbhokecu
a,
JekcnaHTe
HoN

MO2AX

rens; no 20 r abo
50T, a6o 100 r
reno B Ty6i; no 1
Ty6i B KOPOO6L

TOB
«TeBa
YkpaiHa»

YkpaiHa

Mepkne 'm6X,
HimevunHa
(BUpOGHMLTBO
Hepo3hacosaHoro
NPOAYKTY,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b CepiT;
[03BIiNT Ha BUMYCK
cepii)

Himeyun
Ha

BHECEHHS 3MiH [10
peecTpauiiiHiX MaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
oTOBWIA NiKapcbkuii 3aci6.
3MiHM Y BUPOGHULITBI. 3MiHN Y
npoueci BUpO6GHMLITBA FOTOBOTO
nNiKapcbKoro 3acoby, BKYaum
NPOMiXXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOTO
NiKapcbKoro 3acoby (HesHayHa
3MiHa y npoueci BUpobHULTBA) -
He3HayHa 3MiHa y npoueci
BMPOOHMLTBA, @ CamMme He3HauHi
3MiHV B Onuci BUPOGHNYOro
npoLiecy rotToBOro npoayKTy.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNPOGYBaHb abo J0NyCTUMMX
MeX, BCTAHOBNEHNX Y
cneuudikavisx, nig yac
BMPOBGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUyYEHHS
HecyTTeBOro BUNPoOyBaHHA B
npoueci BUPOGHNLTBA) -
BUJTyYEHHSA HECYTTEBOrO
BMNPOBYBaHHA B NpoLeCi
BMPOGHMLTBA, a came TecTy
«laeHTUikavis» npu
MionepawuiiiHOMy KOHTPO.

6e3
peyenma

UA/5565/01/01

57.

EKBOPA/N®

ciclosporin

LMK/I0CTO
puH

LO4ADO
1

Kancynm m'ski no
25 wr, no 10
Kancyny 6nictepi;
no 5 6nictepis y
KOpoo6Li

TOB
«TeBa
YkpaiHa»

YkpaiHa

TeBa Yex
IHOacTpi3 c.p.o.

Yecbka
Pecny6n
ika

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA NiKapcbKuii 3acib.
KOHTPO/b AONOMIKHVX PEHOBUH
(iHWi 3MiHW) pefakLiiHi NpaBku B

3a
peyenmo
M

UA/7471/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

posginax 3.2.P.4 fonomikHuX
peyoBuUH nonirniuepun-3 oneatr
Ta nonirniyepun-10 onear.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTPO/1b AONOMDKHVX PEYOBUH.
3MiHa y MmeTofax BUNpo6yBaHHsA
[OMNOMDKHOT peYOBUHM (iHLLI
3MiHM y MeTogax BUNpobyBaHHs
(BKKOYaLOUM 3aMiHy abo
[0faBaHHs)) OHOB/IEHHS
aHaniTMyHoi metoamkn MX ans
BU3HAYEHHS BMICTY XVPHUX
KMNCNOT y AOMOMIKHUX
peyoBuMHax nonirniuepwn-3
onear Ta nonirniuepun-10
onear

58.

EKBOPAN®

ciclosporin

LIMKI0CMo
pUH

LO4ADO
1

Kancysm m'ski no
50 wr, no 10
Kancysny énicrtepi;
no 5 6nictepis y
Kopoo6Li

TOB
«TeBa
YkpaiHa»

YkpaiHa

TeBa Yex
IHpacTpis c.p.o.

Yecbka
Pecnybn
ika

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTPO/Ib AONOMIDKHMX PEHOBUH
(iHWi 3mMiHW) pegakuiliHi NpaBky B
po3ginax 3.2.P.4 fonoMikHuX
peyoBuH nonirniLepun-3 oneat
Ta nonirniuepnn-10 onear.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6.
KOHTPO/1b AONOMIKHUX PEYOBUH.
3MiHa y meTogax BUNpPoGyBaHHS
[ONOMDKHOT peYOBUHM (iHLLI
3MiHM y MeToAax BUNpPoOyBaHHS
(Bkntovaoum 3amiHy abo
[0faBaHHs)) OHOB/IEHHS
aHaniTMuHoi metoankn X ans
BU3HAYEHHS BMICTY XVPHUX
KMUCNOT Y AONOMIKHUX
peyoBuHax noairniuepun-3
onear Ta nonirniuepun-10
oneatr

3a
peyenmo
M

UA/7471/02/02

59.

EKBOPA/N®

ciclosporin

LMK/I0CTO
puH

LO4ADO
1

Kancynm m'ski no
100 mr, no 10
Kancyny 6nictepi;
no 5 6nictepis y
KOpoo6Li

TOB
«TeBa
YkpaiHa»

YkpaiHa

TeBa Yex
IHOacTpi3 c.p.o.

Yecbka
Pecny6n
ika

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA NiKapcbKuii 3acib.
KOHTPO/b AONOMIKHVX PEHOBUH
(iHWi 3MiHW) pefakLiiHi NpaBku B

3a
peyenmo
M

UA/7471/02/03
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
posginax 3.2.P.4 fonomikHuX
peyoBuUH nonirniuepun-3 oneatr
Ta nonirniyepun-10 onear.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTPO/1b AONOMDKHVX PEYOBUH.
3MiHa y MmeTofax BUNpo6yBaHHsA
[OMNOMDKHOT peYOBUHM (iHLLI
3MiHM y MeTogax BUNpobyBaHHs
(BKKOYaLOUM 3aMiHy abo
[0faBaHHs)) OHOB/IEHHS
aHaniTMyHoi metoamkn MX ans
BU3HAYEHHS BMICTY XVPHUX
KMNCNOT y AOMOMIKHUX
peyoBuMHax nonirniuepwn-3
onear Ta nonirniuepun-10
onear
60. | EKCDOPX valsartan amnoguniH | CO9DBO | TabneTku, BKpUTI Hosapric LBelina Brpo6HMUTBO 3a ITania/ BHECEHHS 3MiH 0 3a UA/8102/01/02
and y 6ecunar, | 1 nNiBKOBOO Papma Al pis NMOBHUM LMK/IOM: Icnanis peecTpaLiiiHix MaTepianis: peyenmo
amlodipine | BancapTaH 060/10HKOI0, 5 HosapTic ®apma 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
Mr/160 mr; no 14 C.n.A,, Itanis; [oTOBMIA NikapcbKuii 3aci6.
Tabnetok y Bupo6HuyTBO, 3MiHN Y BUPOGHULITBI. 3MiHN Y
6nictepi; no 1 a6o KOHTPO/Tb SIKOCTI, npoueci BUPOBHULITBA TOTOBOTO
no 2 6nictepu B nepBuHHe nikapcbKoro 3acoby, BK/IOHaoum
Kopoo6Li naxyBaHHs, NPOMIXHUIA NPOAYKT, L0
BTOPVHHE 3aCTOCOBYETLCA NP
nakyBaHHS: BUPOGHWLITBI FOTOBOrO
3irdopig Bapbepa, NiKapcbKoro 3acoby (HesHauyHa
C.J1.,, IcnaHis 3MiHa y npoLeci BUPOOGHMLTBA)
He3HauHi 3MiHW Y npoueci
BMPOGHMLTBA rOTOBOIO
NiKapcbKoro 3acoby (BK/IHYEHHS
fJeTaneli etany HaHeCeHHs
NOKPUTTS, WO 06YMOB/IEHO
BMPOBaKEHHAM
a/IbTEPHATUBHOT MaLUVHW A1
HaHeCeHHs MOKPUTTS Ha
AinbHuui Novartis Farma S.p.A.,
Italy)
61. | EKCH®OPX valsartan amnoguniH | CO9DBO | TabneTku, BKpUTI HosapTic Lseliua Brpo6HMUTBO 3a ITania/ BHECEHHS 3MiH A0 3a UA/8102/01/03
and y 6ecunar, | 1 nAiBKOBOO dapma Al pis MOBHUM LMK/IOM: Icnanis peecTpauiiiHux maTepiasis: peyenmo
amlodipine | BancaptaH 060s10HKo, 10 Hosaprtic ®apma 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
Mr/160 wmr; no 14 C.n.A., ITanis; [oTOBMIA NikapcbKuii 3aci6.
Tabnetok y Bupo6HuuTBO, 3MiHN Y BUPOGHMLTBI. 3MiHN Y
6nicTepi; no 1 abo KOHTPO/1b SIKOCTI, npoLieci BUpO6HULITBA FOTOBOTO
no 2 6nictepu B nepBuHHE NiKapCcbKoro 3acoby, BKAYaKum
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KOpoo6LL nakyBaHHs, NPOMDKHUIA NPOAYKT, L0
BTOPUHHE 3aCTOCOBYETLCA NPy
nakyBaHHS: BUPOGHWLITBI FOTOBOrO
3irdopig Bapbepa, nNiKapcbkoro 3acoby (He3HauyHa
C.J1., IcnaHis 3MiHa y npoueci BUpobHuLTBa)
He3HauHi 3MiHW y npoLeci
BMPOGHWLITBA FOTOBOrO
NiKapcbKoro 3acoby (BK/IHYEHHS
JeTaneli etany HaHeCeHHs
NOKPUTTS, LLLO 06YMOBIEHO
BNPOBaKEHHAM
a/IbTEPHATUBHOT MaLUVHW A1
HaHeCeHHs MOKPUTTS Ha
AinbHuui Novartis Farma S.p.A.,
Italy)
62. | EKCH®OPX valsartan amnoguniH | CO9DBO | TabneTku, BKpUTI HosapTic LBeliua Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH [0 3a UA/8102/01/01
and y 6ecunar, | 1 NNiBKOBOKO dapma Al pis NOBHMM LK/TOM: Icnanis peecTpauiiiHnx maTepiasis: peyenmo
amlodipine | BancaptaH 060/10HKO, 5 HosapTic ®apma 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
mr/80 mr; no 14 C.n.A., Itanis; loTOBWIA Nikapcbkuii 3aci6.
Tabnetok y Bupo6HMLTBO, 3MiHM Y BUPOBHULITBI. 3MiHN Y
6nicTepi; no 1 abo KOHTPO/Ib SIKOCTI, npoteci BUpo6HULITBA FOTOBOTO
no 2 6nictepu B nepBuHHE nNiKapcbKoro 3acoby, BKYaum
KOpOoo6Li nakyBaHHs, NPOMiXXHUIA NPOAYKT, L0
BTOPVHHE 3aCTOCOBYETLCA NPy
nakyBaHHs: BMPOGHULITBI FOTOBOTO
3irdopig Bapbepa, NiKapcbKoro 3acoby (HesHayHa
C.J1.,, IcnaHis 3MiHa y npoueci BUpobHuLTBa)
He3HauHi 3MiHW Y npoLeci
BMPOBGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BK/OYEHHS
feTaneli etany HaHeCeHHs
NOKPUTTS, L0 06YMOBEHO
BMPOBaKEHHAM
aNbTepHaTVBHOT MaLUHW AN
HaHeCeHHs MOKPUTTS Ha
ainbHuui Novartis Farma S.p.A.,
Italy)
63. | EH)XXEHNA somatrogo | comatporo | HO1IACO | po3uuH gns Mdpaiizep CLIA BVMPOGHMLTBO, Benbrisi/ BHECEHHS 3MiH A0 3a UA/20559/01/01
n H 8 iH’ekuili no 24 Eiiy.Ci.Mi. nepBuHHE IpnaHgis peecTpauiiiHux maTepiasiis: peuenmo
mr/1,2 mn; 1 Kopnopeii nakyBaHHs 3MiHu 1l TURNYy - 3MiHK 3 AKOCTI. M
nonepeaHs0 LUH (kapTpuax), A®I. BupobHuLTBO. 3MiHA
HanoBHEeHa pyuka, TecTyBaHHs BUPOBHMKa
LLIO MICTUTb pO34nHYy BWXiHOr0/MPOMiXHOro
KapTpuax, y niKapcbKoro npoayKTy/peareHTy, Lo
KapTOHHI Kopobui 3acoby BMKOPWCTOBYHOTLCS Y
(eHOOTOKCUHM, BMPOGHUYOMY npoueci APl abo




Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
CTEePWbHICTb, M- 3MiHa BUPOOHMKa (BKOYakouW,
Kpe3on) e HeobxiaHo, micue
(kapTpuax); NpoBeAeHHS KOHTPOJTH SKOCTI)
cknagaHHs, A®I (3a BigcyTHOCTI
MapKyBaHHs, cepTucpikaTa BiANOBIAHOCTI
TecTyBaHHs Ta €Bponelicbkiin hapmakonei y
BTOPWHHE 3aTBEPAKEHOMY [0CHLE)(3MIHN
nakyBaHHs [0 3axofiB, NOB'A3aHNX 3
nonepeHLo KOHTPOJIEM aKTUBHOI PEYOBWHM
HanoBHEHOI PyYKU; 6i0N10rYHOr0 NOXOMKEHHS:
BUMYCK Cepii: 3amiHa abo gogaBaHHsA
Mdpaiizep AinbHULI, e NpoBOANTLCSA
MeHgeKUypUHT KOHTPO/1b/BUNPOBYBaHHSA cepil,
Benbrisi HB, BKJ/TH0HAKUN 3aCTOCYBaHHA
Benebrist; 6ionoriyHoro/imyHosoriyHoro/imy
TecTyBaHHS HOXIMIYHOrO MeTo/y) AofaBaHHsA
PO3UmnHYy aflbTepHaTUBHOI BUPOOHUYOI
nikapcbKoro nOinbHuui BioReliance, 9820
3acoby: Mdaiizep Darnestown Road, Rockville,
IpnaHgis MD 20850, USA BignosigasbHoi
dapmacbloTikans 3a TeCTyBaHHSA GaHKy KMiTUH
AHnimiTeq Lit0Y0i pevyoBUHY COMATPOrOH.
KomnaHi, Ipnangis 3anponoHoBaHa 3MiHa He
BMN/IMBAE HA METOAMNKN
TecTyBaHHs abo Ha kpuTepii
NPUAHATTA, 3apeecTpoBaHi Ans
TecTyBaHHS 6aHKy KiTUH.
XKOAHMX IHLIMX 3MiH Y Mexax
LibOro NofAaHHs He
MPOMNOHYETLCA. 3MiHa He
BM/IMBAE Ha CMiBBiJHOLLIEHHSA
KOpUCTb-pu3mnK M13
64. | EH)XXEH/NA somatrogo | comarporo | HOLACO | po3uuH ans Mdpaiizep CLWA BVMPOGHMLTBO, Benbria/ BHECEHHS 3MiH [0 3a UA/20559/01/02
n H 8 iH'eKwjii no 60 Eiiu.Ci.Mi. nepsuHHe IpnaHgis peecTpaliiiHix maTepianis: peyenmo
mr/1,2 mn; 1 Kopnopeii nakyBaHHs 3MiHu Il TUNYy - 3MiHK 3 AKOCTI. M
nonepegHb0 LUH (kapTpuox), A®I. BupobHuLTBO. 3MiHA
HanoBHeHa pyuka, TecTyBaHHs BMPOGHMKA
L0 MICTUTb PO34MHY BVXiAHOrO/NPOMIiXXHOro
KapTpuax, y nikapcbKkoro npoayKTy/peareHTy, Lo
KapTOHHI Kopobuj 3acoby BMKOPUCTOBYIOTLCA Y
(eHpoTOKCHHNY, BMPOGHUYOMY npoueci Adl, abo
CTEepPWIbHICTb, M- 3MiHa BUpPOGHMKa (BK/TOUatouK,
Kpeson) e HeobxiaHo, micue
(kapTpuax); NpPOBeEHHS KOHTPOJIIO SKOCTI)
ckagaHHs, A®| (3a BigCyTHOCTI
MapKyBaHHs, cepTuduikata BifnoBiAHOCTI
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
TecTyBaHHA Ta €Bponeiicbkiii hapmakonei y
BTOPVHHE 3aTBEPKEHOMY [,0CHE)(3MIHU
nakyBaHHs [0 3ax0fiB, NOB’A3aHNX 3
nonepeaHLO KOHTPO/IEM aKTUBHOI PEYOBWHM
HanoBHEHOT PyYKu; 6i0/10MYHOr0 NMOXOMKEHHS:
BUMYCK Cepii: 3amiHa abo goJaBaHHs
Mdpaiizep AOinbHULI, Ae NpoBOAUTLCA
MeHtoekuypuHr KOHTPO/b/BMNPOGYBaHHSA cepii,
Benebrist HB, BK/10HAOUN 3aCTOCYBaHHA
Benbrisi; 6ionoriyHoro/imyHonorivyHoro/imy
TecTyBaHHSA HOXIMIYHOTO MeToZy) foAaBaHHA
PO3UnHY anbTepHaTUBHOI BUPOOHUYOT
nikapcbKoro ginbHuui BioReliance, 9820
3acoby: MNdaizep Darnestown Road, Rockville,
IpnaHgis MD 20850, USA BignoBiaasnbHo1
dapmachbioTikans 3a TeCTyBaHHS 6aHKy KIiTUH
AHnimiTeq, Ai04OT PEYOBMHN COMATPOrOH.
KomnaHi, IpnaHgis 3anponoHoBaHa 3miHa He
BMN/IMBAE Ha METOAMNKU
TecTyBaHHs abo Ha kputepii
NPUAHATTA, 3apeecTpoBaHi Ans
TecTyBaHHA 6aHKy KNiTUH.
YKOoAHVX iHWKX 3MiH Y Mexax
LibOro NofaHHsA He
NPONOHYETLCA. 3MiHa He
BM/IMBAE Ha CMiBBifHOLIEHHS
KOpUCTb-pu3unK 13
65. | EHTEPON Saccharo caxapomit, | AO7FAO | mopoLlok ans BIOKOAE | ®paHuisa BIOKOJEKC PpaHLin BHECEHHS 3MiH [0 6e3 UA/6295/01/01
250 myces et 2 opasibHOro KC peecTpauiiiHix MmaTepiasiis: peyenma
boulardii 6ynapgi 3acTocyBaHHSA Mo 3MiHY | TUNY - 3MiHK 3 AKOCTI.
CNCM 250 wmr; no 10 [oTOBMIA NikapcbKuii 3acio.
1-745 nakeTukiB y Cunctema
(niodpinizo KapTOHHI Kopobui KOHTelHep/3aKynoptoBasbHWi
BaHi 3aci6. 3MiHa y NepBuHHIiA
KNiTUHN) yNakoBLi FOTOBOr0 NiKapCbKoro
3aco06y (SKICHWI Ta KinbKicHUIA
cknag) - Teepai nikapcoki
dhopmu - MocuneHHs
cneuudikaliiiHUX BUMOT LLOA0
6e3nocepeiHbOr0 nakyBaHHs
npenapary
66. | EHXEPTY trastuzum | Tpacty3sym | LO1FDO | nopoluok ans ACTPA3E Benvka BVMPOGHMLTBO, Himeuun BHECEHHS 3MiH [0 3a UA/20895/01/01
ab aby 4 KOHLeHTparty Ans HEKA IOK | BpuTaHi BMNPOBYBaHHSA Ha peecTpauiiiHix MaTepianis: peyenmo
deruxteca | gepykcrek PO34mnHy ans NIMITEL A KOHTPOJIH0 SKOCTI 3MmiHu | TURY - 3MiHK 3 SKOCTI. M
n aH iHdpysiin, 100 wr, npu BUNycky (Kpim [oTOBMIA Nikapcbkuii 3aci6.
cTepuibHUiA MPUrHIYEHHS pOCTy KOHTpO/1b roTOBOro MikapcbKoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

niogpinizoBaHmit
NMopoLUoK ANs
KOHUEeHTpaTy Ans
pO34nHyY Ans
iHdpysin gna
0/IHOPa30BOro
BUKOPUCTaHHS y
CKNISTHOMY
dhnakoHi,
3aKynopeHomy
ryMOBO NPO6KOI0
3 06XXMMHOI0
KpuLkoto «flip-off
crimp cap»; no 1
chnakoHy B
KapTOHHI KopobLyi

KNiTuH): BakcTtep
OHkonomxi MM6X,
HimevunHa,;
BUNPO6YBaHHSA
KOHTPOJIH0 SIKOCTI
npy BUNYCKy
(TiNbkn
MPUrHIYEHHS POCTY
KiTUH): Yapnb3
Pisep
NabopaTtopis
xopmaHi F'm6X,
HimeuyuunHa,;
BTOPVHHE
nakyBaHHS,
MapKyBaHHS Ta
BMMNYCK cepii
(cepTuddikauisi)
roToBOro
nikapcbKkoro
3acoby: faiui
CaHkio HOpon
m6X, HimeyunHa

3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NiKapcbKoro 3acoby (3BYXeHHs
[OMYCTUMUX MEX) 3BYXEHHSI
OONyCTUMUX MEX Y crieumdikaw,ii
['/13 3a noka3HuKoM «Yucrota »
npu BUNyCKy Ta Ha nepiog,
TepMiHy npuaaTHocTi. BBegeHHs
3MiH NPOTArom 6 MicAuiB nicns
3aTBEPMKEHHS 3MiHM | TUny -
3MmiHu 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCA Y NpoLeci
BMPO6HMLTBA AD| (3BYXKEHHSA
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3ByXeHHs
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix A®I(ADC) 3a
NokasHMKOM «4HucToTa » npu
BWMYCKY Ta Ha nepiog TepmiHy
npugaTtHocTi. BBeieHHS 3MiH
npoTsrom 6 Micauis nicns
3aTBEpMKEHHS 3MiHM | TUny -
3MmiHu 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMIXHWIA
npoayKT/pearenT, Wwo
BUKOPVCTOBYIOTLCA Y NpoLeci
BMPO6HMLTBA AD| (3BYXKEHHSA
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3ByXeHHs
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikayisgx A®I(MAAL-9001)
3a NokasHUKOM «HucToTa » npu
BWMYCKY Ta Ha nepiog TepmiHy
npugaTHocTi. BBeieHHS 3MiH
npoTsirom 6 Micauis nicns
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3aTBEPLKEHHSA 3MiHK | Tvny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cneuudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BY)XXEHHS AONYCTUMUX MEX
nokasHuka crneungikawii «pH»
npu BUNYyCKy Ta Ha nepiog,
TepMiHy npugartHocTi IMN13.
3arsepaxeHo: pH 5.1-5.9
3anponoHosaHo: pH 5.2-5.8
BBegeHHs 3MiH npoTsirom 6
MicsILiB Micns 3aTBepKEHHS
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO MikapCcbKoro
3acoby. 3miHa napaveTpis
cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOrO
NiKapCcbKoro 3acoby (3BY>KEHHS
[OMYyCTUMUX MeX) 3BYXKEHHS
[OMYyCTUMMX MEX MOKa3HUKa
cneumdikauii «Po3nogain N3-
NiHKepa» Npu BUMYCKy Ta Ha
nepiog TepmiHy npuaaTHocCTi
'N3. 3atBepmxeHo: Drug Linker
Distribution 7.5-8.0
3anponoHoBaHo: Drug Linker
Distribution 7.6-7.9 BeegeHHs
3MiH NpoTAroM 6 MicAuiB micns
3aTBEPLKEHHSA 3MiHK | Tvny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cneuudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO likapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BY)XXEHHS AONYCTUMUX MEX
nokasHuka cneuudikaii
«AKTUBHICTb» MpW BANYCKY Ta Ha
nepiog TepmiHy NnpuaaTHOCTI
'13. 3aTBepaxeHo: Potency 60-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

140% 3anponoHoBaHo: Potency
70-130% BBepeHHs 3MiH
npoTsArom 6 micsuis nicns

3aTBEPLKEHHSA 3MiHK | Tvny -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cnevudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BY)XXEHHS AONYCTUMUX MEX
nokasHuka crneumdikavii «Bmict
BOAW» Ha nepiog TepMiHy
npugatHocTi [N3.

3arBepgxeHo: Water content 4

% 3anponoHoBaHo: Water
content 2.5 % BBegeHHS 3MiH
npoTsrom 6 Micauis nicns
3aTBEpMKEHHS 3MiHM | TUny -
3MmiHu 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTLCA Y NpoLeci
BMPO6HMLTBA AD| (3BYXKEHHSA

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3ByXeHHs

[ONYCTUMUX MEX, BUSHAUYEHNX Y

cneuudikauisx A®l (ADC) 3a

NOKa3HMKOM «pH>» npwn BUMYCKY

Ta Ha nepiog TepMiHy
npugartHocTi. 3aTBepakeHo: pH

5.1-5.9 3anpornoHoBaHo: pH 5.2-

5.8 BBefeHHs 3MiH NpoTarom 6

MiCALIB MiCNSA 3aTBEPAKEHHS

3MiHM | TMNY - 3MiHK 3 AKOCTI.

A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMUX MeX,

BM3HAYEHNX Y cneuudikaLisx Ha

A®I, a60 BUXigHWIA/NPOMIKXHWIA

npoAayKT/pearexT, wo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BMKOPUCTOBYIOTLCS Y NpoLueci
BMPO6HMLTBA AD| (3BYXKEHHSA
OONyCTUMUX MEX, BUSHAUEHUX Y
cneuudikaLii) 3ByXeHHs

[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx A®l (ADC) 3a
nokasHWUKoM «Po3nogin
niKapcbKoro 3acoby-niHkepa»
npy BUMYCKy Ta Ha nepiog,
TepMiHy NpuaaTHoCTI.
3arBeppkeHo: Drug Linker
Distribution 7.5-8.0
3anponoHoBaHo: Drug Linker
Distribution 7.6-7.9 BeegeHHs
3MiH NpoTAroM 6 MicAuiB micns
3aTBEPLKEHHSA 3MiHK | Tvny -
3MiHu 3 siKocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax
cneuudikayin Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiHUIA/NPOMIXHWIA
npoAykT/pearexT, wo
BUKOPVCTOBYIOTBCA Y NpoLeci
BMPOGHULTBA AP (3BYXXEHHSA

cneuudikauii) 3By>XeHHs
cneumdikauisx Adl

(MAAL-9001) 3a NOKa3HUKOM

«HER2 3B’A3yBavibHa

Ta Ha nepiog TepMiHy
npuaaTHocTi. 3aTBepXKEHO:

70-130% 3anpornoHoBaHo:
80-120% BBepeHHs 3MiH

npoTsArom 6 micsuis nicns

A®l. 3miHa y napameTpax
cneuudikayin Ta/abo

A0NYyCTUMUX MeX, BUSHAYEHUX Yy

A0NyCTUMUX MeX, BUSHAYEHUX Yy

HER2 binding activity, ELISA

HER2 binding activity, ELISA

aKTUBHICTb, ELISA» npu Bunycky

3aTBEPLKEHHSA 3MiHK | Tvny -
3MiHu 3 siKocTi. A®Il. KoHTponb

A0NYyCTUMUX MeX, BUSHAYEHUX Yy

BUIXiAHUIA/NPOMIXHWIA

cneyudikauisx Ha A®l, abo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (3BYXKEHHSA

[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii) 3By>XeHHs
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax A®l (ADC) 3a
NMOKa3HWUKOM «AKTUBHICTb» Npu
BWMYCKy Ta Ha nepios TepMiHy
npuaaTHOCTI. 3aTBEpKEHO:
Potency 60-140%
3anponoHoBaHo: Potency 70-
130% BBefgeHHA 3MiH NPOTArom
6 micauis nicns 3aTBepakKeHHs
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikaui
Ta/abo [OonNyCTUMUX MEX,
BM3HAYeHUX y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAayKT/pearenT, Wwo
BUKOPVCTOBYIOTBCA Y NpoLeci
BMPO6HMLTBA AD| (3BYXKEHHSA
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikaLii) 3ByXXeHHs
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Adl
(MAAL-9001) 3a NOKa3HUKOM
«pH» npu BUNYyCcKy Ta Ha nepiog

TepMiHy NpuAaaTHOCTI.

3arsepaxeHo: pH 5.3-6.1
3anponoHosaHo: pH 5.5-6.1
BBegeHHs 3MiH npoTsirom 6
MicsILiB MicNs 3aTBepAKEHHS

67.

EProc®

sildenafil

cungeHad
in

GO4BEO
3

Tabnetkn no 50
mr, no 1 a6o 2,
a6o 4 Tabnetkn y
6nictepi; no 1
6nictepy B
Kopo6Li; no 4
Tabnetkv B
6nicTepi; no 2
6nictepu B
KOpOoo6Li

TOB
"®apmaue
BTUYHA
KomnaHis
"®apKoC"

Ykpaina

TOB
"PapmMaLeBTuyHa
KoMMaHis
"®apKoC"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
FoToBUIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo AoAaBaHHs
LuTamMnis, NOTOBLLEHb ab0 iHLWKX
MapKyBaHb, YK/THoHaoun 3aMiHy
abo popaBaHHs chap6b ans
MapKyBaHHS flikapcbKoro 3acoby
(3MiHa WwTamnis, NOTOBLYEHb 260
HLWIMX MapKyBaHb). 3MiHa onucy
nikapcbkoro 3acoby, 3

3a
peyerimo
M

UA/6666/01/02




n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BiANOBiAHMMM 3MiHaMKN B PO34in
«Onuec» MKA N3. 3mibn
BHECEHO B po3gain "/likapcbka
dopma” (OCHOBHI (i3UKO-XiMiYHI
BN1ACTMBOCTI) B iIHCTPYKLt0 AN1S
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby. BeeaeHHs
3MiH NpPOTAromM 6-Tn Micauis
nicns 3aTBepPKEHHS.

68.

EProc®

sildenafil

cungeHad
in

Tabnetku no 50
mr; in bulk: no
5000 TabneTtok y
nnsiwka

TOB
"®apmaue
BTUYHA
KOMMNaHis
"®apKoC"

YkpaiHa

TOB
"®apmaueBTUyHa
KOMMaHis
"®apKoC"

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHiX MaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
FoToBMiA nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo godaBaHHs
LTammniB, NOTOBLLEHb abo iHLLINX
MapKyBaHb, YK/THoUaoumn 3aMiHy
ab0 gogaBaHHs thapb ans
MapKyBaHHS J/likapcbKoro 3acoby
(3miHa wramnis, NOTOBLYEHb ab0
iHLWMX MapKyBaHb). 3MiHa onucy
nikapcbkoro 3acoby, 3
BiANOBIAHUMW 3MiHaMK B PO3A4iN
«Onue» MKA N13. 3miHn
BHeCeHO B po3gin "/likapcbka
dopma" (OCHOBHI (Di3VKO-XiMiYHI
BNACTMBOCTI) B iIHCTPYKLitO ANst
MeZMNYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby. BeefeHHA
3MiH NPOTSArom 6-Tn MicsLiB
nicns 3aTBepkKeHHs.

UA/5760/01/02

69.

EC30n

itraconazol
e

iTpakoHa3
on

JO2ACO
2

TabneTtku, BKpUTI
060/10HKO10, NO
100 wmr; no 4 a6o
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHilA
yMaKkoBLj

TOB
"KyCym"

YkpaiHa

KYCYM
XENTXKEP MNBT
nTa

IHais

BHECEHHS 3MiH A0
peecTpauiiiHux maTepiasis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvika peecTpadjiiHoro
nocBifyYeHHs) 3MiHa
HaliMeHyBaHHS 3asiBHVKa
(BnacHvika peecTpadjiiHoro
noceifyeHHs). BeegeHHsA 3MiH
npoTArom 6-T MicALIB micns
3aTBepMKEHHS. 3MiHK | TUny -
3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHS

3a
peyerimo
M

UA/10774/01/01
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MixHapo

Ha3ssa
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n/n

JliKapcbK0O20
3acoby

OHa

HernameH

mosaHa
Has3sa*

diroyoi
peyosuHU

Koo
ATX

(nikapcbka
¢popma,
ynakoska)

dopma sunycky

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep

peecmpayitiHo
20

nocsioYeHHs

70.

EC30n

itraconazol

iTpakoHa3

TabneTku, BKpUTI

TOB

roTOBOrO JlikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax
BMNpo6yBaHb (BK/IKOYAKUM
3aMiHy ab0 JOMOBHEHHS))
BHECEHHS 3MiH 40 MeTogiB
BMNpobyBaHHsA /13 3a
nokasHukom "KinbkicHe
BM3HAUYEHHS", 30Kpema: 3MiHu
YMOB XpomartorpadyBaHHs;
3MiHM B Npo6oniAroToBLi
PO3UUHIB; 3a3HAYEHHS Mporpamm
rpagieHTa; 3miHu B p. MepeBipka
npuaaTHocTi XxpoMaTorpadiyHoT
cucteMn. 3MmiHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA NikapCbKuii
3aci6. KoHTpob rotToBoro
nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS
roTOBOrO JlikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax
BMNpo6yBaHb (BK/IKOYAKUM
3aMiHy ab0 JOMOBHEHHS))
BHECEHHS 3MiH 40 MeTogiB
BMNpobyBaHHsA /13 3a
NnoKasHNKoM "OfHOpIAHICTb
[,030BaHNX OAMHULE", 30Kpema:
3MiHN YMOB
XpomaTorpadyyBaHHs, 3MiH/ B
npo6oniAroToBLi CTaHAAPTHOrO
PO34MHY, 3a3Ha4YeHHS NporpaMm
rpagieHT, 3miHu B p. MNepesipka
npugaTHoCTi XpoMarorpadidHoi
cuCTEMMU, LLO 3a3HayeHi y
MeToAuLi BUNPOGYyBaHHSA 3a
nokasHukom "KinbkicHe
BU3HAYEHHA"; 3MiHa
NpUroTyBaHHsA BUNPOBYBasibHOro
PO34MHY, 3MiHN B PO3aXyHKOBIW
dhopmyni.

e

on

060/10HKOH0, MO
100 wr; in bulk: Ne
4200 (10x420)
Tabnetok: no 10
Tabnetok y

6nictepi; no 420

"KYCyM"

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecu 3asBHMKA
(BnacHvika peecTpadjiiHoro

nocBif4YeHHs) 3MiHa

UA/20674/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
6nictepiB y HaliMeHyBaHHSs 3asiBHUKA

KapTOHHI KopobLyi

(BnacHvika peecTpadjiHoro
nocBeigyeHHs). BBegeHHs 3MiH
NPOTArom 6-Tn MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby.
3MiHa y meTogax BUNpPoGyBaHHS
roTOBOrO JlikapCbKoro 3acoby
(iHWi 3miHM y MeTogax
BMNpoO6yBaHb (BK/IKOYAKUM
3aMiHy ab0 JOMOBHEHHS))
BHECEHHS 3MiH 40 MeTogiB
BMNpobyBaHHsA /13 3a
nokasHukom "KinbkicHe
BM3HAUYEHHS", 30Kpema: 3MiHu
YMOB XpomartorpadyBaHHs;
3MiHK B Npo6oniaroTosLi
PO34UHIB; 3a3HAYEHHSI Mporpamu
rpagieHTa; 3miHu B p. Mepesipka
npuaaTHocCTi XxpoMaTorpadiyHoT
cucteMu. 3MiHu | Tuny - 3miHu 3
AKoCTi. [0TOBWIA NikapCbKuii
3aci6. KoHTpob rotToBoro
nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS
roTOBOrO JlikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax
BMNpoO6yBaHb (BK/IKOYAKUM
3aMiHy ab0 JOMOBHEHHS))
BHECEHHS 3MiH 40 MeTogiB
BMNpobyBaHHsA /13 3a
NnoKasHNKoM "OfHOpIAHICTb
[,030BaHNX OAMHULE", 30Kpema:
3MiHN YMOB
XpomaTorpadyyBaHHs, 3MiH/ B
npo6oniAroToBLi CTaHAAPTHOrO
PO34MHY, 3a3Ha4YeHHS NporpaMm
rpagieHT, 3miHu B p. MNepesipka
npugaTHoCTi XpoMartorpadivHoi
cucTEMMU, LLO 3a3HayeHi y
MeToAuLi BUNPOGYyBaHHSA 3a
nokasHukom "KinbkicHe
BU3HAYEHHA"; 3MiHa

NpUroTyBaHHsA BUNPO6YBasIbHOTO
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
PO34MHY, 3MiHU B PO3aXxyHKOBIA
dhopmyni.
71. | ECCEHUIAN - «EcceHuia | AO5BA kancysnm no 300 TOB Ykpaina BVMPOGHMLTBO, Himeuun BHECEHHS 3MiH 0 6e3 niosnsiea UA/8682/01/01
€® POPTE H NbHi mr; Ne 30 (10x3): "Onenna nepBuHHE Ta Ha/ peecTpauiiiHux matepianis: peyenma €

doccponini no 10 kancyny Xenckea BTOPVHHE Monbwa 3MiHu | TMNY - 3MiHK WoA0

on»®= 6nicTepi, no 3 YkpaiHa" nakyBaHHs, 6e3nekv/edekTMBHOCTI Ta

EPL® - 6nictepn y KOHTpONb Ta hapmakoHarnagy (iHwi 3mMiHn)

cybcTaHui KapTOHHIN BMNYCK Cepii: 3MiHV BHECEHO A0 IHCTPYKLUIT

b Kopo6uij; Ne 90 Ei. HatTepmaHH ANA MeAUYHOro 3acTOCyBaHHs

(dbocdoni (10x9): no 10 eHp Caiii. TM6X, nikapcbKoro 3acoby [0 po3ginis

nigu i3 Kancysny énictepi, HimeuunHa "3acTocyBaHHs y nepiog

COEBUX no 9 6nictepis y BariTHOCTi abo rogyBaHHs

606iB ((3- KapTOHHilA nepBrHHe Ta rpyaato”, "MepenosysaHHs".

sn- Kopo6ui; Ne 100 BTOPVHHE BBegeHHs 3MiH NpoTsirom 6

hocpaTn (10x10): no 10 nakyBaHHs, BUMYCK MiCALB Nicna 3aTBePIKEHHS.

ONN)XONiH) Kancyny énicrepi, cepiii: 3MiHn Il Tuny - 3MiHn Wwoao

, K no 10 6nicTepi y Onenna Xenckea 6e3nekn/eeKkTMBHOCTI Ta

MIiCTATb KapTOHHiI Kopobui MonaHg Cn. 3 0.0., hapmakoHarnagy. 3miHu y

all-rac Monbwa KOPOTKili XapakTepucTu,i

anbgac- NiKapcbKoro 3acoby, TeKCTi

ToKohepo MapKyBaHHS Ta IHCTPYKUiT Ans

n) MeJIMYHOro 3aCTOCYBaHHS y

3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, AOKNIHIYHUMN,
KNIHIYHUMW A@aHMK Ta JaHumy 3
hapmMakoHarisgy
3MiHV BHeceHo A0 [HCTpyKu,i
ONA MeNYHOTo 3acTOCyBaHHS
NiKapcbKoro 3acoby Ao posginis
"MMpoTunokasaHHa",
"Oco6nM1BOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuji”. BBegeHHs
3MiH NPOTArom 6 MicAuiB nicns
3aTBEpPKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y
KOPOTKIli XapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeJMYHOro 3aCTOCYBaHHSA y
3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, JOKNIHIYHUMMU,
KNIHIYHUMW JaHMK Ta JaHuMuy 3
dhapmakoHarnsgy
3MiHM BHECEHO A0 IHCTPYKLiT
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
0151 MeMYHOro 3acToCyBaHHS

nNiKapcbKoro 3acoby Ao po3giny
"®apmakonoriyHi B1acTmBocTi".
BBefeHHA 3MiH NpoTArom 6
MicSILLB NiCNsA 3aTBEPLKEHHS.
3MmiHu |l Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiHun y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHMU 3
SKOCTi, AOK/TIHIYHMMM,
KNHIYHUMW JaHMK Ta JaHuMmy 3
hapmakoHarnagy 3miHu
BHECEHO A0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS
niKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii". BBegeHH:
3MiH NpoTAroM 6 MicAuiB micns
3aTBEPAKEHHS
3MiHu Il TURYy - 3MiHK Woa0
6e3nekn/ecdheKTMBHOCTI Ta
hapMakoHarnagy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(hopaBaHHS HOBOTO
TepaneBTUYHOTO MokasaHHs abo
3MiHa y 3aTBepKeHOMy
nokasaHHi) 3mMiH1 BHECeHO 10
IHCTpYKLUIT Ana MeanYHOoro
3acTOCyBaHHS Nikapcbkoro
3aco6y Ao po3gainy "MokasaHHs"
(3aTBEpAXEHO - HeankoronbHuii
cTearorenaTuT, a/lkorosiIbHWi
cTeaTorenartut, rocTpi i XPOHiYHi
renaTuTu pisHoi eTionorii, upo3
neyiHkn, nepega- i
nicnsonepadiiHe nikyBaHHsa npu
XipypriuHOMy BTpyYaHHi Ha
neuyiHLi Ta XXOBYOBMBILHNX
winsxax, ncopias, pagiauiiHui
CUHAPOM; 3anpOoMOHOBaHO -
EcceHuiane® copte H — ue
nikapcbkuii 3acié pOCNHHOIO

NOXOKEHHS AN NiKyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3aXBOPOBaHb NEYiHKU.
Mpenapart EcceHuiane® dopte
H BUKOpMCTOBYETLCA A1
NonerweHHs Cy6'eKTUBHNX
CMMMTOMIB, TakuX Sk BTpara
aneTuTy abo BiguyTTs TUCKY Y
npasoMy nigpebep’, y naujieHTis
3 YpaKEHHAM MeYiHKu,
CNPUYNHEHUM TOKCUYHOIO JiEH0
neBHOI ki abo renatuTom.) Ta
AK HaC/MiJOoK BifNOBIAHO 3MIHEHO
iHchopmawuito B po3gini "Cnoci6
3aCTOCyBaHHA Ta 403n".
BBefeHHs 3miH npoTsarom 6
MicALIB MicnA 3aTBepXeHHs. B
Mexax 3MiHW HagaHo
OHOBJ/IEHWIA NNaH ynpas/liHHA
pviavnkamu, Bepcis 3.0.
Pestome nnaHy ynpasniHHA
pv3nkaMmn 10AAETHCS.

72.

ETPY3UN

letrozole

neTposon

L02BGO
4

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO10, NO
2,5 wmr; no 10
Tabnetoky
6nictepi; no 3 abo
9 bnicTepiB y
KapTOHHI Kopobuj

3AT
PapmaLes
TUYHWIA
3aBo/j
EriC

YropLum
Ha

BignoBigasnbHWi1 3a
Bunyck cepii: 3AT
dapmaueBTUYHWI
3aBof ElIC,
YropuuHa;
BignoBigasibHMiA 3a
MOBHWIA LMKN
BMPOGHMLTBA,
BK/IOYAK0UN
BUNYCK cepil:
CiHTOH XicnaHisi,
C.J1., IcnaHis

YropLum
Ha/
Icnanis

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocCTI/lE-
cepTudikar BiANoBIiAHOCTI
€Bponeiicbkiii
thapmaxonei/MoHorpadii.
MopaaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiii chapmakonei: gns
Adl; ansa sBuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCSA Y
BUPOGHMLTBI A®I; ans
[0MOMIDKHOT peYOBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
HoBwuii cepTudikar Big, Bxe
3aTBEPKEHOro BUPOGHMKA.
MopaaHHA HoBOro cepTuddikaTa
BiAMNOBIAHOCTI €BpONENChKil
hapmaxkonei Ne CEP 2010-269 -
Rev 02 ans fito4oi pevyoBuHU

3a
peyenmo
M

UA/11346/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Letrozole Big Bxe
3aTBEPLKEHOIO BUPOGHMKA
Synthon s.r.o., Yecbka
Pecny6nika ( 3amiHa ASMF
version A00.LO0.001)

73.

E®EPA/TAH

paracetam
ol

napaueTa
Mon

NO2BEO
1

PO34unH OpasibHUiA
3%; no90 mny
cnakoHi; no 1
hnakoHy B
KOMM/IEKTI 3
MipPHOIO JTOXKOH Y
KapTOHHI Kopobui

YMCA
CAC

PpaHuis

YMNCA CAC

®paHuin

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocCTI/lE-
cepTudikat BiANoBIAHOCTI
€Bponeiicbkiii
thapmaxonei/MoHorpadii.
MopaaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns
A®l; ansa sBuxigHoro
MaTepiany/peareHTy/MpoMiXHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCSA Y
BUPOGHULTBI A®I; ans
[0MOMIDKHOT peYOBMHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBeHnii cepTudpikat Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
cepTuduikaty BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei CEP
2000-124-Rev 12 Bif
3aTBEPLKEHOTO BUPOOHMKA
ANQUI LU'AN
PHARMACEUTICAL CO., LTD.
Lit0Y0i pevyoBMHM napauetamor,
B 3B'A3KY 3 [OfjaBaHHAM
BMPOGHMKA MPOMIXHOIO
NPOAYKTY, & TaKOX YTOUHEHHS
afpec BUPOOGHUYNX MalifjaHuMKIB
(3atBepmxeHo: CEP 2000-124-
Rev 11; 3anponoHosaHo: CEP
2000-124-Rev 12)

6e3
peuyenma

UA/5237/02/01

74.

E®EPANTAH

paracetam
ol

napatera
mon

NO2BEO
1

cynosuTopii
pekTanbHi no 80
Mmr; no 5
cynosuTopiis y

YMNCA
CAC

PpaHuin

YMNCA CAC

PpaHuin

BHECEHHS 3MiH A0
peecTpauiiHux maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-

6e3
peyenma

UA/5237/03/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

6nicTepi; no 2
6nictepu B
KapTOHHI KopobLi

cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikata BiANoBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTBCS Y
BUPOGHMUTBI A®I; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBReHu cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nojaHHs OHOB/IEHOTO
cepTucpikaTy BifgnoBigHOCTI
€Bponeiicbkiin hapmakonei CEP
2000-124-Rev 12 Bif
3aTBEPLKEHOIO BUPOGHMKA
ANQUI LU'AN
PHARMACEUTICAL CO., LTD.,
China gitouoi pe4oBuHM
napaueTamor, B 3B'A3KY 3
[ofaBaHHAM BUPOGHUKA
MPOMDKHOIO NPOAYKTY, & Takox
YTOYHEHHS afpec BUPOOGHNYMX
MalifjaHuunKiB (3aTBEPAKEHO:
CEP 2000-124-Rev 11;
3anponoHoBaHo: CEP 2000-124-
Rev 12).

75.

E®EPA/TAH

paracetam
ol

napauera
mon

NO2BEO
1

cynosuTopii
pekTasbHi no 150
Mmr; no 5
cynosuTopiiB y
6nicTepi; no 2
6nictepu B
KapTOHHiIi1 kKopooL,i

YMCA
CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudoikat BignoBigHOCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BIAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudikaTa BiAnNoBiAHOCTI
€Bponeiicbkiii hbapmakonei: aons

6e3
peyenma

UA/5237/03/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[OMOMIXHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI
€Bponeiicbkiit hapmakonei CEP
2000-124-Rev 12 Big
3aTBEPKEHOrO BUPOOHMKaA
ANQUI LU'AN
PHARMACEUTICAL CO., LTD.,
China gitouoi pe4oBuHM
napaueTamor, B 3B'A3Ky 3
[oJaBaHHAM BMPOOHUKaA
MPOMDKHOIO NMPOAYKTY, @ Takox
YTOUYHEHHS afpec BUPOOHNYMX
MalifjaHumnKiB (3aTBEPAXKEHO:
CEP 2000-124-Rev 11;
3anpornoHosaHo: CEP 2000-124-
Rev 12).

76.

E®EPA/TAH

paracetam
ol

napaueTa
Mon

NO2BEO
1

cynosuTopii
pekTanbHi no 300
Mr; no 5
CynosuTopiiB y
6nictepi; no 2
6nictepn B
KapTOHHI Kopobui

YMCA
CAC

PpaHuis

YMNCA CAC

®paHuin

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocTI/lE-
cepTudikar BiANoBIiAHOCTI
€Bponeiicbkii
thapmaxonei/MoHorpadii.
MopaaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; ansa sBuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCSA Y
BUPOGHULTBI A®I; ans
[,0MOMIDKHOT peYOBMHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -

6e3
peuyenma

UA/5237/03/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHs OHOB/IEHOTO
cepTuduikaty BiANoOBIAHOCTI
€sponeiicbkin hapmakonei CEP
2000-124-Rev 12 Big
3aTBEPAKEHOrO BUPOBOHMKA
ANQUI LU'AN
PHARMACEUTICAL CO., LTD.,
China gjtouoi pe4yoBrHU
napawertamorsi, B 3B’A3Ky 3
JofJaBaHHAM BUPOGHUKA
MPOMDKXHOIO NPOAYKTY, @ Takox
YTOUHEHHSA afpec BUPOOGHNUNX
MalifaHuuKiB (3aTBEpPAXKEHO:
CEP 2000-124-Rev 11,
3anpornoHosaHo: CEP 2000-124-
Rev 12).

77.

EBPODACT
EKCIMPEC

ibuprofen

ibynpodhe
H

MO1AEO
1

Kancynm m'ski, 400
™r, no 10 kancyny
6nicTepi, no 1 abo
no 2 6nictepu B

KapTOHHiIi1 KopooL,i

€Bpo
Nalidokep
MpaiBiT
Nimiten

IHais

CodoTrens
Xernckep MeT. NiTA.

IHais

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
loTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MmeTogax
BMNPOBYBaHHA roTOBOro
NiKapcbKoro 3acoby (BUyYeHHS
MeToAy BUNPOGYBaHHSA, AKLLO
BXe 3aTBepKeHWiA
aNbTepHaTVBHMWI MeTon).
CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBMWIA
niKkapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapCbKOro 3acoby.
3MmiHa napameTpiB cnevudikawii
Ta/abo fonycTMMUX Mex
roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) -BUNTYYEHHSA TECTIB
"CepepaHsa maca 6pyTTo" Ta
"CepefHa maca HeTTo" 3
MeTO/iB KOHTPOIO Ta
cneunagikaL,ii, OCKiIbKK Lj TecTu
He € 060B'A3KOBUMM

6e3
peyenma

UA/18715/01/01

78.

30JIEBICTA

zoledronic
acid

Knucnorta
301e4p0oH
oBa

MO5BAO
8

PO34MH ans
iHdpy3in 5 mr/100
mn; no 100 mn B
KOHTelHepi B

ToBapuct
BO 3
06MeXeHo
10

YkpaiHa

ANTAH
PAPMACBIOTIKA
N3, C.A.

IcnaHis

BHECEHHS 3MiH A0
peecTpauiiHux maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb API. 3miHa y

3a
peyerimo
M

UA/18800/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
3aXMCHOMY nakeTi Bignosiga napameTpax crneuudikauiii
B KQpPTOHHIl NbHICTIO Ta/abo fonycTUMUX MEX,
KOpoo6Li «BYCT BM3HAYEHNX Y cneundikauisx Ha
OAPMA» A®I, a60 BUXigHWIA/NPOMIXKHWIA

npoAykT/pearexT, wo
BUKOPVCTOBYIOTBCA Y NpoLeci
BMPOGHULTBA AP (3BYXXEHHSA
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauii) 3By>XeHHs
[OMYyCTUMUX MEX ANA
iAeHTUdiKoBaHMX AOMILLIOK,
BM3HAYEHUX Y cneundikauii Ha
A®I y 3akpuTili yacTuHi AM® Ha
OCHOBI AUHaMIKN MOKa3HWKIB,
3a3HaveHnx y crneumdikayisax Ha
BUXigHI MaTepianin. 3miHn | Trny
- 3MiHM 3 sikocTi. APl KoHTponb
A®l. 3miHa y napameTpax
cneuudikayin Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiHUIA/NPOMIXHWIA
npoAykT/pearexT, wo
BUKOPVCTOBYIOTBCA Y NpoLeci
BUpPOGHMLUTBa AD| (LONOBHEHHS
cneuudikauii HoBUM
MOKa3HWUKOM SIKOCTi Ta
BiAMNOBIAHUM METOA0M
BMNpoGyBaHHSA) [JoNOBHEHHS
cneumdoikauii Ha A®| go
BMNPOBYBaHHSA «3asIMLLKOBI
PO3YMHHWKIM» NMOKA3HWUKOM SIKOCTI
BeH3on 3 mexeto He Ginblue 2
ppm Ta 3 BiANOBIAHUM METOA0M
BMNPOBYBaHHA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y meTodax
BMnpo6yBaHHA Adl abo
BMXiAHOTO
mMaTepiany/npomiKHOro
NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUpo6HMLTBA AP (IHLWi 3MiHK Y
mMeTodax BUNPO6yBaHHSA
(Bkntovatoum 3amiHy abo
[0noBHEHHs)) Ad| abo




101

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
BMXiAHOr0/NPOMIXHOro
npoaykTy) flogasaHHsA [0
MeToZiB BUNpo6yBaHHS Ha AdI
00 BUNpo6yBaHHSA «CynpoBigHi
OOMILLKM» BU3HAYEHHS AOMILLKN
B BignoBigHo gosumor EP.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®|. BUpobHNLTBO. 3MiHN B
npoteci BUpo6HuuTea AdI
(He3HayHa 3MiHa y 3aKpuTiit
YacTuHi MacTep-thainna Ha Adl)
3MiHW Y 3aKpUTIi YacTuHi
MacTep-paiina Ha Adl, a camve,
onnc BUPOBHMYOrO npoLecy Ta
KOHTPO/I0 Npouecy
30/1€4POHOBOI KMCNOTH
npeacTasfeHi BignosigHo Ao
MoHorpadii Ph. Eur.,
cneuuaikaLii Ha NPOMiXHi
NPOAYKTN NepernsHyTi
BiANoBigHO Ao rpacika
nepernsais BiAnoBigHO A0
CcTaHAapTHOI onepauiiHoi
npoueaypu (COIM) Ta BKOYEHI
[0 BignoBigHWX po3zinis
(3.2.8.2.4)
79. | IMIKEPALEP imiguimod | imikBiMOp, D06BB1 | kpem, 50 mr/r; no TOB Ykpaina Mi6e MmM6X Himeuun BHECEHHS 3MiH [0 3a UA/20899/01/01
M® 0 250 mr kpemy B «MIBE ApuHaimiTTenb Ha peecTpauiiiHix MaTepianis: peyenmo
caiue; no 12 a6o YKPAIHA» 3min Il TUny - 3MiHK 3 AKOCTI. M
no 24 cawe B ADI. (iHLWi 3MiHW) 3MiHW Y 3B’A3KY
HECTH] 3 oHOB/IeHHAM ASMF ansa AdI
imikBimoAy BMpPOGHUMKa Interquim
S.A., IcnaHis go Bepcii 5.0
80. | IHTECTI®AI - cneyundiyH | JO1X X po3uuH; no 10 mn HEO Kanaga BCi cTagii YkpaiHa BHECEHHS 3MiH A0 3a He UA/15970/01/01
® i y donakoHi; no 4 MPOBIO BVMPOGHMLTBA, peecTpauiiiHux maTepiasis: peyenmo nionsiea
BAKTEPIO®A 6akTepiod (hN1akoHn B KEAP IHK. BTOPWHHE 3MiHu | TUNY - AgMiHICTPaTUBHI M €
r amy KOHTYPHIlA nakyBaHHs, 3MiHW. BunyyeHHs BUpOOHUYOI
MONIBANEHT KOHLeHTpa YapyHKOBIl KOHTPO/Ib, BUMYCK AinbHULI (BKAOYAOYM AiNbHUL
HUN Lji He ynakosui; no 1 cepii: ons A®l, NPOMKHOIO NPOAYKTY
MeHLIe KOHTYPHIlA MpuBaTHe ab0o roToBoro iikapcbkoro
1x10° char YapyHKOBIl akujioHepHe 3acoby, AinbHuui Ans
0BWUX ynakosuj Ta 4 TOBapUCTBO npoBefeHHs NakyBaHHS,
4acToK A0 KpuLLKamu- «IHdy3isa», BMPOGHMKA, BiAMNOBIfa/IBHOTO 3a
Takux KpanesibHUUAMU B Ykpaina, gnsa HEO BWMYCK Cepiii, MicLe
BUAIB iHAMBIAyanbHOMY MPOBIO KEAP NpoBefileHHA KOHTPOJII0 cepil)
MiKpoopra nakyBaHHi B nayui IHK., Kanaga; abo nocravasibH1Ka BUXigHOro
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Hi3miB: Shi 3 KapToHy; no 10 MaTtepiany, peareHTy abo
gella My doiakoHi; no BUMYCK Cepii: [OMNOMDKHOT PEYOBUHY (SIKLLIO
flexneri, 4 chnakoHu B TOBAPUCTBO 3 3a3HavYeHo y Aocbe) BunyyeHts
Shigella KOHTYpHilA OBMEXXEHOIO aNbTepHATUBHOIO BUPOGHMKA
sonnei, YapyHKOBIW BIANOBIAANBHI roTOBOrO JliKapCbKOro 3acoby
Salmonell ynakosuj; no 1 CTHO TOB «®APMEKC I'PYT»,
a enterica, KOHTYpHilA «HEOINPOBIOKE Ykpaiva, gns HEO NMPOBIO
Escherichi yapyHKoBIl AP-YKPAIHA», KEAP IHK., KaHaga, Ykpaina,
a coli, ynakoBLji B mauui 3 YkpaiHa 08301, KniBcbka 0611., MiCTO
Proteus KapToHy; no 20 mn Bopucninek, Bynmua LLeBueHka,
vulgaris, y thnakoHi; no 4 6yamnHok 100 (yci cTagiji
Proteus chnakoHn B BMPOGHULITBA, BUNYCK cepii). Y
mirabilis, KOHTYpHilA peecTpauiiiHoMy foCbe
Enterococ YapyHKOBIW 3a/IULLEHI a/lbTepHATUBHI
cus ynakosuj; no 1 BVPOGHWKM, L0 BUKOHYIOTb Ti
faecalis, KOHTYpHilA caMi qyHKUT, Wo i
Staphyloc YapyHKOBIW 3anponoHOBaHW A0 BUTYYEHHS
occus ynakoBLji B mauui 3 BVPOGHMK, & came BUPOOHMKM:
aureus, KapToHy; no 50 mn MpuBaTHe akuioHepHe
Pseudomo y donakoHi; no 1 TOBapuCTBO «IHy3ia», YkpaiHa,
nas dhnakoHy B nauu;j 3 ans HEO MPOBIO KEAP IHK.,
aeruginos KapTOHY KaHapga, YkpaiHa, 23219,
a BiHHMLbKa 0671., BiHHWULbKWIA p-
H, C. BiHHMLBKI XyTOpWU, BYI.
HemupiBcbke woce, 6. 84A (BCi
cTagii BApO6HMLTBA, BTOPUHHE
nakyBaHHS, KOHTPO/Ib, BUMYCK
cepii) Ta TOBAPVCTBO 3
OBMEXXEHOIO
BIANOBIAATBHICTIO
«HEOMPOBIOKEAPYKPATHA»,
YkpaiHa, 03143, M. KuiB, By/.
Akagemika 3a6os10THoro, 154
(Bunyck cepii).
TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsyis nicns
3aTBEPAKEHHS.

81. | IHPAHPUKC Diphtheria | andTepii JO7CAO0 | cycnensis (DTPa- FnakcoCwmi | Benuka "nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 40 3a UA/16235/01/01
FEKCA - HWiA 9 HBV-IPV) ans TKnsiH BpuTaHi Bionogxikans peecTpauiiiHux maTepiais: peyenmo
KOMBIHOBA haemophil | aHaTokcuH iH'ekw;jii no 0,5 mn Ekcnopt a C.A., benbris 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
HA us (D)%, (1 po3a) Ta Nimiteq (Bunyck cepiii Adl. BUpo6HMLTBO. 3MiHN B
BAKUVHA influenzae | npasuesu niocpinizat (Hib); 1 roToBOro npoteci BUpo6HuuTBa AdI
ansa B- n nonepegHL0 NPOAYKTY. (He3HayHa 3miHa y npoueci
MPO®ITAKT pertussis- aHaToOKCWH HaMoOBHEHWI MpoBegeHHsA BMpo6HUUTBa APl). HesHauHi
KU poliomyelit | (T)Y; 0HOPAa30BuiA KOHTPOJIH0 SIKOCTI 3MiHM Y BUPOBHUYOMY NpoLieci
ONDTEPII, is-tetanus- | Bordetella wnpwy (no 0,5 mn DTPa-HBV-IPV NPOMiXXHOTr0 NPOAYKTY aKTUBHOI
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*

NMPABLA, hepatitis B | pertussis k (1 posza)) y KOMMOHEHTY); peyoBUHM - NPaBLLEBOro
KALLU/TIOKY aLL/THOKOBI KOMMNAEKTi 3 nakcoCmiTKnsiH aHaTokcuHy (Tetanus toxoid
(ALUENONAP aHTUreHu: [BOMa rosikamu Ta Bionoaxikans, (TT)), WO BUKOPUCTOBYETLCS 5K
HUN KaLl/loKOB hNakoH 3 PpaHuis HoCil1 6ifka, a came - 3aMiHa
KOMMOHEHT WA aHaToK niogpinizatom (Hib) (PopmyBaHHs, kaceTtu Pellicon 2 30kDa Ha
), TENATUTY cuH (PT)Y ona 1 nosu, Wwo HanoBHEHHS B kaceTy Pellicon 3 30kDa UF, sika
B, HUTYacTuiA 3MiLLYOTbCA Lunpuui, 3aCTOCOBYETHCS B MPOLIECI
noniomMien remarnioT nepeg npoBefeHHs ouneHHs (nig yac
TY TA WHiH (FHA) BVIKOPVICTaHHAM; KOHTPOJIH0 SKOCTI ynbTpadinbTpaii Ta
3AXBOPHOB L [OBi TONKK, WNpuUL, DTPa-HBV-IPV AiadhinbTpauil aHaToKCUHy nicns
AHb, nepTakTnH Ta dhnakoH KOMMOHEHTY. eTarny oCafpkeHHs).
3BYAHUNKOM (PRN)%; repMeTuyHo dopmyBaHHS,
AKUNX € p-OHK 3anakoBaHi y HanoBHEHHA Ta
HAEMOPHIL nosepxHe nnacTVKoBUiA niodhinisauis B
us BWiA KOHTelHep; no 1 chnakoHu,
INFLUENZAE aHTureH a6o no 10 MapKyBaHHA Ta
TNy B Bipycy N1acTUKOBUX nakyBaHHs,

renatuty KOHTelHepiB y npoBefeHHs

B (HBsAQ) KapTOHHIi KopobLyi KOHTPOJIH0 SIKOCTI

23, 3 MapKyBaHHAM Hib KOMMNOHEHTY.

iHaKTMBOB YKPaiHCbKOI0 MapkyBaHHs Ta

aHi Bipycu MOoBOIO; 1 nakyBaHHs

noniomieni nonepegHL0 roToBOro

Ty: HanoBHEHWIA NpoaykKTy);

Tmn 1 0iHOPa30BWi nakcoCmiTKnsiiH

(wram wnpuy, (o 0,5 mn Bionoaxikan3

Mahoney)* (1 poza)) y C.A., benbris

; KOMMNNEKTI 3 (PopmyBaHHs

™n 2 [BOMa rosikamu Ta HanoBHEHHS B

(wtam ME chnakoH 3 Lnpui,

F-1)% niocpinizaTom (Hib) MapKyBaHHS i

™n 3 ansa 1 gosu, wo nakyBaHHs,

(wTtam Sa 3MiLLYHOTbCSA npoBefeHHs

ukett)*; nepeg KOHTPOJIH0 SIKOCTI

nonicaxap BVIKOPVCTaHHAM; DTPa-HBV-IPV

na Haemo ABI FO/IKK, LWNpuL, KOMMOHEHTY.

philus Ta (hnakoH HanoBHeHHA Ta

influenzae repMeTnyHo niodhinisauis B

Tvny b 3anakoBaHi y chnakoHu,

(nonipnéo naacTUKOBUIA MapKyBaHHS Ta

3MNpueiTo KOHTeliHep; no 1 nakyBaHHs

n docdpar, abo no 10 npoBefeHHs

PRP)? NNacTUKOBUX KOHTPOJIH0 SIKOCTI

KOH'foroea KOHTEWHepiB y Hib komnoHeHTy.

HWIA 3 KapTOHHI kKopobLi MapkyBaHHs Ta

npaBLesu

3 MapKyBaHHsIM

nakyBaHHA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
M aHrnincbLKo roToBOrO
aHaToKCUH MOBOIO 3i NpoAyKTy)
om (TT) sk CTpYKepoM
HOCiEM YKPaiHCbKOI
npoTeiny MOBO}O
T adcopbo
BaHul Ha
a/TOMIHIO
eidpokcud
Iy
2iopamosa
Hul (Al(O
H)s)
2 gupobne
Huli 8
KaimuHax
OpiKOXi8
(Saccharo
myces
cerevisiae)
3a
dornomozo
o p-
AHK mex
Hosnoeil
*adcop6os
aHul Ha
a/TIOMIHI0
¢ghocgham
(AIPO4)
4 PO3MHOX
eHi Ha
KaimuHax
Vero
82. | nopg iodine op, DO8AGO | po3uuH s mnn YkpaiHa nn "Kinadpg" YkpaiHa BHECEHHS 3MiH [0 6e3 UA/8324/01/01
3 30BHILIHLOTO "Kinadpgp" peecTpauiiiHix MmaTepiasiis: peyenma
3acTocyBaHHs, 3MiHu | TUNYy - 3MiHK Woa0
cnupToBwuii 5 %, 6e3nekn/etheKTMBHOCTI Ta
no 20 mn, 100 mn thapmakoHarnagy (iHwi 3miHw).
y thnakoHax; no 1 3MiHV BHECEHO B TEKCT
Ny KaHicTpax MapKyBaHHS ynaKkoBKu
nNiKkapcbKoro 3acoby, a came:
3a3Ha4YeHHs o0AVHULb
BMMIiptOBaHHSA y cuctemi Sl Ta
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BHECEHHS HE3HAYHUNX
pefakLUiiiH1X NpaBoK MO TEKCTY.
83. | KABEP/IH cabergolin | kabeproni G02CBO | Ta6netku 0,5 mr; CaH IHAisA CaH IHAjsA BHECEHHS 3MiH 0 3a UA/18103/01/01
e H 3 no 2 a6o no 4 dapmacb PapmacboTuKa peecTpaLiiiHix MaTepianis: peyenmo
Tabnetkn y HOTHKaUT IHgacTpi3 fliviteq 3MiHu | TUNY - AGMiHICTPaTUBHI M
6nicTepi abo IHpacTpi3 3MiHW. 3MiHa HaliMeHyBaHHs
cTpuni; no 1 Nimiten Ta/abo agpecu micus
6nictepy abo NPOBaYKEHHS Aisi/TbHOCTI
cTpuny B BMPOGHMKa (BK/IOUakouu, 3a
KapTOHHii Heob6XifHOCTI, Micue
ynakoBLj NpoBeAEeHHS KOHTPOJIKO SKOCTI),
abo BrlacHuka mactep-caiina
Ha A®|, abo nocTavasbHUKa
Adl/BMxigHOrO
mMaTepiany/peareHTy/npomixKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCSA Y
BUPO6HMLUTBI ADI (SKLWO
3a3Ha4yeHo y [0CbE Ha
nikapcbkwuii 3aci6) 3a BiACYTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY [OCbE, abo
BMPOBHMKA HOBOI fOMOMiXXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe). 3MiHa HaliMeHyBaHHS
BMPO6HMKa ADI KabeprosiH 3
TEVA Czech Industries s.r.o,
Yecbka Pecny6bnika Ha TAPI
Czech Industries s.r.o, Yecbka
Pecny6nika. MicLe3HaxomKeHHs
BMPOGHWYOI AiNTbHUL He
3MIHU/IOCh.
84. | KANIMIH® 60 | Pyridostig nipugoctn | NO7AA0 | Tabnetku no 60 TOB YkpaiHa [o3ssin Ha Bunyck | Himeuun BHECEHHS 3MiH [0 3a UA/9462/01/01
H mine rMiHy 2 mr, no 50 a6o no «TeBa cepii: Mepkne Ha peecTpauiiiHux matepianis: peyenmo
bromide 6pomig, 100 TabneTok y YkpaiHa» M6X, HimeyunHa; 3MmiHu | TURY - 3MiHK 3 SKOCTI. M

chnakoHi; no 1
dnaKkoHy B
KOpoo6Li

Brpo6HMLTBO
Hepo3chacoBaHoi
npoaykKuii,
nepBuHHA Ta
BTOPVHHA
ynakoBska: Knoke
$apma-Cepsic
'm6X, HimeuunHa;
MepBuHHa Ta
BTOPVHHA
ynakoska: Knoke

CepTudpikat BignosigHoOCTI/TE-
cepTudikart BiAnNoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiasny/peareHTy/npomixKHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BepnakyHrc-
Cepsic 'mM6X,
HimeuunHa

MPOAYKTY, WO
BMKOPVCTOBYIOTbCSH Y
BMPOGHMLUTBI A®I; ans
[0NOMDKHOT peyYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHs OHOB/IEHOTO
cepTuduikaty BiANoOBIAHOCTI
€sponeiicbkin hapmakonei CEP
2008-111-Rev 03 Big BXe
3aTBEPAKEHOrO BUPOBHMKA
Arevipharma GmbH (Germany)
Lit040T peyvoBuHN
nipyaocTUrMmiHy 6pomiay
(3aTBEepmxeHo: CEP 2008-111-
Rev 02; 3anponoHosaHo: CEP
2008-111-Rev 03).

85.

KAHAIA

clotrimazol
e

KMoTpuMa3s
on

DO1ACO
1

MopOLLIOK
HaLlukipHuid, 10
mMr/rno30ry
nakoHi; no 1
hnakoHy B
KapTOHHI Kopobuj

neHmapk
dapmachb
toTuKan3
nTa.

neHmapk
dapmMacbioThKan3
nra.

IHgis

IHgis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbkoro
3acoby. 3miHa y MeTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepKeHNX MeTofax
BMNPOGYBaHHS) 3MiHN Y
MeToaax KOHTPOJIK AKOCTI
nikapcbKoro 3acoby, a came 3a
nokasHukom "KinbkicHe
BU3HAYEHHS" MiAroToBKY
nocnimpkysaHoro Ta
CTaHAapPTHOrO PO3YMHIB CAifg,
nNpoBOANTY NnLLE 3
BUKOPWUCTaHHSIM MeTaHony
3aMmicTb MeTaHosy Ta bydhepa
opTOHOCtOPHOIT KUCNOTU. AK
HacnifoK 3asB/1eHOT 3MiHW TakoX
36i/bLUYETLCS Yac
XpomaTorpagpyBaHHs, a Takox
BHOCUTLCS MPUMITKa, LU0
CTaHAapTHWI PO3YMH Ans
aHanisy npuaaTtHuin 1o 28
rogvH. flocnimxyBaHuii po3ynH

6e3
peyenma

UA/9754/03/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

[ANsa aHanisy npuaatHuii oo 27
rofviH

86.

KAHOI0-B

Imidazoles
[triazoles
in
combinatio
n with
corticoster
oids

KnoTpMmas
on,
6eknomet
asoHy
AVnNponioH
art

DO1AC2
0

Kpem, no 15ry
Ty6i; no 1 Ty6i B
KapTOHHIN
ynakoBLj

neHmapk
dapmacb
HoTuKan3
nra.

IHAisA

rneHmapk
PapmacboTukan3
nra.

IHAjsA

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roTOBOr0O
NiKapcbKoro 3acoby (HesHauyHa
3MiHa y 3aTBEpIKEHMX MeTogax
BMNPOGYBaHHS). 3MiHN Y
MeTogax KOHTPO/I0 AKOCTI
nNiKapcbKoro 3acoby, a came 3a
nokasHukom "KinbkicHe
BMU3HAYEHHS" NiArOTOBKY
[ocnigpkyBaHoro Ta
CTaHAapTHOro PO3YMHIB CNif,
npoBOANTY NnLLE 3
BVIKOPVICTAHHAM MeTaHony
3amicTb MeTaHony Ta bydepa
0OpTOhOCEOPHOIT KUCNOTU. AK
HacNigoK 3asB/1EHOI 3MiHW TaKoX
36iNbLUYETHCA Yac
XpomaTorpadyBaHHs, a Takox
BHOCUTLCSA [prMITKa, L0
CTraHfapTHWIA po3uunH ons
aHanisy npugatHuin go 28
roaviH. JocnigpkyBaHuii po3ymH
[ANsa aHanisy npuaartHuin oo 27
TOfIVH.

3a
peyenmo
M

UA/8210/01/01

87.

KAPAMNPUN
10

ramipril

paminpun

CO09AA0
5

Kancysv no 10 wmr,
no 10 kancyny
6nictepi; no 3
6nictepu B navw,i

AHaHTa
Megikeap
nra.

Benvka
BpuTaHi
]

ApTypa
dapmachbioTikans
Met. NITA., IHAis;

AHaHTa Mepgjikeap
Nimitea, IHaia

IHgis

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK LWoAao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 3miHu y

KOPOTKili xapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMNYHOIO 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionoaio
HKX NiKapcbKux 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBMX A0AATKOBUX AaHWX) 3MiHK

3a
peyenmo
M

He
nionsiea
€

UA/5200/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apMakonoriyHi BnactnsocTti”,
"Moka3aHHA",
"MpoTunokasaHHs", "B3aemogis
3 IHLWMMK NiKapCbKnMun
3acobamu Ta iHLWi BUAn
B3aemogiji", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA
y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "3aatHicTb
BM/IMBATU Ha LUBMAKICTb peakuii
npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMHK
MexaHizmamu', "Cnocié
3acTocyBaHHs Ta gosn", "Aitn",
"Mepepno3yBaHHs", "MobiuHI
peaxui™ 3rigHo 3 iHchopmaLieto
{00 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro JlikapcbKoro
3acoby (TPUTALE®, TabneTku).
BBefeHHs 3MiH NpoTarom 3-x
MiCALIB MiC/1A 3aTBEPMKEHHS

88.

KAPAMNPUN
2,5

ramipril

paminpun

CO9AA0

Kancysv no 2,5 mr,
no 10 kancyny

6nicTepi, no 1 abo
3 6nictepu B nayi

AHaHTa
Megikeap
nra.

Cnonyuy
eHe
Koponis
CTBO

ApTtypa
dapmacbioTikan3
ret. 114, IHAiS;

AHaHTa Mepgjikeap
Nimiteq, IHAais

IHais

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHn y

KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHnx/ribpuaHnx/6ionoaio
HUX NiKapCcbknx 3acobiB nicns
BHECEeHHS Tiel caMoi 3MiHW Ha
pedhepeHTHM1 npenapaT (3MiHa
He noTpebye HaJaHHS XOOHNX
HOBWX [04aTKOBUX AaHnX) 3MiHU
BHECEHO [10 IHCTPYKLi AnA
MeZMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactneocTi”,
"MokasaHHsA",
"MpoTunokasaHHsa", "B3aemogis
3 iHWMMU NTiKapCbKUMK

3a
peyenmo
M

He
niosnsiea
€

UA/5200/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3acob6amu Ta iHWi Buan
B3aemogiin", "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHsA
y nepiof BariTHocTi abo
rofyBaHHs rpyaar”, "3aatHicTb
BMAMBATY Ha LWUBWAKICTb peakwil
npu KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWVMK
MexaHizmamu', "Cnoci6
3acTocyBaHHA Ta gosun”, "ditn",
"Mepeno3syBaHHs", "Mo6IYHI
peakuji* 3rigHo 3 iHdhopmaLieto
00 MEANYHOTO 3aCTOCYBaHHS
pedyepeHTHOro NiKapcbKoro

3acoby (TPUTALE®, TabneTkn).

BBefeHHS 3MiH NpoTAroMm 3-x
MiCALIB MiCNs 3aTBEPAKEHHS

89.

KAPAMNPUN
5

ramipril

paminpun

CO09AA0

Kkancynv no 5 wmr,
no 10 kancyny
6nictepi; no 3
6nicTepy B navi

AHaHTa
Mepikeap
nra.

Cnonyy
eHe
Koponis
CTBO

ApTypa
PapmacbloTikans
MeT. N14., IHAiN;

AHaHTa Mepgjikeap
Nimiteq, IHAiA

IHAjsA

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHn y

KOPOTKIli XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3acTOCYBaHHs
reHepuyHuX/ribpnaHnx/6ionoaié
HUX NiKapcbkux 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pedhepeHTHW NpenapaT (3MiHa
He noTpebye HafaHHs XOLHUX
HOBUX A0A4ATKOBMX AaHMX) 3MiHM
BHECEeHO A0 iHCTPYKUiT Ans
MeJIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginm
"apmMakooriyHi BnacTnsocTi”,
"MokasaHHA",
"MpoTnnokasaHHs", "B3aemogis
3 IHLWMMK NiKapCbKUMn
3acobamu Ta iHLWi BUan
B3aemogiin", "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHsA
y nepiof saritTHocTi abo
rogyBaHHs rpyaar”, "3paatHicTb
BM/IMBATW Ha WBWAKICTb peakuii
npu KepyBaHHi

3a
peyenmo
M

He
nionsiea
€

UA/5200/01/03
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
aBTOTPaHCNopTOM abo iHWKMK
mMexaHismamu', "Cnocié
3acTocyBaHHs Ta go3u", "[itn",
"Mepeno3syBaHHs", "M06IYHI
peakuii" 3rigHo 3 iHchopmauieto
00 MEAUYHOrO 3aCTOCYBaHHS
pedyepeHTHOro NikapcbKoro
3acoby (TPUTALE®, TabneTkm).
BBegeHHs 3MiH npoTsarom 3-x
MicsILiB MicNs 3aTBepIKEHHS
90. | KAPAIOMAIH | Acetylsalic | kucnota BO1ACO | Tabnetku, BKpUTI TOB YkpaiHa BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 40 Ne 30 — UA/10141/01/02
1N ®OPTE ylic acid aueTtunica 6 NNiBKOBOKO "ACIHO NOBHUM LK/IOM: Ha/ peecTpauiiiHux maTepiais: 6e3
nigunosa 060/10HKOI0, MO YKPAIHA" Takena M'm6X, Monbla | yTOYHEeHHA HanucaHHA O4HOro | peyenma;
150 wr, no 30 a6bo micue / OaHis 3 BUPOGHUKIB B Hakasi MO3 Ne 100 —
100 TabneTok y BMPOGHULITBA YkpaiHu Ne 885 Big, 29.06.2026 3a
dnakoHi; no 1 OpaHieHobypr, B npovieci BHECEHHSA 3MiH peyenmo
hnakoHy y HimeuuunHa; (3MiHn | TMRY - 3MiHK 3 SIKOCTI. M
KapTOHHiI Kopobui anbTepHaTuBHa [oTOBMIA NikapcbKuii 3aci6.
AinbHUUA Ana 3MiHM Y BUPOGHULITBI. 3amiHa
NepByHHOrO Ta ab0 BBeAEHHSA [04ATKOBOI
BTOPVHHOTO AiNbHUL BUPO6HULTBA AN1A
naxyBaHHs, 4yacTuHM abo BCbOro
KOHTPOJTHO SIKOCTI, BMPOBGHNYOro NpoLEecy roToBoro
BUNYCKY cepii: nikapcbKoro 3acoby (AinbHULA,
Opichapm Ha AKili npoBoAATLCS ByAb-AKi
MaHycdhekuyepiHr BMPOGHUUYI cTagjl, 3a BUHSATKOM
Monbwa Cn. 3 BUMYCKY CepiiA, KOHTPOJIO AKOCTI,
0.0., MonbLua; NepBUHHOIO Ta BTOPUHHOIO
a/ibTepHaTUBHA nakyBaHHs, A1 HECTePUSIbHNX
LinbHUUS nikapcbkunx 3acobiB) foAaBaHHSA
BMPOGHMLTBA, a/lbTepHaTUBHOI BUPOOHUYOT
KOHTPOJTHO SIKOCTI: OinbHuui N3 Opidhapm
Opichapm MaHydhekuepiHr Xo6po A/C /
MaHyekyepiHr Orifarm Manufacturing Hobro

Xo6po A/C, aHis

A/S (apgpeca: AnoTekepcTaieH
9, 9500 Xo6po, AaHis /
Apotekerstien 9, 9500 Hobro,
Denmark), wo Bignosigae 3a
BMPOGHULITBO. BBEAEHHS 3MiH
NpoTArom 6-T MicALIB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHu 3 siKocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo
BBEEHHA A0AATKOBOT AibHNLL
BMPOGHMLTBA A/151 HACTUHU abo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOTO
nakyBaHHs) foAaBaHHSA
aflbTepHaTUBHOI BUPOOHUYOI
AinbHuui M3 Opichapm
MaHydekuepiHr Monbuia Cn. 3
0.0. / Orifarm Manufacturing
Poland Sp. z 0.0. (agpeca: Byn.
Nosunubkoro KHasisctea 12, 99-
420 Nnwkosiye, Monbwa / 12,
Ksiestwa Lowickiego Str., 99-
420 Lyszkowice, Poland), wo
BiANoBigae 3a nepBuHHe
nakyBaHHs. BBefeHHs 3MiH
NPOTArom 6-Tn MicALiB nicas
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHu 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLUTBA A5 YacTuHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO /liKkapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) foJaBaHHsA
anbTepHaTUBHOI BUPOOHUYOT
AinbHuUui N3 Opidhapm
MaHydhekuepiHr Monbwa Cn. 3
0.0. / Orifarm Manufacturing
Poland Sp. z 0.0. (agpeca: Byn.
JNosuubkoro KHasiectea 12, 99-
420 Jnwikosiue, Monbwa / 12,
Ksiestwa Lowickiego Str., 99-
420 Lyszkowice, Poland), wo
BiANOBIgAE 3a BTOPUHHE
nakyBaHHs1.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO

nikapcbKoro 3acoby (3amiHa abo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
[oJaBaHHS BUPOOHUKA, LU0

BiANOBIAae 3a BBE3eHHs Ta/abo
BWMNYCK cepii) - Bkntoyaroun
KOHTPO/1b/BUNPOBYBaHHSA cepil.
JlofaBaHHsA anibTepHATUBHOT
BMPOGHMYOT AinbHuui M3
Opichapm MaHnydekuepiHr
Monbwa Cn. 3 0.0. / Orifarm
Manufacturing Poland Sp. z o.0.
(appeca: Byn. JloBULbKOTO
KHsasiscTBa 12, 99-420
JNnwkosiue, Monbuia / 12,
Ksiestwa Lowickiego Str., 99-
420 Lyszkowice, Poland, Lo
BiANOBIAae 3a BUNYCK cepii.
3MiHV BHECEHO B IHCTPYKLiO AN
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"BUPOBHUK" Ta
"Micue3HaxomkeHHs1 BUPOGHMKa
Ta lioro agpeca micus
NPoBaPKEHHSA AIANIbHOCTI" Y
3B'A3KY 3 AOAaBaHHAM
BVMPOGHMYOT AiNbHULI Ta SK
HacnifokK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS ynakoBKm
nikapcbkoro 3acoby ans
[0[aTKOBOT BUPOBGHMNYOT
AOiNbHWLi. BBEAEHHS 3MiH

NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNTbHULI, Ha SKil
3[jiiCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHSA cepil)
[04aBaHHA aslbTEPHATUBHOI
BUPOGHMYOT AinbHULI TN3
Opichapm MaHyhekyepiHr
Xo6po A/C / Orifarm
Manufacturing Hobro A/S
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosBUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
(appeca: AnotekepcTalieH 9,
9500 Xo6po, faHis /
Apotekerstien 9, 9500 Hobro,
Denmark), wo Bignosigae 3a

KOHTPO/Ib SKOCTI
(anbTepHaTMBHA AiNbHULA ANS
NepBMHHOIO Ta BTOPUHHOIO
nakyBaHHs!, KOHTPO/Ib SIKOCTI,
BMMNYCKy cepii). BBegeHHs 3MiH
NPOTArom 6-Tn MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHu 3 aKocTi. FoToBUiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO liKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikauii
Ta/abo fonyCTUMUX MEeX
roTOBOrO JliKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag
3acTapisioro NokasHuka, Takoro
AIK 3anax Ta cmak, abo
ileHTnikalisa 6apBHUKIB Un
CMaKoBUX [06aBOK)) BUyYEHHS
He3HaYyHOro nokasHuka
cneumdikayii rN3
"Po3nagaHHs". 3minu | Tuny -
3MiHu 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO iKapCbKOro 3acoby.
3MiHa y meToAax BUNpPOoGyBaHHS
roTOBOrO likapCbKoro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAaxX
BUNPO6YBaHHS) BHECEHHS 3MiH
0o MeTogis BunpobyBaHHSs 3a
nokasHukamu "KinbkicHe
BM3HaueHHs", "laeHTndikauis
BEPX", "Bu3sHayeHHs unctotun”,
30KpeMa: - oAaBaHHA
NpUroTyBaHHA BUXiAHOrO Ta
CTaHA4apTHOrO PO34MHIB
aueTucaniynioBoil KUCNoTK; -
3MiHa hopMynn po3paxyHKy Ans
BMNPOGYBaHHA Ha BMICT

NPOAYyKTi po3nagy; - A0f4aBaHHS
KOpuryBasibHOro koeqoiljieHta
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

Ans aueTunacaniyunosa Kucnota
Ta caniyunosa KucnoTa; -
BU/TYYEHHS KOPUTyBaslbHOrO
KoediujieHTa ans
aueTtuncaniyuncaniuniosoi
KNCNOTK; - AoAaBaHHA hopMynu
po3paxyHKy Ta KOpUryBasibHoro
KoediLieHTa 419 HEBIAOMUX
NPOAyKTiB po3nagy. - 3a
nokasHukom "KinbkicHe
BM3HAUYEHHS" - 36I1bLUEHHS Yacy
XpomatorpadyyBaHHs
BMNPOGYBasIbHOIO PO3YKHY 3 15
XBUIWNH [0 25 XBWU/INH Npun
BMNPOOYBaHHi Ha TEpPMIH
npugartHocTi; Ans meTtoay
"laeHTudikayia Yo" MKA N3
6yNn0 BUSBNEHO Ta BUNPaB/ieHO
TEXHIYHY MOMUSIKY B
KOHUEHTpaL,ii cTaHgapTHOro
PO34MHy, Ska fonyLieHa npu
nepepeectpadii 13 Ta
npuBELEHO Y BiANOBIgHICTb A0
p.3.2.P.5.2. AHaniTuuHi
MeTOANKN. 3MiHK | TUny - 3MiHK
3 AKOCTi. F0TOBWIA NiKaPCbKN
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTodax BUNPO6yBaHHSA
rOTOBOrO /likapCbKOro 3acoby
(He3HauyHa 3MiHa Yy
3aTBEPMKEHUX MeTogax
BMNPOOYBaHHSA) BHECEHHS 3MiH
00 MeTogy BMNpPOGYBaHHS 3a
NoKa3HUKOM "PO3UMHEHHS",
30KpeMa: KOpuryBaHHs
dhopMy I po3paxyHky -
AofaBaHHs koedilieHTa
po3BegeHHA. 3MiHu | Tny -
3MiHY Woao
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).
3MiHM BHECEHO Y TeKCT
MapKyBaHHs nepBuHHOI (N. 4, 6)
Ta BTOpWHHOI (n. 8, 16, 17)
yrNakoBKW flikapcbKoro 3acoby.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BBeneHHs 3MiH NpoTAroM 6-tu
MICALIB MIiCNSA 3aTBEPKEHHS).
Pepakuis B Hakasi - Opichapm
MaHydekuypiHr Monba Cn. 3
0.0., Monbua. BipHa pegakuis -
Opichapm MaHychekyepiHr
Monbla Cn. 3 0.0., MonbLua.

91.

KACEHNAKC

macrogol

MaKporos
4000

AOG6AD1
5

NOpPOLLOK AN
opasibHoro
po3umHy no 10 ;
10 a6o 20 cawey
KapTOHHI Kopobui

KaceH
Pekopgari
, C.J.

Icnanis

KaceH Pekopgaari,
C.N.

Icnanis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta

dhapmakoHarnsgy. BeefeHHs
ab60 3MiHU [0 y3arasbHeHuX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHunx npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6H,
BiNOBIAALHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
hapmakoHarniagy B Ykpaini,
SKLLO BOHA BiAMiHHa Big
YNOBHOBaXEHOT 0Cco6M,
BigNOBiAa/IbHOI 32 3[jCHEHHSI
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
PO3MiLEeHHI MacTep-thaiina
cucTemu chapmMakoHarnagy)
3MiHa ynoBHOBaXeHOT 0cobm
3asBHVIKA, BignoBigasibHOI 3a
thapmakoHarnag,. ditova
pegakuis: Paola Pirovano.
MponoHoBaHa pepakuis: Cecilia
Maffei. 3MiHa KOHTaKTHMX AaHnX
yNoBHOBaXeHOT ocobm
3as1BHVIKA, BignoBigasibHOI 3a
hapmakoHarniag,

be3
peyenma

UA/14473/01/01

92.

KACMNO®YHTrI
H ACIHO

caspofungi
n

KacnoyHr
iHy aueTar

JO2AX0
4

NnopoLUoK Ans
KOHUEeHTpaTy Ans
PO34MHyY AnA
iHcpysiid, 50 mr; no
50 mr y donakoHi;
no 1 dpnakoHy y
KapPTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SKOCTI
Ta BUMYyCK cepili:
BAI' Xeauic Kea
M6X, HimeuunHa;
JlabopaTopioc

Himeyun
Ha/
Natsia

BHECEHHS 3MiH A0
peecTpauiiiHux maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWiA NiKapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab0 BBeAEHHSA A0AATKOBOI
AiNbHULI BUpOBHULTBA 415

3a
peyerimo
M

He
niosnsiea
€

UA/20924/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

Ankana ®apma
C./., IcnaHis;
KOHTPO/Tb SIKOCTI:
TOB "®apmigen”,
Nartsis;

KOHTPO/Ib SAKOCTI:
BioXim
Na6opartopis
6ionoriyHoro Ta
XiMIYHOTO aHasnisy,
HimeuunHa

YyacTHK abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULA,

Ha SiKilh NpoBOAATLCS BYAb-SiKi
BMPOGHUYI CTagji, 3a BUHATKOM
BWMYCKy Cepii, KOHTPOJIO SKOCTI
Ta BTOPMHHOTO MakyBaHHA ANns
CTepuIbHUX NikapCbknx 3acobis
(BKtOYAOUM BUPOGIEHI
acenTUYHNUM MEeTOA0M), KpiM
nNiKapcbKknx 3acobis
6io10riYHOro/iMyHO10riYHOrO
NOXO/PKEHHS) - 3MiHW 40
peecTpauiiHnx matepianis Ha
N3, a came gogaBaHHs AiNbHULI
BUpo6HUUTBa 13 (AinbHMLA
BCbOr0 BUPOBHMYOrO NpoLecy)
Na6opaTtopioc Ankana ®apma
C.J1., IcnaHis (Laboratorios
Alcala Farma S.L.). 3miHu | Tuny
- 3MiHK 3 aKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLUTBA A5 YacTuHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO /likapCbKOro 3acoby
(AiNbHULA 4N BTOPUHHOTO
nakyBaHHs) - 3MiHU [0
peecTpauiiHnx MaTepianis Ha
N3, a came fonasaHHA AiNbHULI
BMpo6HUUTBa M3 (AinbHMLUA
BTOPVHHOTIO NaKyBaHHSA)
NabopaTopioc Ankana ®apma
C.J., IcnaHis (Laboratorios
Alcala Farma S.L.). 3miHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHYKA, Lo
BignoBigae 3a BBeE3eHHs Ta/abo
BMNYyCK cepii) - Bknovyatoun
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KOHTPO/Ib/BUNPOBYBaHHSA cepi -
3MiHW A0 peecTpauiiHnx
Marepianis Ha /13, a came
[oflaBaHHA OiNbHULL
BMpo6HULUTBa 13 (ginbHMLA,
BiANOBigasibHa 3a BUMNyCK cepii,
BK/IOYAKOUM KOHTPO/b)
JTabopaTopioc Ankana ®apma
C.J1., IcnaHis (Laboratorios
Alcala Farma S.L.). Bepciss MKA
13 (0006). 3MiHK BHECEHO B
IHCTpYKLil0 ANA MeauyHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby y po3ginu "BUpo6HuK",
"MicLe3HaxomkeHHs1 BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
noro gisanbHocT" 3 BIANOBIAHMMN
3MiHaMW B TEKCTi MapKyBaHHS
yNakoBOK. - IHCTpYKLis Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbkoro 3aco6y (eCTD
Bepcis 0001). - TekcT
MapKyBaHHS1 yNakoBOK
nikapcbkoro 3aco6y (eCTD
Bepcis 0003).
93. | KACMO®YHrI | caspofungi | kacnodyHr | JO2AX0 NOPOLLIOK A5 TOB YkpaiHa BAI Xeasnc Kea Himeuun BHECEHHS 3MiH 40 3a He UA/20924/01/01
H ACIHO n iHy auetat | 4 KOHLEeHTparty Ans "ACIHO 'vm6X, HimeuunHa Ha/ peecTpauiiiHux maTepiais: peyenmo niosnsiea
po3unHy ans YKPAIHA" (BUpPOGHULTBO, Nartsisi/ 3MiHu | TUNY - 3MiHK LWoAo M €
iHdysi, 50 mr; no nakyBaHHs, Icnanis 6e3nekn/eeKkTMBHOCTI Ta
50 mr y dpnakoHi; KOHTPO/b AKOCTI hapmakoHarnagy. 3miHa y
no 1 dnakoHy y Ta BUMyCK cepili); KOPOTKili XapakTepucTui
KapTOHHIN navuyj BioXim NiKapcbKoro 3acoby, TeKCTi
Na6opartopis MapKyBaHHS Ta IHCTPYKUiT Ans
6ionoriyHoro Ta MeJMYHOro 3aCTOCYBaHHA Ha
XiMIYHOTO aHauiy, nigcTasi perynspHo
HimevunHa OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
(KOHTpOSb AKOCTI); nikapcbKoro 3acoby, abo
NabopaTtopioc [ocnigpkeHb 3 6e3neku
Ankana ®apma 3aCTOCYyBaHHSA NiKapcbKoro
C./1., IcnaHis 3acoby B nicnsapeecTpauiiHnii
(BMPOGHULTBO, nepiog, abo sik pesynbTart
nakyBaHHs, OLiHKM 3BITY 3 AOCNIIKEHD,
KOHTPO/b SKOCTI npoBeAeHVX BiANOBIAHO A0
Ta BMNYCK cepii); nnaHy negiaTpuyHnx
TOB "®apmigen”, pocnigpkeHb (PIP) (3MiHy
NatBisa (KOHTpPONb Y3rO[PKEHO 3 KOMNETEHTHUM
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
AKOCTI) YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuyji" BiANOBIAHO A0
OHOB/IEHOT iHhopMaLii 3
6e3nekun 3acTocyBaHHA Aitouol
peyosuHmn (eCTD Bepcis 0005).
94. | KBETUKCON quetiapine | kBeTianiHy | NOSAHO | Tabnetku, BKpuTI 3AT NutoBCb BMPOGHMLTBO 3a ManbTta/ BHECEHHS 3MiH [0 3a UA/13882/01/01
hymapar 4 nNiBKOBOKO «®apwmira Ka NMOBHUM LK/IOM: XopsarTi peecTpauiiiHix MaTepianis: peyenmo
060/10HKO10, Mo 25 » Pecny6n AkTasic /174, A 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
mr, no 10 iKa ManbTa; [oTOBMIA NikapcbKuii 3aci6.

Tabnetoky
6nictepi; no 3
6nictepn y
KapTOHHIN navui

KOHTPO/Tb SIKOCTI:
Kpomat KdpT.,
YropuuHa;
KOHTPO/Tb SIKOCTI:
Mnisa Kpoartia
Nimiten, Xopsartis

KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[0NYyCTUMUX MEX rOTOBOIO
NiKapcbKoro 3acoby
(monoBHeHHs abo 3amiHa
nokasHuka cneuudikadii 3a
pesynbTaTamu JOCiKeHb 3
6e3nekn abo skocTi (3a
BVHATKOM JliKapCbknx 3acob6is
6i0N0riYHOro/iMyHO/I0MYHOTO
NOXOKEHHS)) [AONOBHEHHSA
cneuudikaLii rotoBoro
NiKapcbKoro 3aco6y NoKasHNUKOM
"JOMILLKW HITPO3aMiHiB" 3
BiAANOBIAHUM METOA0M
BMNPOOYBaHHS. BHECEHHs
pefakuiiiHoi 3MiHW A0 po3ainy
3.2.P.5.2 fo BNpObYBaHHA Ha
PO3UMHEHHS. 3MiHK | TUny -
3MiHu 3 siKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTH0 SIKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha AKIRA
3[iACHIOETbCSA
KOHTpPO/b/BUNPO6YBaHHSA cepil)
[ofaBaHHA BUPOOHUKA,
BiANOBIAA/IbHOIO 3a KOHTPOJ/1b
AKOCTI cepii, a came Kpomat
KdpT., BakoHy YTua 4,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

C3sekecthexepsap, 8000,
YropwmHa/ Kromat Kft., Bakony
Utca 4, Szekesfehervar, 8000,
Hungary. 3miHu | TUny - 3MiHun 3
AKOCTI. [OTOBWIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AifIbHULI, Ha KR
3[iiCHIOETbCSA
KOHTPONb/BUNPOGYBaHHSA cepil) -
L0o4aBaHHS BUPOOHMKaA,
BiANOBIAA/ILHOIO 3@ KOHTPO/Ib
AKOCTI cepil, a came MNnisa
KpoarTia /liviteg, Mpina3 bapyHa
®dininosiua 25, 3arpeb, MNpag
3arpe6, 10000, Xopsaris/ Pliva
Croatia Limited, Prilaz Baruna
Filipovica 25, Zagreb, Grad
Zagreb, 10000, Croatia. 3miHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cneuudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(BHECEHHSA 3MiH [0 AOCkE nicns
OHOBJIEHHS 3araslbHOT CTaTTi Ha
roToBy nikapcbky opmy y
LoY/EBponelicbkili
hapmakonei) BHECEHHS 3MiH A0
nigpo3sginy 3.2.P.5.1.
Cneuudikauisi(i), a came:
OHOBJIEHHA 3aTBEPKEHNX
KpuTepii NPUAHATHOCTI 3a
nokasHnkom “MikpobionoriyHa
yucrorta’.

95.

KBETUKCON

quetiapine

KBeTianiHy
hymapar

NO5AHO
4

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOH, NO
100 wr, no 10
Tabnetok y
6nicTepi; no 3
6nictepu y

3AT
«®apmnira
»

JInToBCb
Ka
Pecny6n
ika

BMPOGHMLTBO 3a
NMOBHVM LK/TOM:
AxTasic /114,.,
ManbTa

KOHTPO/b SIKOCTI:
Kpomart Kdt.,

ManbTta/
YropLm
Ha/
Xopsari
A

BHECEHHS 3MiH [10
peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkmii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo

3a
peyenmo
M

UA/13882/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KapTOHHI nauyui YropLmHa; L0NyCTUMKUX MEX rOTOBOrO

KOHTPO/Ib SIKOCTI:
Mnisa Kpoaria
NimiTen, Xopsaris

nikapcbkoro 3acoby
(monoBHeHHs abo 3amiHa
nokasHuka creyndikauii 3a
pesynbTaTtamu JocnifkKeHb 3
6e3nekn abo skocTi (3a
BUHATKOM NiKapCbknx 3acobiB
6i0/10rYHOr0/iMyHONOrYHOrO
NMOXOXXEHHST)) AONOBHEHHS
cneuudikaLii rotoBoro
NiKapCbKOro 3aco6y NoKasH1KOM
"[JOMILLKN HITpO3aMmiHIiB" 3
BiAMNOBIAHUM METOAOM
BMNpobyBaHHA. BHeceHHs
pefakuiiiHoi 3MiHW A0 po3ainy
3.2.P.5.2 o BMNpO6YBaHHSA Ha
PO3UMHEHHS. 3MiHK | TNy -
3MiHu 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LWo
CTOCYIOTbCS BUMYCKY cepii Ta
KOHTPO/I0 IKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKiRA
3[iiCHIOETbCSA
KOHTPO/b/BUNPO6YBaHHSA cepil)
[0AaBaHHA BUPOBHYKa,
BiANOBIA@/IbHOIO 3@ KOHTPO/Ib
AKOCTI cepii, a came Kpomar
KdpT., BakoHy YTua 4,
Csekectpexepsap, 8000,
YropwuHa/ Kromat Kft., Bakony
Utca 4, Szekesfehervar, 8000,
Hungary. 3MiHu | TUny - 3miHn 3
AKocTi. [0TOBWIA NikapCbkuii
3aci6. 3MiHU Y BUPOBGHULLTBI.
3MiHa iMnopTepa/amiHm, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNbHULI, Ha SKil
3[jiiCHI0ETbCSA
KOHTpPO/b/BMNPOGYBaHHSA cepil) -
[0AaBaHHA BUPOOHYKa,
BiANOBIAA/IbLHOIO 3a KOHTPO/1b
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

AKOCTI cepil, a came MNnisa
KpoarTia /liviteg, Mpina3 bapyHa
®dininosiua 25, 3arpeb, MNpag
3arpe6, 10000, Xopsaris/ Pliva
Croatia Limited, Prilaz Baruna
Filipovica 25, Zagreb, Grad
Zagreb, 10000, Croatia. 3miHu |
TUMy - 3MiHK 3 AKOCTi. FoTOBWMI
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cnevudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(BHECEHHSA 3MiH [0 AOCbE Nicns
OHOBJIEHHS 3araslbHOT CTaTTi Ha
roToBy nikapcbky opmy y
LoY/EBponelicbkili
hapmakonei) BHECEHHS 3MiH A0
nigpo3sginy 3.2.P.5.1.
Cneuudikauisi(i), a came:
OHOBJIEHHA 3aTBEPKEHNX
KpuTepii NPURHATHOCTI 3a
nokasHukom “MikpobionoriyHa
yucrorta’.

96.

KBETUKCON

quetiapine

KBeTianiHy
tymapar

NO5AHO
4

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOH, NO
200 wmr, no 10
Tabnetok y
6nicTepi; no 3
6nictepn y
KapTOHHIN navuyj

3AT
«®apmnira
»

JInToBCb
Ka
Pecny6n
ika

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
AxTasic /114,.,
ManbTa:
KOHTPO/Tb SIKOCTI:
Kpomat KdpT.,
YropluHa
KOHTPO/Tb SIKOCTI:
Mnisa Kpoartia
Nimiten, Xopsartis

ManbTta/
YropLm
Ha/
Xopsari
A

BHECEHHS 3MiH [10
peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby
(#onoBHeHHs ab0 3amiHa
nokasHuka crneyndikauii 3a
pesynbTaTamv AOChifKeHb 3
6e3nekn abo AkocTi (3a
BMHSATKOM JiKapCbKMX 3aco6iB
6io10riYHOro/iMyHo10riYHOro
NOXOKEHHST)) ONOBHEHHSA
crneungikaw,ii rotoBoro
NikapcbKOro 3acoby NOKa3HMKOM
"[JOMILLKW HITpO3amiHIiB" 3
Bi4MNOBIAHMM METOA0M
BUMNPO6GYBaHHSA. BHECEHHS
peAakuifiHoi 3MiHK [0 po3ainy

3a
peyenmo
M

UA/13882/01/03
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3.2.P.5.2 o BMNpO6YBaHHSA Ha
PO3YMHEHHS. 3MiHK | TNy -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LWo
CTOCYIOTbCS BUMYCKY cepil Ta
KOHTPO/I0 IKOCTi rOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha SKiRA
3[iACHIOETbCSA
KOHTPO/b/BUNPO6YBaHHSA cepil)
[0AaBaHHA BUPOBHYKa,
BiANOBIA@/IbHOIO 3@ KOHTPO/Ib
AKOCTI cepii, a came Kpomar
KdpT., BakoHy YTua 4,
Csekectpexepsap, 8000,
YropwuHa/ Kromat Kft., Bakony
Utca 4, Szekesfehervar, 8000,
Hungary. 3miHu | TUny - 3miHn 3
AKocTi. [0TOBWIA NikapCbknii
3aci6. 3MiHU Y BUPOBGHULLTBI.
3MiHa iMnopTepa/amiHm, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNTbHUL, Ha SKil
3[jiiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
[0AaBaHHA BUPOOHYKa,
BiANOBIAA/ILHOIO 3a KOHTPO/1b
SIKOCTi cepii, a came MNniBa
Kpoaria Nimiten, MNpina3 bapyHa
dininosiua 25, 3arpe6, Npag
3arpe6, 10000, Xopsartis/ Pliva
Croatia Limited, Prilaz Baruna
Filipovica 25, Zagreb, Grad
Zagreb, 10000, Croatia. 3miHu |
TUny - 3MiHK 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO liKapCbKOro 3acooby.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby
(BHECEHHS 3MiH 10 AOCbE nicns
OHOBJ/IEHHS 3ara/ibHOI CTaTTi Ha
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
roToBy nikapcbky hopmy y
LoY/EBponelicbkili
hapmakonei) BHECEHHS 3MiH A0
nigpo3sginy 3.2.P.5.1.
Cneuudpikauisi(i), a came:
OHOBJIEHHA 3aTBEPKEHNX
KpuTepii NPUAHATHOCTI 3a
nokasHukom “MikpobionoriyHa
yucrora’.
97. | KEMBEP® dexketopr | pgekcketon | MO1AELl | po3uuH gns AT YkpaiHa AT "®apmak" YkpaiHa BHECEHHS 3MiH [0 3a He UA/13977/01/01
ofen podheHy 7 iH'ekuini, 50 mr/2 "dapmak” peecTpauiiiHiX MaTepiasiis: peyenmo nidsnsiea
TpomeTam M/1, N0 2 MN B 3MiHu | TUNYy - 3MiHK Woa0 M 5
on amnyni; no 5

amnyn 'y énictepi;
no 1 a6o no 2
6nicTepu B Nayw, 3
KapTOHY; N0 2 MN
B amnyri; no 5 abo
10 amnyn y nayui
3 KAPTOHY

6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NlikapCbkoro
3acoby B nicnspeecTpauiiiHmi
nepiog, abo sk pesynbTart
OL}iHKM 3BiTY 3 AOCNIQKEHD,
npoBefeHVX BignoBigHo A0
nnaHy negjiaTpuyHnX
pocnigkens (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKLUIT
ANA MeANYHOro 3acTOCyBaHHs
NikapcbKoro 3acoby B po3giu
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Mo6iuHi peakuii" BignoBigHO 40
OHOB/IEHOT iHdopmMaLlii 3
6e3nekun 4ityoi pevyoBMHN.
BBefeHHs 3MiH NpoTArom 6-tv
MicSLLB NIiCNSA 3aTBEPLPKEHHS.
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
3MiHV BHECEHO A0 IHCTPYKLUIT
ANA MeANYHOro 3acTOCyBaHHS
NiKapcbKoro 3acoby B po3fin
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

"Mo6ivHi peakuii" (qofaHHa
iHchopmauii LLWoao BaXXIMBOCTI
NoBiAOMJIEHHS NPO Nif03plOBaHI
no6iyHi peakuii). BBeAeHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS

98.

KEMMNPA®

levetiracet
am

nesetupa
uetam

NO3AX1
4

TabneTku, BKpUTI
060/10HKOI0, MO
250 mr; no 10
Tabnetoky
6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHIN navui

OCb
dPapma
C.A.

Benbris

HOCB ®apma

Benbris

BHECEHHS 3MiH [0
peecTpavuiiiHiX MaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOI
OiNbHUUI (BKIKOYAOUN AinbHUL
onsa A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, ginbHuLi oas
npoBefeHHs NakyBaHHS,
BMPOGHMKA, BiAMNOBIfa/ILHOTO 3a
BUNYCK Cepil, micue
NpoBefileHHA KOHTPOJII0 cepil)
abo nocravasibHMKa BUXiAHOrO
MaTtepiany, peareHTy abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y fockbe) BunyyeHHs
BMPOBHMYOT AiNbHULI AMMak
®iHe Kemikanc (A®K), CLUA /
Ampac Fine Chemicals (AFC),
USA, sika BignosigasnibHa 3a
BMPOGHMLITBO Ta KOHTPO b
AKOCTI NPOMDKHUX NPOAYKTIB Y
npoueci MCC-cuHtesy
HeouYuLLEHOTo NeBeTpaLeTamy,
3 MaTepianiB peecTpavjiiiHoro
nocbe po3giny 3.2.S5.2.1.
Brpo6HMK(K).

3a
peyenmo
M

UA/9155/01/01

99.

KEMMNPA®

levetiracet
am

neseTnpa
uetam

NO3AX1
4

TabneTku, BKpUTI
060/10HKO10, NO
500 mr; no 10
Tabnetoky
6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIN navui

OCb
Papma
C.A.

Benbris

HOCB ®apma

Benbris

BHECEHHS 3MiH A0
peecTpauiiiHux maTepiasis:
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOI
AinbHULI (BKAOYAOYM AiNbHUL
ons A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHS,
BMPOGHMKA, BiAMNOBIfa/IBHOTO 3a
BWMYCK Cepiii, MicLe
NpoBefileHHA KOHTPOJII0 cepil)
abo nocravasibH1Ka BUXigHOro

3a
peyerimo
M

UA/9155/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

MaTtepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLIO
3a3HayeHo y A0CbE) BunyyeHHs
BUPOGBHMYOT AiNbHULI AMMak
®iHe Kemikanc (A®K), CLLA /
Ampac Fine Chemicals (AFC),
USA, sika BignosiganbHa 3a
BMPOGHULITBO Ta KOHTPO/b
AKOCTI NPOMDKHUX NPOAYKTIB Y
npoueci MCC-cuHTesy
HeouuLLLEHOro fieBeTpaLeTamy,
3 Marepianis peecTpauiiHoro
nocbe po3giny 3.2.S.2.1.
Brpo6HMK(K).

100.

KEMNMPA®

levetiracet
am

neseTupa
uetam

NO3AX1
4

TabneTku, BKpUTI
060/10HKOI0, NO
1000 wr; no 10
Tabnetok y
6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHI nayui

HOCb
Papma
CA.

Benbriga

IOCB dapma

Benbriga

BHECEHHS 3MiH [10
peecTpavuiiiHux matepianis:
3MiHu | TUNY - AGMiHICTPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOT
AiNbHULI (BKOYAOYM AiNbHULL
ons A®l, NpPOMKHOTO NPOAYKTY
a60 rotoBOro Nikapcbkoro
3acoby, AinbHuui Ans
NpoBefieHHA NaKyBaHHs,
BMPOGHMKA, BiAMoBifaIbHOTO 3a
BUWMYCK Cepiii, MicLe
NpPOBeAEHHS KOHTPOIO cepii)
abo noctavasibHMKa BMXiAHOTO
maTtepiany, peareHTy abo
[0NOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y A0oCbE) BunyyeHHs
BUPOGHWYOT AinbHUL AMMak
®diHe Kemikanc (A®K), CLUA /
Ampac Fine Chemicals (AFC),
USA, sika signosifasibHa 3a
BMPOBHMLITBO Ta KOHTPO/Tb
AKOCTi NPOMIXHUX NPOAYKTIB Y
npoueci MCC-cuHTesy
HeOUULLLEHOro fieBeTypaLeTamy,
3 MarepianiB peecTpadiiHoro
nocke po3giny 3.2.S.2.1.
Bupo6HuK(K).

3a
peyenmo
M

UA/9155/01/03

101.

KETOTU®EH
CODAPMA

ketotifen

KeToTude
Hy
rigpochyma
pat

RO6AX1
7

Tabnetku no 1 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapPTOHHIN nayui

AT
"Cothapma

Bonrapi
A

Brpo6HMLTBO
Hepo3chacoBaHoi
npoaykKuii,
nepBuHHA
ynakoska abo

Bonrapi
al
YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3miHa Ha3Bu AdI abo
[0NOMDKHOT pe4oBUHW. 3MiHa

3a
peyenmo
M

He
nionsiea
€

UA/5512/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BMPOOHMLTBO 3a Ha3BW [OMOMiXHOI PEYOBMHM 3
NOBHMM LK/IOM: KasibLito rigpochocdat
AT "Codpapma”, 6e3BOAHUIA Ha KanbLijto
Bonrapis; rigpodpoccpart y 3B'A3ky 3
OHOBJ/IEHHSIM Ha3BY B
BTopuHHa MoHorpadii EP. 3miHM BHeceHO
ynakoBka, [403BiN B po3ain "Cknag" (40NoMiKHI
Ha BUMycK cepii PEYOBUHM) B iIHCTPYKL,itO A5
ab60o BYpPO6HULTBO MeAMYHOro 3acTOCYBaHHS
3a NOBHUM nikapcbkoro 3acob6y. BeegeHHs
LMKIOM: 3MiH NPOTAromM 6-Tn Micauis
AT "BITAMIHA", nicns 3aTBepKeHHs.
YKpaiHa
102. | KETOTU®EH ketotifen KeToTude - Tabnetkn no 1 mr, AT Bonrapi AT "Cogpapma” Bonrapi BHECEHHS 3MiH 40 - UA/12632/01/01
COPAPMA HY in bulk Ne 4240: no | "Codapma A A peecTpauiiiHux maTepiais:
rigpocyma 10 TabneTok y " 3MiHu | TUNY - AgMiHICTPaTUBHI
pat 6nictepi; no 424 3MiHK. 3miHa Ha3Bu APl abo
6nictepn y [L0MOMDKHOT peYOBUHU. 3MiHa
noninponineHoBii Ha3BW [OMOMKHOI PEYOBUHM 3
Kopobui; in bulk Ne KasibLito rigpochocdhat
4000: no 10 6€e3B0OIHNI Ha KabLijito
Tabnetoky rigpodpoccpart y 3B'A3ky 3
6nictepi; no 400 OHOBJIEHHSIM Ha3BU B
6nicTepiB y MoHorpagii €E®. BeeeHHsA 3MiH
noninponineHoBii NPOTAroM 6-Tn MicALiB nicas
KOpoo6Li 3aTBEPKEHHS.
103. | KNODAH® clotrimazol | knoTpumas - Kpem BariHasibHui TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [0 - UA/20818/02/01
e on 10 %, in bulk: no 7 "KYCyM" XENTXKEP MNMBT peecTpauiiiHix maTepianis:
r npenapary B YkpaiHa nTa 3MiHn | TUNY - AgMiHICTpaTuBHI
Ty6i, no 169 1y6 y 3MiHW. 3MiHa HaliMeHyBaHHs
KapTOHHIi KopobLyi Ta/abo agpecu 3asBHMKaA
(BnacHvika peecTpadjiHoro
noceigyeHHst). 3MiHa
HaliMeHyBaHHs 3asiBHVKa
(BnacHvika peecTpadjiHoro
NocCBiAYEHHSsT), 6€3 3MiHU
HOpUANYHOI 0Co6M
3arBepaKeHo:
TOB "TNIEA®PAPM NTA",
YkpaiHa
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALiB Nic/1a 3aTBePAKEHHS.
104. | KNODAH® clotrimazol | knoTpumas | GO1AFQ | kpem BariHasbHWIA TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH [0 6e3 UA/14084/01/01
e on 2 10%; no7ry "KYCYM" XENTTXKEP MNBT peecTpauiiiHux MaTepiais: peyenma
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Ty6i; no 1 Ty6i nTa 3MiHu | TUNY - AgMiHICTpPaTUBHI
pasom 3 3MiHW. 3MiHa HaliMeHyBaHHs
annikaTopom y Ta/abo agpecy 3asiBHMKa
KapTOHHii (BnacHvka peecTpadjiiHoro
ynaKkoBLi nocsigyeHHs). 3miHa
HaliMeHyBaHHS 3asiBHVKa
(BnacHvka peecTpadjiiHoro
nocsigyeHHs), 6e3 3mMiHu
HopuANYHOI 0co6M
3arBepaXeHo:
TOB "MMEJQ®APM NTA",
YKpaina
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nic/a 3aTBePIKEHHS.
105. | KO- Perindopril | nepuHgon CO09BAO | Tabnetku, 4 KPKA, CnoBeHi BMPOGHMLTBO "in CnoBeHi BHECEHHS 3MiH 40 3a UA/10953/01/02
NMPEHECA® and pun TepT- 4 mr/1,25 wmr; no 10 4a.4a., Hoso A bulk", nepsuHHe A peecTpauiiiHux maTepiais: peyenmo
diuretics 6yTMnamiH Tabnetok y MecTo Ta BTOPUHHE 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
Ta 6nicTepi; no 3 abo nakyBaHHs, [oTOBMIA Nikapcbkni 3aci6.
iHpanamifg 6, abo 9 6nicTepis KOHTpO/b Ta 3MiHN Yy BUPOGHMLTBI. 3MiHa
Y KapTOHHiiA BUMYCK Cepii: po3mipy cepii (Bk/toHaroun
Kopobui; no 15 KPKA, a.4., Hoso AianasoH po3mipy cepir)
TabneTok y mecTo, CnoBeHis; roTOBOrO NiKapCcbKoro 3acoby
6nicTepi; no 2 abo KOHTPO/b cepii: (36inblueHHs go 10 pasis
4, abo 6 6nicTepis KPKA, a.4., Hoso NOPIBHSIHO i3 3aTBEPAKEHUM
Y KapTOHHiIl mecTo, CrioBeHis po3mipom) 36ibLIEHHS PO3Mipy
KOpOoo6LL cepii gns fo3yBaHHA 4 Mr/1,25
Mr i 8 mr/2,5 mr, a came
nofasaHHs cepii 800 kr
compression mixture. A Takox
BWJTyHYEHHS cepii o6csrom 100 kr
compression mixture gns BCix
003 npenaparty. BBeeHHA 3MiH
NPOTArom 6-Tn MicAUiB nic/s
3aTBEPAKEHHS
106. | KO- Perindopril | nepuHgon | CO9BAO | Tabnetku, 8 mr/2,5 KPKA, CnoseHi BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH A0 3a UA/10953/01/03
NMPEHECA® and pwn TepT- 4 mr; no 10 a.4., Hoso A bulk", nepsuHHe A peecTpauiiiHux maTepiasis: peyenmo
diuretics 6yTMnamiH Tabnetoky MecTo Ta BTOPUHHE 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
Ta 6nicTepi; no 3 abo naxkyBaHHs, [oTOBWiA Nnikapcbkuii 3aci6.
iHganamig 6, abo 9 6nicTepis KOHTPO/b Ta 3MiHu y BUPOGHMLTBI. 3MiHa
Y KapTOHHiIl BUNYCK cepil: po3Mipy cepii (BK/HoYatoun
Kopob6uj; no 15 KPKA, a.4., Hoso Aiana3oH po3mipy cepir)
Tabnetok y mecTo, CrnoBeHis; rOTOBOrO /iKapCbKOro 3acoby
6nicTepi; no 2 abo KOHTPO/b cepil: (36inblueHHs go 10 pasis
4, abo 6 bnicTepis KPKA, a.4., Hoso NOPIBHAHO i3 3aTBEPAKEHUM
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Y KapTOHHiii mMecTo, C/oBeHist PO3MipOM) 36i/bLLEHHST PO3MIpY
KOpOoo6L cepii gns fosyBaHHA 4 mr/1,25
Mr i 8 mr/2,5 mr, a came
nofasaHHs cepii 800 kr
compression mixture. A TakoXx
BWy4YeHHS cepii o6csrom 100 kr
compression mixture ons BCix
003 npenapaty. BBegeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS
107. | KO- Perindopril | nepuHgon CO09BAO | Tabnetku, 2 KPKA, CnoBeHi BMPOGHMLTBO "in CnoBeHi BHECEHHS 3MiH 40 3a UA/10953/01/01
NMPEHECA® and pun TepT- 4 mr/0,625 mr; no 10 | Aa.4., HoBo A bulk", nepsuHHe A peecTpauiiiHux maTepiais: peyenmo
diuretics 6yTMnamiH Tabnetoky MecTo Ta BTOPUHHE 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
Ta 6nictepi; no 3 abo nakyBaHHs1, [oTOBMIA Nikapcbkni 3aci6.
iHpanamifg 6, abo 9 6nicTepis KOHTPO/b Ta 3MiHU Yy BUPOGHMLTBI. 3MiHN Y
Y KapTOHHiiA BUMYCK Cepii: npoLieci BUPO6HULITBA FOTOBOTO
Kopobui; no 15 KPKA, a.4., Hoso NiKapcbKoro 3acoby, BK/OUaum
Tabnetok y mMecTo, CroBeHis; NPOMDKHUIA NPOAYKT, L0
6nicTepi; no 2 abo KOHTPO/b cepii: 3aCTOCOBYETLCA NpU
4, abo 6 6nicTepis KPKA, a.4., Hoso BMPOBGHULITBI FOTOBOTO
Y KapTOHHiIl mecTo, C/ioBeHis nikapcbkoro 3acoby (He3HayHa
Kopoo6Li 3MiHa y npoueci BUpobHuLTBa)
He3HauHi 3MiHM Y Npoueci
BMPOOHMLTBA, LLIO BK/IKOYAIOTb
OHOBJ/IEHHS1 06afHaHHs,
YTOUYHEHHSs cneyudikauii cuT,
BW/IyYEHHS onucy YactoTu IPC-
KOHTPO/I0 Ta rapMOHi3aLito
BMPOBHMYOT AOKyMeEHTaLiT 6e3
3MiHU ckiagy
108. | KOCTAPOKC | etoricoxib eTopukokc | MO1AHO | TabneTku, BKpUTI TOB YkpaiHa BUNYCK cepili: Himeuun BHECEHHS 3MiH A0 3a UA/17232/01/01
16 5 nAiBKOBOO "CaHpo3 Cantotac ®apma Ha/ Kinp peecTpauiiiHux maTepiasis: peyenmo
060/10HKO, No 30 YkpaiHa" M6X, HimeuunHa; 3MiHu | TUNY - AOMiHICTPaTUBHI M

Mr, no 7 TabneTok
y 6nicTtepi; no 4
6nictepu B
KapTOHHiI Kopobuj

TECTyBaHHS:
idon MpiBatec
IHCTUTYT cotop
MpogykTkBanitet
M6X, HimeuunHa,
TeCTyBaHHS:
AHaniTiwec
LleHTpym Biodhapm
M6X BepniH,
HimeuuunHa;
BVMPOGHMLTBO in
bulk, nepBuHHe i
BTOPVHHE

3MiHW. BunyyeHHs BUpOOHUYOI
AinbHULI (BKOYAOYM AiNbHUL
ons A®l, NpOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IBHOTO 3a
BWMYCK Cepiii, MicLe
NpoBefileHHA KOHTPOJII0 cepil)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHTty abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HAaYeHO Y AOChLE) -
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*

nakyBaHHs, BU/TyYEHHs1 BUPOBHUKa in bulk,

KOHTPO/b cepii, NepPBUHHOTO | BTOPUHHOIO

BUMYCK Cepii: nakyBaHHs Kagina
[Lenopbic dPapmacbtoTikans Jlimites,
dapmacbioTikan3 (Cadila Pharmaceuticals
NTa, Kinp Limited) y 3B'A3ky 3

NpUNUHEHHAM chiBnpawj,
anbTepHaTUBHUM BUPOGHUKOM €
[Jenopbic dapmacbioTikans /1Tg
(Delorbis Pharmaceuticals Ltd)

AKNIA BUKOHYE CDYHKLiT
BW/Ty4EHOT0 BUPOGHULTBO in
bulk, nepBMHHOrO i BTOPUHHOIO
nakyBaHHs, KOHTPO/b cepii,
BMMNYCK cepil.
109. | KOCTAPOKC | etoricoxib eTopukokc | MO1AHO | TabneTku, BKpUTI TOB YkpaiHa BUNYCK cepili: Himeuun BHECEHHS 3MiH [0 3a UA/17232/01/02
noé 5 NNiBKOBOKO "CaHpo3 CanoTac dapma Ha/ Kinp peecTpauiiiHnx maTepiasis: peyenmo
060/10HKO0, N0 60 YkpaiHa" M6X, HimeuunHa; 3MiHu | TUNY - AOMiHICTPaTUBHI M

Mr, No 4 TabneTtku
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA
Kopobui; no 7
Tabnetoky
6nicTepi; no 4
6nictepn B
KapTOHHii
Kopo6ui; no 10
Tabnetok y
6nicTepi; no 10
6nictepiB y
KapTOHHiIi1 KopooL,i

TeCTyBaHHS:
icon MpiBatec
IHCTUTYT corop
MpogykTkBanitet
m6X, HimeuunHa,
TeCTyBaHHS:
AHaniTiwec
LleHTpym Biochapm
'M6X BepniH,
HimeuyuunHa;
BMPOBHMLTBO in
bulk, nepBuHHe i
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepil,
BUMYCK Cepii:
[Lenopbic
dapmachbioTikans
Nta, Kinp

3MiHW. BunyyeHHs BUPOOHUYOI
OiNbHUUI (BKIKOYAOUN AiNbHUL
onsa A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, ginbHuLi oas
NpoBefeHHsA NakyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BUNYCK Cepil, micue
NpoBefileHHA KOHTPOJII0 cepil)
abo nocravasibHMKa BUXiAHOroO
MaTtepiany, peareHTy abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HavyeHo y 0CLE) -
BWJ/TyYEHHST BUPOOHMKa in bulk,
NepBUHHOTO | BTOPUHHOTO
nakyBaHHsa Kagina
dapmacbtoTikans Jlimiteq,
(Cadila Pharmaceuticals
Limited) y 3B'A3ky 3
NPUNHEHHAM chiBnpayj,
a/lbTEPHATUBHUM BUPOBGHUKOM €
[enop6ic ®apmacbloTikans Jtg,
(Delorbis Pharmaceuticals Ltd)
AKNIA BUKOHYE CDYHKLT
BWJ/Ty4E€HOr0 BUPOGHULITBO in
bulk, nepBUHHOTO | BTOPNHHOIO
nakyBaHHs1, KOHTPO/Ib cepii,
BUMNYCK cepil.




130

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
110. | KOCTAPOKC | etoricoxib eTopukokc | MO1AHO | TabneTtku, BKpUTI TOB YkpaiHa BUMYCK Cepiil: Himeuun BHECEHHS 3MiH A0 3a UA/17232/01/03
16 5 nAiBKOBOO "CaHpfo3 Cantotac ®apma Ha/ Kinp peecTpauiiiHux matepianis: peyenmo
060/10HKO0, N0 90 YkpaiHa" M6X, HimeuunHa; 3MiHn | TUNY - AgMiHICTpaTUBHI M
Mr, no 7 TabneTok TeCTYBaHHS: 3MiHW. BunyyeHHs1 BUPOOHUYOT
y 6nictepi; no 1 idon MpiBatec AiNbHULI (BKAOYAOYM AiNbHULL
abo 4 6nictepu B IHCTUTYT dhrop ans A®l, npomiXHOTO NPOAYKTY
KapTOHHii MpopykTkBanitet ab0 roToBOro NiKapcbkoro
Kopob6uj; no 10 M6X, HimeyunHa,; 3acoby, AinbHuui Ans
TabneTok y TeCTyBaHHS: NpoBefeHHsA NakyBaHHS,
6nictepi; no 10 AHaniTiwec BMPOGHMKa, BiANOBIA&/ILHOIO 3a
6nicTtepis y LleHTpym Biodhapm BWMYCK Cepiii, MicLe
KapTOHHiI KopobLi 'M6X BepniH, NpoBeAEeHHS KOHTPO/HO cepil)
HimeuuunHa; a60 nocrtavyasibHMKa BUXiAHOTO
BVMPOGHMLTBO in marepiany, peareHTty abo
bulk, nepBuHHe i [OMOMDKHOT PEYOBUHY (SIKLLO
BTOPVHHE 3a3HayeHo y JOCLE) -
nakyBaHHs, BUyYEHHS BUPOOHUKa in bulk,
KOHTPO/b cepil, NepBUHHOTO | BTOPUHHOTO
BMNYCK cepil: nakyBaHHs Kagina
[Jenopbic dapmacbtoTikans Jlimites,
dapmacbloTikans (Cadila Pharmaceuticals
Nta, Kinp Limited) y 38'A3ky 3
NPUMUHEHHSAM criBrpawj,
a/lbTEPHATUBHUM BUPOBGHUKOM €
[enop6ic ®apmacbloTikans fTg,
(Delorbis Pharmaceuticals Ltd)
KNI BUKOHYE QDYHKLLT
BW/Ty4EHOr0 BUPOBHMLTBO in
bulk, nepB1HHOrO i BTOPUHHOTO
nakyBaHHs1, KOHTPO/Ib cepii,
BMNYyCK cepil.
111. | KOCTAPOKC | etoricoxib eTopukokc | MO1AHO | Tabnetku, BKpUTI TOB YkpaiHa BMNYCK Cepii: Himeuun BHECEHHS 3MiH 40 3a UA/17232/01/04
16 5 NNiBKOBOIO "CaHpo3 CanoTac Papma Ha/ Kinp peecTpauiiiHux maTepiais: peyenmo
060/10HKOI0, NO YkpaiHa" M6X, HimeyuunHa,; 3MiHu | TUNY - AgMIHICTpPaTUBHI M
120 wmr, no 7 TeCTYBaHHS: 3MiHW. BuyyeHHst BUpOGHMYOT
Tabnetok y icon MpiBaTtec OinbHUUI (BKNOYAKOUN AiNbHUL
6nicTepi; no 1 abo IHCTUTYT dhrop ans A®l, npomiKHOro NPOAYKTY
4 6nictepn B MpopykTkBaniTeT ab0 roToBOro NiKapcbkoro
KapTOHHI Kopobui M6X, HimeuunHa; 3acoby, AinbHuui Ans
TeCTyBaHHS: NpoBeAeHHs NakKyBaHHs,
AHaniTiwec BMPO6HMKa, BiANOBI4a/IbHOTO 3a
LleHTpy™m Biodhapm BWMYCK Cepiii, Micue
'M6X BepniH, NpoBefEeHHs KOHTPO/IIO cepil)
HimeuuunHa; a60 nocrtavyasibHMKa BMUXiAHOTO
BMPOBHMLTBO in marepiany, peareHTy abo
bulk, nepBuHHeE i [OMOMDKHOT PEYOBUHY (SIKLLIO
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BTOPVHHE 3a3HayeHo y JOCLE) -
nakyBaHHs, BUyYEHHS BUPOOHUKa in bulk,
KOHTPO/b cepil, NepBUHHOTO | BTOPUHHOTO
BMNYCK cepil: nakyBaHHs Kagina
[Jenopbic dapmacbtoTikans Jlimites,
dapmacbloTikans (Cadila Pharmaceuticals
Nta, Kinp Limited) y 38'A3ky 3
NPUMUHEHHAM criBrpawj,
a/lbTEPHATUBHUM BUPOBGHUKOM €
[enop6ic ®apmacbloTikans ftg,
(Delorbis Pharmaceuticals Ltd)
KNI BUKOHYE QDYHKLLT
BW/Ty4EHOr0 BUPOBHMLTBO in
bulk, nepBUHHOrO i BTOPUHHOTO
nakyBaHHs1, KOHTPO/Ib cepii,
BMNYyCK cepil.
112. | KPEOH® Multienzy naHkpeatn | AO9AAO | kancynv TBepai 3 AGGOTT Himeuun A660TT Himeuun BHECEHHS 3MiH 40 6e3 niosnsiea UA/9842/01/01
10000 mes HB 2 ractpopesucTeHTH | Jlabopato Ha NabopaTopis Ha peecTpauiiiHux maTepiais: peyenma 5
(lipase, ractpopes MU rpadynamm no | pis M'mé6xX 6X 3MiHu | TUNY - 3MiHK 3 SKOCTI.
protease WNCTEHTHUX 150 wmr; no 20 a6bo FoToBUIA Nikapcbkuii 3aci6. Onuc
etc.) rpaHynax 50, a6o 100 Ta cknag. 3miHa y cknagi
(KpeoH Kancyny gnakoHi; (AONOMDKHMX peyoBUHaX)
MiHiMiKpoC no 1 cpnakoHy B roTOBOrO JliKapCbKOro 3acoby
depu®) KapTOHHii (cmakoBi gobaBku abo

Kopo6ui; no 10
Kancysny énicrtepi;
no 1 a6o 2, abo 3
6nictepu B
KapTOHHiIi1 kKopooL,i

6apBHUKN) - [lofaBaHHs,
BW/Ty4YEHHS1 ab0 3aMmiHa -
BUJTYYEHHS JOMOMIXKHOT
PEYOBUHN «TUTAHY AiOKCUA» 3i
cknagfy 060/10HKM Kancynu ans
nikapcbkoro 3acoby ans
[03yBaHHsA No 150 mr. 3MiHK
BHECEHO B 3arasibHy iHCTPYKL,it0
ANA MeANYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby y po3ain
«Cknag» (40NOMKHI pe4yoBUHN,
ONns fo3ysBaHHA 150 wr).
BeefieHHs 3miH npoTarom 6
MiCALB NiCNna 3aTBEPAKEHHS.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
loTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib SONOMIKHVX PEYOBUH
(iHWi 3MiHM) He3HaYHa
MoamdbikaLis Mex NPUAHATHOCTI
PO3MipiB KOPMYCY Ta KpULLEYKM
TBEPAWX XeNaTuHOBKX Kancyn
AN nikapcbKoro 3acoby ans
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
[o3yBaHHA no 150 mr. BeegeHHA
3MiH NpOTAroM 6 MicAuiB micns
3aTBEPKEHHS.
113. | KPEOH® Multienzy naHkpeatn | AO9AAO | kancynu TBeppai 3 ABGOTT Himeuun ABGOTT Himeuun BHECEHHS 3MiH [0 6e3 nionsiea UA/9842/01/02
25000 mes HB 2 ractpopesucTteHTH | Jlaboparto Ha NabopaTtopis Ha peecTpauiiiHix MaTepiasiis: peyenma €
(lipase, ractpopes VMU rpaHynamm no pi3 M'm6X v6X 3MiHY | TUNY - 3MiHK 3 AKOCTI.
protease NCTEHTHUX 300 wr; no 20 a6o FoTOBWIA nikapcbkuii 3aci6. Onuc
etc.) rpaHynax 50, a6o 100 Ta cknag. 3miHa y ckiagi
(KpeoH Kancyny gponakoHi; (BonomMiHMX peyoBUHaX)
MiHiMiKpoC no 1 dnakoHy B rOTOBOrO /1iKapCbKOro 3acoby
hepu®) KapTOHHIN (cmakoBi fo6aBkn abo
Kopo6uj; no 10 6apBHUKN) - [lofaBaHHs,
Kancyny 6nictepi; BW/Iy4YeHHs1 abo 3amiHa -
no 2 6nictepu B BWJ/TYYEHHST AOMOMIKHOT
KapTOHHI Kopobui PEYOBUHN «TUTaHY OiOKCUA» 3i
cKnagy 060/10HKV Kancynv ans
NiKapcbKoro 3acoby ans
[03yBaHHsA no 150 mr. 3miHu
BHECEHO B 3arasibHy iHCTPYKLIitO
AN MeUYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby y po3gin
«Cknagy» ([0NOMDKHI peYoBUHM,
ONns fo3yBaHHA 150 mr).
BBefeHHA 3MiH NpoTArom 6
MicsILLiB NiCNs 3aTBEPPKEHHS.
114. | KPEOH® Multienzy naHkpeatn | AO9AAO | kancynu TBepai 3 AGGOTT Himeuyun AGGOTT Himeuun BHECEHHS 3MiH A0 6e3 nionsiea UA/9842/01/03
40000 mes HB 2 racTpopesnCTeHTH Na6oparto Ha NabopaTtopi3 Ha peecTpauiiiHux maTepiasis: peyenma €
(lipase, ractpopes UMY rpadynamm no | pis M'méexX 6X 3MiHu | TUNY - 3MiHK 3 SKOCTI.
protease NCTEHTHMX 400 wmr; no 20 a6o loToBMiA nikapcbkuid 3aci6. Onuc
etc.) rpaHynax 50, a6o 100 Ta cknag. 3miHa y cknagi
(KpeoH Kancyn y gnakoHi; (BONOMDKHMX peyoBUHAX)
MiHiMiKpoC no 1 dnakoHy B rOTOBOrO JiKapCbKOro 3acoby
epu®) KapTOHHii (cmakoBi gobaBku abo
Kopob6uji; no 10 6apBHUKN) - [logaBaHHs,
Kancyny énicrepi; BWyYeHHs abo 3amiHa -
no 2 6nictepu B BUJ/TYYEHHS JOMOMIXHOT
KapTOHHiI Kopobuj PEYOBUHN «TUTAHY AioKCUaA» 3i
cknagy 060M10HKK Kancynu ans
nikapcbKkoro 3acoby ans
[03yBaHHs No 150 mr. 3MiHn
BHECEHO B 3arasibHy iHCTPYKLit0
AN MeAUYHOro 3acTOCYBaHHs
nNiKapcbkoro 3acoby y po3ain
«Cknagy» (4ONOMDKHI peYOBUHM,
ONns fo3yBaHHA 150 wr).
BBefieHHs1 3MiH NpoTArom 6
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
MicALiB Nic/a 3aTBePIKEHHS.
115. | KCUDPAKCAH | rifaximin pucbakcum | AO7AALl | Tabnetku, BKpUTI Anbdacir ITania Anbcpacirma ITanis BHECEHHS 3MiH 40 3a He UA/19008/01/01
iH 1 NNiBKOBOKO mMa C.n.A. C.n.A. peecTpauiiiHux maTepiais: peyenmo niosnsiea
060/10HKOI0, NO 3MiHn Il Tuny - 3MiHn Wwoao M €
550 mr; no 14 6e3nekn/eeKkTMBHOCTI Ta
Tabnetok y hapmakoHarnagy. 3miHu y
6nicTepi 3 MBX- KOPOTKili xapakTepucTui
ME-NBAX/antomiHi NiKapcbKoro 3acoby, TeKCTi
10; no 2, 3 abo 4 MapKyBaHHS Ta IHCTPYKUiT Ans
6nictepn y MeJMYHOro 3aCTOCYBaHHS y
KapTOHHIi1 KopooL,i 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMN,
KNIHIYHUMW A@aHMK Ta JaHumy 3
thapmakoHarnagy - 3mMiHu
BHECEHO B IHCTPYKLil0 415
MeJIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao posginis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii". BBegeHH:
3MiH NPOTSArom 6-Tn MicsLiB
nicns 3aTBepKeHHs
116. | NAMIBYAUH lamivudine | namisyauH | JOSAFO TabneTku, BKpUTI MpAT YkpaiHa | [pAT "TexHonor" | YkpaiHa BHECEHHS 3MiH A0 3a He UA/14446/01/01
5 060/10HKO10, NO "TexHonor peecTpauiiiHux maTepiasis: peyenmo nionsiea
150 mr, no 60 " 3MiHu | TUNY - 3MiHK Woa0 M €
Tabnetoky 6e3nekn/edeKkTUBHOCTI Ta

KOHTelHepi; no 1
KOHTelHepy y
naJj 3 KapToHy

thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs
reHepuyHnX/ribpnaHnx/6ionoaio
HUX NiKapCcbKnx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHMI1 npenapar (3MiHa
He noTpebye HafaHHA XOLHUX
HOBWX A0AATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeAUYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactneocTi”,
"MokasaHHA",
"MpoTunokasaHHs", "B3aemogis
3 HWYMK NiKapCbKMn
3aco6amu Ta iHWi Buan
B3aemogiin", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHsA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

y nepiof BariTHocTi abo
rofyBaHHs rpyaar”, "3aatHicTb
BMIMBATY Ha LWUBWAKICTb peakwil

npu KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMK
mMexaHiamamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "ditn",
"Mepeno3syBaHHs", "M06IYHI
peakuji* BiagnoBigHo A0
iHbopmauii woao MegnyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (Epivir).
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeNYHOT0 3acToCyBaHHS
nikapcbKoro 3acoby y po3ain

"Mo6iyHi peakui™ Wwoano

BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

117.

NAHIEC

carbocistei
ne

KapoouucT
eiH

RO5CBO
3

PO34MH OpasbHWIA,
50 mr/mn; no 60
M/ B KOHTelHepi;
no 1 KoHTeliHepy 3
[03YH0UMM
WNpULLIOM Y navui
3 KapToHy; no 200
MJ/1 B KOHTElHEpI;
no 1 KoHTeliHepy 3
MipHUM
CTakaH4MKoM y
nauui 3 KapToHy

CninbHe
YKpaiHCbK
0_
icnaHcbke
nignpuemc
TBO
"Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa"
(NOBHWIA LYKN
BMPOGHMLTBA,
BMMNYCK Cepil;
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaPKEHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapCcbKoro 3acoby, BKOYaum
OinbHWU BUNYycKy cepii abo
MicLie NPoBeEHHS KOHTPO/IHO
SKOCTI. (QiSNIbHICTb, 3a 5Ky
BiANoBigae BUpoGHWK/iMnopTep,
BK/HOYAOUM BUMNYCK cepiil) 3MiHa
agpecy Micus MPoBaKEHHS
BMpOGHMKa 13 ChinlbHe
YKpaiHCbKO-iCnaHCbke
nignpuemcTso "Cnepko YkpaiHa"
y po3gini 3.2.P.3.1.
Brpo6HuK(K), y 3B’'A3KY 3
BiJOKPEM/IEHHAM BMPOBHNYOr0o
Koprycy Bif pewTn bygisens 3
[OAaHHAM [0AATKOBOI NiTepu,
TOGTO 6€3 TEPUTOPIa/ILHOTO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-

6e3
peyenma

nionsiea
€

UA/11561/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
piuus, 25) Ha (21027, YkpaiHa,
M. BiHHWUA, ByN. 600-pivus, 25-
). BupobHuya ginbHuuA Ta BCi
BMPO6HUYI onepadii
3a/IMLIATHCSA HE3MIHHUMMU.
3MiHU BHECEHO B iIHCTPYKLO ANA
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
"MicLe3HaxomkeHHs1 BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
noro gisanbHocTi" 3 BIANOBIAHMMM
3MiHaMW B TEKCTi MapKyBaHHS
ynakoBOK. TEPMiH BBELEHHS
3MiH -NMPOTArom 6-Tv MicsauiB
nicns 3aTBepaKeHHs. 3MiHu |
My - 3MiHKU Woa0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHO Y TeKCT
MapKyBaHHs BTOPUHHOI (M. 3, 5,
17) ynakoBKv nikapcbKoro
3aco6y. TepMiH BBEAEHHS 3MiH -
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.
118. | NAPEPOBIO interferon iHTepcepo | LO3ABO | niodpinisat gns TOB «®3 YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH [0 3a He UA/13720/01/01
H® alfa-2b H 5 PO34MHy AN «CTALOA» «CTALA» peecTpauiiiHnx maTepiasis: peyenmo niosnsiea
anbha-2b iH'ekuii 1 000 000 3MiHu | TUNY - AOMiHICTPaTUBHI M 5
pekombiHa MO; no 5 3MiHU. 3MiHa HaliMeHyBaHHS
HTHWI hnakoHiB Ta/abo agpecu 3asBHMKA
N0AnHK, 3 niocpinizata 'y (BnacHvika peecTpadjiiHoro
aKTUBHICT 6nictepi; no 2 noceig4eHHs). 3miHa
10 6nicTepn y nauuj 3 HaliMeHyBaHHS 3asiBHMKa
(1-18)-10° KapToHY (BnacHvika peecTpadjiiHoro
MO noceifgYeHHs). 3MiHN BHECEHO B
oTpYMaHn KOPOTKY XapaKkTepucTuky
ns nikapcbKoro 3acoby B po3zisn
KNOHy E. "BnacHuk peecTpaujiiiHoro
coli wnsxo nocBigyeHHs". TepMiH BBEAEHHS
M 3MiH NPOTArom 6 MicsuiB nicns
ribpugmsa 3aTBEPMKEHHS. 3MiHKM | TNy -
i AZMIHICTpaTVBHI 3MiHK. 3MiHa
nnasmigu HaliMeHyBaHHA Ta/abo agpecu
3 reHom MiCL NPOBAKEHHS Ais/IbHOCTI
iHTepdepo BMPOGHMKa/iMnopTepa rotToBoro
HY nikapcbKoro 3acoby, BK/IHOHaoum
anb@a-2b AiNbHULI BUNYCKy cepii abo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
N0ACHKOro MicLLe MpOBeAEHHS KOHTPOSIIO
nenkoumnty AKOCTI. (AIANbHICTb, 3a AKY

BiANoBigae BUpoGHuK/iMnopTep,
BK/1O4AK0UY BUMYCK CEPIlA).
3MiHa HalimeHyBaHHS
BMPOGHMKa rOTOBOrO
nikapcbKoro 3acoby. BUpobHuk
nikapcbkoro 3acoby 3MiHVNB
CBOI0 Has3By 3 TOB «®3
«BIO®PAPMA» Ha TOB «®3
«CTALA». BupobHunya ginbHuus
Ta BCi BUpO6HUYi onepauii
3a1MLWATLCA HE3MIHHUMMU.
3MiHV BHECEHO B iIHCTPYKLiO ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3zin
"BUPOBHNK", B KOPOTKY
XapaKkTepucTuKy nikapcbKoro
3aco6y B po3ain "BupobHuk
nikapcbkoro 3acoby" Ta, Sk
HacnifiokK, B TEKCT MapKyBaHHs
yrnakoBKU fikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3aranbHeHuX
[aHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo
cuctemy dhapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YMOBHOBAXXEHOT 0CO6U,
BignoBiga/bHOI 3a 3MjACHEHHSI
thapmMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cucTemun chapmakoHarnsgy).
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3as1BHYMKA, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa Homepa
MacTep-thaiina cuctemm
hapmakoHarnsagy. 3miau | Tuny -
3MiHV Woao
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).
3MiHN BHECEHO B TEKCT
MapKyBaHHs BTOPWHHOI (n.1, 3,
5, 7,12, 17) Ta nepBUHHOI (N. 4)
yrnakoBOK flikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHM | TUny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. BunyyeHHs
(cwna gji). BunyueHHns
[o3yBaHHs 6 000 000 MO Ta 18
000 000 MO Ta akTyanisauis
peecTpaviiHNX JOKYMEHTIB,
Takux Ik METOAW KOHTPO/0
AKOCTI, LLLO € CNiNbHUMW 4115 BCIX
[03yBaHb NikapcbKoro 3acoby
NAGEPOBIOH®, niodinizat ans
PO3UUMHY A5 iH'EKLA. TepMiH
BBEZEHHS 3MiH NpoTSrom 6
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
3MiHV BHECEHO B IHCTPYKLiO AN
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby, 3okpema
pefaKLiiiHi BUNpaBieHHs B
po3ginu: "MokasaHHs", "Cknag",
"MpoTunokasaHHs", "B3aemogis
3 IHLWMMK NiKapCbKuMun
3acobamu Ta iHLWi BUAn
B3aemogii", "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHA
y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnoci6
3aCTOCYBaHHA Ta 403K,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

"Mepeno3syBaHHsa", "Mo6IYHI
peakuii”, "Ynakoska"; gofaHo
po3gin "HecymicHicTb";
YTOYHEHO HaNMMCaHHA Ha3Bu
NiKapCbKOro 3acoby aHrMificbKo
MOBOIO (3aTBEpPLKEHO:
Laferobionum®,
3anponoHoBaHo: Laferobion®);
BHECEHO B po3gin "lMobiyHi
peakuii” iHdopmadito woao
BaXK/IMBOCTI 3BITYBaHHS Npo
no6iyHi peakuii. BignosigHi
3MiHW BHECEHO B KOPOTKY
XapakTepucTUKy NikapcbKoro
3acoby B po3ginu 1, 2, 4.1, 4.2,
4.4,45,4.6,4.7,4.9,4.10, 6.2,
6.5; yTOYHEHO HanucaHHs Ha3Bu
nikapcbKoro 3acoby aHrMiicbKo
MOBOIO (3aTBEpKEHO:
Laferobionum®,
3anponoHoBaHo: Laferobion®);
BHECEHO B po3ain 4.9
iHhopmaLito LWoA0 BaXX/IMBOCTI
3BITYBaHHA NPo MO6IYHI peakwi.
K HacnigoK, BHECEHO 3MiHN B
TeKCT MapKyBaHHS BTOPUHHOT
ynakoBku (n. 1, 2) nikapcbkoro
3acoby. BunpaBneHHs B
HanucaHHi Ha3BY JikapCbKOro
3ac06y NaTVHCbKMMU niTepamu,
0151 NpaBW/bHOT igeHTUdikauii
npoaykTy, a came
Laferobionum® Bunpasutn Ha
Laferobion®. TepMiH BBEAEHHS
3MiH NpPOTAroM 6 MicAUiB micns
3aTBEPAKEHHS.

119.

NA®EPOBIO
H®

interferon
alfa-2b

iHTepepo
H
anbha-2b
pekombiHa
HTHWI
NoanHK, 3
aKTUBHICT
10
(1-18)-10°
MO

LO3ABO
5

niogpinizat gns
PO3UmnHy ans
iH'ekujn 3 000 000
MO; no 5
hnakoHiB
niocpinizata 'y
6nictepi; no 2
6nicTepn y nauuj 3
KapTOHY

TOB «®3
«CTALA»

YkpaiHa

TOB «®3
«CTALA»

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvika peecTpadjiiHoro
nocsifyeHHs). 3miHa
HaliMeHyBaHHS 3asiBHVKa
(BnacHvika peecTpadjiiHoro
noceifyeHHs). 3MiHM BHECEHO B

3a
peyenmo
M

He
niosnsiea
€

UA/13720/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
oTpyYMaHn KOPOTKY XapaKTepucTuky
ns niKapcbKoro 3acoby B po3zin
KMOHY E. "BnacHuvk peecTpaujiiiHoro
coli wnsxo noceigyeHHs". TepMiH BBEAEHHS
M 3MiH NpPOTAroM 6 MicAUiB micns
riopugmsa 3aTBEpPMKEHHS. 3MiHuM | TRy -
i AOMiHICTpaTUBHI 3MiHW. 3MiHa
nnasmigm HaliMeHyBaHHA Ta/abo agpecu
3 TeHOM MiCLil MPOBaKEHHS AiS/IbHOCTI
iHTepepo BMPOGHMKa/iMnopTepa rotToBoro
HYy NiKapcbKoro 3acoby, BKUaum
anbga-2b OinbHWU BUNYycKy cepii abo
NOACHKOro MicLie NPOBEeAEHHS KOHTPO/O
nenkounty AKOCTI. (AIANbHICTb, 3a AKY

BiANoBigae BUpoGHuK/iMnopTep,
BK/1OUAK0UY BUMYCK CEPIlA).
3MiHa HalimeHyBaHHS
BMPOGHWMKa rOTOBOrO
nikapcbKoro 3acoby. BupobHuk
nikapcbkoro 3acoby 3MiHVNB
CBOI0 Has3By 3 TOB «®3
«BIO®PAPMA» Ha TOB «®3
«CTALA». BupobHunya ginbHuus
Ta BCi BUpO6HUYi onepadii
3a1MLWATLCA HE3MIHHUMMU.
3MiHV BHECEHO B iIHCTPYKLiO ons
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby B po3zin
"BUPOBHNK", B KOPOTKY
XapaKkTepucTuUKy nikapcbKoro
3aco6y B po3ain "BupobHuk
nikapcbkoro 3acoby" Ta, Sk
HacnifiokK, B TEKCT MapKyBaHHs
yrnakoBKU fikapcbKoro 3acooby.
TepMmiH BBEEHHS 3MiH
npoTsArom 6 micsyis nicns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
ab60 3MiHN [0 y3aranbHeHuX
[aHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBAXEHOT 0cobH,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3asBHUKa ANA 3AiAICHEHHS
hapmakoHarnsgy B Ykpaii,
SIKLWO BOHA BiAMiIHHA Bif
YNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy (Bkaovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHiI MacTep-thaiina
cucTeMu dhapmakoHarnsagy).
3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3asBHYKA, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa Homepa
MacTep-thaiina cuctemm
hapmakoHarnsagy. 3miau | Tuny -
3MiHY Woao
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
3MiHM BHECEHO B TEKCT
MapKyBaHHs BTOPMHHOI (n.1, 3,
5, 7,12, 17) Ta nepBUHHOI (N. 4)
yrnakoBOK flikapcbKoro 3acoby.
TepMmiH BBEEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
dhapmakoHarnsgy. BunyyeHHs
(cwna gji). BunyueHns
[o3yBaHHs 6 000 000 MO Ta 18
000 000 MO Ta akTyanisauis
peecTpaviiHNX JOKYMEHTIB,
Takux Ik METOAW KOHTPO/0
AKOCTI, LLLO € CNiNbHUMW 4115 BCIX
[03yBaHb NikapcbKoro 3acoby
NAGEPOBIOH®, niodinizat ans
PO34UMHY A5 iH'eKLA. TepMiH
BBEZEHHS 3MiH NpoTSrom 6
MiCSLLIB NiCNSA 3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
3MiHV BHECEHO B iHCTPYKLIO ANs
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
MeANYHOro 3acToCyBaHHS

nikapcbKoro 3acoby, 3okpema
pefakLiiiHi BUnpaBneHHs B
po3ginu: "MokasaHHsa", "Cknag”,
"MpoTunokasaxHs", "B3aemogis
3 iHWKMK NiKapcbkMu
3acob6amu Ta iHWi Buan
B3aemogiin", "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHsA
y nepiof BariTHocTi abo
rogyeaHHs rpyaar”, "Cnocio
3aCToCyBaHHA Ta 403n",
"Mepeno3syBaHHsa", "Mo6IYHI
peakuii”, "Ynakoska"; gogaHo
po3gin "HecymicHicTb";
YTOYHEHO HaNMMCaHHA Ha3Bu
NiKapCbKOro 3acoby aHrMificbKo
MOBOIO (3aTBEpPLKEHO:
Laferobionum®,
3anponoHoBaHo: Laferobion®);
BHECEHO B po3gin "lMobiuHi
peakuii” iHdopmadito woao
BaXX/IMBOCTI 3BITYBaHHS Npo
no6iyHi peakuii. BignosigHi
3MiHW BHECEHO B KOPOTKY
XapaKTepucTUKy NikapCbKoro
3acoby B po3ginu 1, 2, 4.1, 4.2,
4.4,45,4.6,4.7,4.9,4.10, 6.2,
6.5; yTOYHEeHO HanucaHHs Ha3Bu
nikapcbKoro 3acoby aHrMiicbKo
MOBOIO (3aTBEpKEHO:
Laferobionum®,
3anponoHoBaHo: Laferobion®);
BHECEHO B po3ain 4.9
iHhopmaLito LoA0 BaXX/IMBOCTI
3BITYBaHHA NPo MO6IYHI peakwi.
K HacnigoK, BHECEHO 3MiHN B
TeKCT MapKyBaHHS BTOPUHHOT
ynakoBku (n. 1, 2) nikapcbkoro
3acoby. BunpaBneHHs B
HanucaHHi Ha3BY JikapCbKOro
3ac06y NaTVHCbKMMU NiTepamu,
0151 NpaBW/bHOT igeHTUdikauii
npoaykTy, a came
Laferobionum® Bunpasutn Ha
Laferobion®. TepMiH BBEAEHHS
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
3MiH NPOTArom 6 MicALiB nicns
3aTBEPAKEHHS.
120. | TA®EPOBIO interferon iHTepcdepo | LO3ABO | niogpinisat ans TOB «®3 Ykpaina TOB «®3 Ykpaina BHECEHHS 3MiH [0 3a UA/13720/01/01
H® alfa-2b H 5 po3unHy ans «CTAOA» «CTALOA» peecTpaLiiiHix MaTepianis: peyenmo
anba-2b iH'ekujn 1 000 000 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
pekoMb6iHa MO; no 5 [oTOBMIA NikapcbKuii 3aci6.
HTHWIA hnaKkoHiB KOHTpO/Ib [ONOMDKHUX PEYOBUH.
N0AnHK, 3 niocpinizata 'y 3MiHa y meTogax BUNpoobyBaHHs
aKTUBHICT 6nicTepi; no 2 [O0NOMDKHOT PEYOBMHUN (HE3HAYHI
10 6nicTepu y nauuj 3 3MiHW y 3aTBEPKEHNX MeTofax
(1-18)-10° KapTOHY BMNPOGYBaHb). BuyyeHHs
MO AeTaniszauii onucy MeToamku
OTpVMaHu KOHTPO/I0 cybCTaHuil "Hatpito
ns xnopua" 3a NokasHUKOM
KNoHy E. "MikpobionoriyHa uncroTa".
coli wnsaxo
M
riopugnsa
i
nnasmiam
3 reHoM
iHTepepo
HY
anbha-2b
NOACBHKOro
nerikoumnTy
121. | NTA®EPOBIO interferon iHTepchepo | LO3ABO | niogpinisart ans TOB «®3 YkpaiHa TOB «®3 Ykpaina BHECEHHS 3MiH [0 3a UA/13720/01/02
H® alfa-2b H 5 pO3unHy ans «CTAOA» «CTAOA» peecTpauiiiHix maTepianis: peyenmo
anbga-2b iH'ekuin 3 000 000 3MmiHu | TUNY - 3MiHK 3 SKOCTI. M
pekombiHa MO:; no 5 [oTOBMIA NikapcbKuii 3aci6.
HTHWIA dnakoHis KOHTpO/Ib [ONOMDKHUX PEYOBYH.
NoanHN, 3 niogpinizata 'y 3MiHa y meTodax BUNpPo6yBaHHSA
aKTUBHICT 6nicTepi; no 2 [0NOMDKHOT PeYOBMHUN (HE3HAYHI
10 6nictepu y nauuj 3 3MiHM y 3aTBEPKEHNX MeTofax
(1-18)-10° KapTOHY BMNpo6yBaHb). BunyueHHs
MO JeTaniszauii onucy MeToanku
OTpVIMaHu KOHTPO/I0 cybCTaHuii "Hatpito
ns xnopua" 3a nokasHUKom
KNOHy E. "MikpobionoriyHa uncroTa”.
coli wnsaxo
M
ribpuamsa
i
nnasmiam
3 reHoM
iHTepdepo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
HYy
anba-2b
NOACBKOro
nenkoumnty
122. | NEBOUUH-H levofloxaci | nesogpnok | JOLMAL | po3umH ans TOB YkpaiHa | Hepo3sdacoBaHwnii Ipeuis/ BHECEHHS 3MiH 40 3a He UA/12842/01/01
n cauuH 2 iHdpysiii, 500 «PAPMA NPOAYKT, Ykpaina peecTpauiiiHux maTepiasis: peyenmo nionsea
Mr/100 mn no 100 CEN» nepBuUHHa 3MiHu | TUny - 3MiHK Woa0 M €
M1 abo no 150 mn yrnakoBKa, 6e3nekn/eeKkTMBHOCTI Ta
y thnakoHi; no 1 BTOPVHHA hapmakoHarnagy. 3miHu y
nakoHy B navi 3 ynakoBKa, KOPOTKili xapakTepucTui
KapToHy; no 100 KOHTPO/b: NiKapcbKoro 3acoby, TeKCTi
Mn abo 150 mny BIOCEP C.A. MapKyBaHHS Ta IHCTPYKUiT Ans
hNakoHi; MAPEHTEPAN MeAWYHOro 3acTocyBaHHs
no 10 chiakoHiB y CONMOWHC reHepuyHnX/riopugHux/6ionoaio
KOpoo6Li IHOACTPI, HUX NiKapCcbKux 3acobiB nicns
Ipeuis; BHECEHHS TiEl caMoi 3MiHM Ha
Bunyck cepii: TOB pedoepeHTHUIA npenapart (3MiHa
"®APMACEJ", He NoTpebye HafaHHS XOAHUX
YKkpaiHa HOBUX [OAATKOBUX AaHWX).
3MiHV BHECEHO A0 IHCTPYKLUIT
ANA MeANYHOro 3acTOCyBaHHs
nNiKapcbKoro 3acoby y po3ainv
"®apMakosioriyHi BracTneocTi”,
"Oco6nuBi 3axoamn 6e3nekn”,
"B3aemogjs 3 iHWMMK
nNiKapcbknMy 3acobamu Ta iHLWi
BMAM B3aemogiit”, "Oco6/mMBOCTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n",
"Mo6iuHi peakuyji" 3rigHo 3
iHchopmauieto LWoA0 MefuyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (Tavanic 5
mg/ml solution for infusion).
BBeAeHHs 3MiH MPOTAroM 6-Tu
MicsILiB MicNs 3aTBepKEHHS
123. | NNIEFKONAKC macrogol nonietune | AO6AD1 | nopowlok gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 6e3 UA/15646/01/01
HI/TiKOMTb 5 opasibHoro "KniBmean "KviBmegnpenapa peecTpauiiiHux maTepiasis: peyenma
(makporon po3umHy no 4,0r; penapar” T 3MiHu | TUNY - 3MiHK Woa0
) no 4 r B nakeri- 6e3nekn/etheKTMBHOCTI Ta
cauwe; no 4 a6o 10 thapmakoHarnsgy. BHeceHHs
abo 20 nakeTiB- abo 3miHa(1) 4o 3060B'A3aHb Ta
calle y nauuj; no YMOB B/Aaui peecTpaLjiiiHoro
150 r y 6aHuji; mo 1 NoCBiJYEHHS, BKOYatoun MNnaH
6aHLj 3 MipHOt0 ynpas/iHHA pUusmKkaMmm
JIOXKKOI0 B nayL (3acTOCyBaHHA TEKCTY, SIKWIA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

NOroXEHNI 3 KOMMNETEHTHNUM
opraHom) 3asiBHMKOM HaJaHo
OHOB/IEHWIA [NaH ynpaBniHHA
pusmkamm Bepcisa 2.0 3MiHn
BHECEHO [0 YacTuH: |
«3aranbHa iHhopmadis» Il
«Cneuundpikauis 3 6esnexm» Il
«[MnaH 3 dhapmakoHarnagy» V
«3axoay 3 MiHimi3auii pusukie»
VI «Pe3tome nnaHy ynpasniHHA
pusnkamu» VIl «logatku» y
3B'AA3Ky 3i 3MiHOIO hopmaTy
BignosigHo Ao Bumor Evaluation
Guidance on the format of the
risk management plan (RMP) in
the EU — in integrated format. 31
October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).

124.

NErKONAKC

macrogol

nonietune
HrAiKOMb
(makporon

)

AO06AD1
5

NopoLLOK ANs
opasibHOro
po3umHy no 10,0 r;
no 10 r B nakeTi-
cawe; no 4 a6o 10
abo 20 nakeTiB-
calle y nayui; no
300 r y 6aHuj; no 1
6aHLi 3 MipHOIO
JIOXKOI B Mauui

MAT
"Kuismegn
penapar"

YkpaiHa

MAT
"KuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta

thapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiHoro
noceifyeHHs, Bktoyaroun Mnax
ynpaB/iHHA pUsmKaMmm
(3acTocyBaHHA TEKCTY, AKWIA
NOrOKEHNI 3 KOMMNETEHTHUM
opraHom) 3asiBHUKOM HaJaHo
OHOB/IEHWIA MNNaH ynpasniHHSA
pu3snkamu Bepcia 2.0 3MiHn
BHECEHO 10 YacTuH: |
«3arasibHa iHdopmadiis» Il
«Cneuundpikauis 3 6esnekm» Il
«MnaH 3 hapmakoHarnsgy» V
«3axoaM 3 MiHiMi3aLii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHA
pusnkamu» VIl «ogatku» y
3B’A3KY 3i 3MiHOO hopmaTy
BignosigHo Ao sumor Evaluation
Guidance on the format of the
risk management plan (RMP) in
the EU — in integrated format. 31

6e3
peuyenma

UA/15646/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
125. | NMIBA3O pitavastati | nmitaBactat | CL0AAO | TabneTtku, BKpUTI PekopgaTi | IpnaHgis BUPOBHMK dpaHuis BHECEHHS 3MiH 40 3a UA/11963/01/01
n WH 8 NNiBKOBOKO Ainenpg, Hepo3dhacoBaHoro / peecTpauiiiHux maTepiasis: peyenmo
KaubLyjto 060/10HKOI0, MO 1 Nt npoaykry: M'ep ITanisa 3MiHu | TUNY - 3MiHK LWoAo M
Mr; Mo 7 TabneTok dabpe MegikamaH 6e3nekn/eeKkTMBHOCTI Ta
y 6nicTtepi; no 1 MpoAtOKCOH, hapmakoHarnagy. BeegeHHs
6nictepy B PpaHLis; ab60 3MiHU [0 y3arasbHeHuX
KapTOHHIN BMPOGHUK, SKNIA LaHux nNpo cuctemy
Kopo6uj; no 14 3[jicHI0E thapmakoHarnagy (BBefeHHs
Tabnetoky nepBuHHe Ta y3arasibHeHVX AaHunx npo
6nictepi; no 2 BTOPVHHE cuctemy thapmakoHarnsgy,
6nictepu B nakyBaHHS, 3MiHa YNOBHOBaXXEHOT 0Co6M,
KapTOHHilA BiAnosigae 3a BiNOBIAAbHOT 33 3[iICHEHHS
Kopobui; no 15 KOHTPO/b SKOCTI hapMakoHarnagy; KOHTaKTHOI
TabneTok y Ta BUMYCK cepii: ocobu 3 chapmakoHarnsgy
6nicTepi; no 2 Pekopgaari 3asBHUKA ANA 3AiAICHEHHS
6nictepn B IHgacTpia Ximika e thapmakoHarniagy B YkpaiHi,
KapTOHHiI Kopobui dPapmaceBTika SKLLO BOHA BiAMiHHa Big
C.n.A, ltania yNOBHOBaXeHOT 0cobM,
BigNOBiAa/IbHOI 32 3[iACHEHHSI
hapmMakoHarnagy (Bkiroyaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
PO3MilEeHHI MacTep-thaiina
cuctemu chapmMakoHarnagy)
3MiHa ynoBHOBaXeHOT 0cobm
3as1BHVIKA, BignoBigasibHOI 3a
hapmakoHarniag,.
[itoua pepakuis: Paola
Pirovano. MponoHoBaHa
pepakuis: Cecilia Maffei. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnsg.
126. | NIBA30O pitavastati | nitaBactar | C10AAO | TabneTtku, BKpUTI PekopgaTi | lpnaHgis BMPOGHMK ®paHuis BHECEHHS 3MiH A0 3a UA/11963/01/02
n WH 8 NNiBKOBOKO Ainenpg, Hepo3dhacoBaHoro / peecTpauiiiHux maTepiasiis: peuenmo
KaubLyjto 060/10HKO10, N0 2 nrp, npoaykty: M'ep ITanisa 3MiHu | TUNY - 3MiHK LWoAao M
Mr; no 7 TabneTok ®abpe MegikamaH 6e3nekn/edheKTMBHOCTI Ta
y 6nicTepi; no 1 [MpoAtOKCOH, hapmakoHarnagy. BeefeHHs
6nictepy B PpaHuis; ab60 3MiHN [0 y3aranbHeHNX
KapTOHHii BUPOGHWK, SKWiA [AaHyX Npo cuctemy
Kopo6uj; no 14 3[jicHI0E thapmakoHarnagy (BBefeHHs
Tabnetok y nepBMHHe Ta y3arasibHeHVX AaHnx Npo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
6nicTepi; no 2 BTOPWHHE cuctemy thapmakoHarnsgy,
6nictepu B nakyBaHHs, 3MiHa yNOBHOBaXeHOoi 0cobw,
KapTOHHii Bignosigae 3a BignoBiga/bHOI 3a 3MjACHEHHSI
Kopo6ui; no 15 KOHTPO/b AKOCTI hapMakoHarnagy; KOHTakTHoI
Tabnetok y Ta BMNyCK cepil: 0cobu 3 hapmakoHarnsgy
6nicTepi; no 2 Pekopgaari 3as1BHMKA 4119 34iiCHEHHS
6nictepu B IHoacTpia Ximika e hapmakoHarnagy B YkpaiHi,
KapTOHHii dapmacesTika AKLLO BOHA BigMiHHA Bif,
Kopo6uj; no 20 C.n.A, Itania YMOBHOBaXeHOT 0cobwm,
Tabnetoky BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nictepi; no 5 hapMakoHarnagy (Bkrovaroum
6nicTepiB y KOHTaKTHi AaHi) Ta/abo 3MiHn y
KapTOHHIi KopobLyi po3MilLieHHI MacTep-thaiina
cucTemu hapMakoHarniagy)
3MiHa yNnoBHOBaXkeHOT 0cobm
3asBHVKa, BignoBigasbHOI 3a
thapmakoHarning,
[itoua pepakuis: Paola
Pirovano. NMponoHoBaHa
pepakuis: Cecilia Maffei. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6U
3asBHWKa, BiANOBIAA/IbHOI 3a
dhapmakoHarnsg.
127. | NIBA3O pitavastati | nitaBactar | C10AAO | TabneTtku, BKpUTI PekopgaTi | IpnaHgis BUPOGHUK PpaHLin BHECEHHS 3MiH [0 3a UA/11963/01/03
n WH 8 NNiBKOBOKO Ainenpg, Hepo3dhacoBaHOro / peecTpauiiiHnx maTepiasis: peyenmo
KaUibLiito 060/10HKO10, NO 4 nrtp npoaykry: M'ep ITanis 3MiHu | TUNYy - 3MiHK Woa0 M

Mr; no 7 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA
Kopobui; no 14
Tabnetoky
6nictepi; no 2
6nictepn B
KapTOHHii
Kopob6uj; no 15
Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHiIi1 kKopooL,i

Pabpe MegikamaH
MpOoAOKCOH,
PpaHuis;
BUPOGHWK, KU
3[iliCcHI0E
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
Bignosigae 3a
KOHTPO/1b SKOCTI
Ta BMNyCK cepil:
Pekopparti
IHpacTpia Ximika e
dapmaceBTika
C.n.A., Itanisa

6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHuX
[AaHnX Npo cuctemy
thapmakoHarnagy (BBe4eHHS
y3arasibHeHNX faHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YMOBHOBaXKEHOT 0CO6H,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif
yMOBHOBaXeHOT 0cobwm,
BiNOBIAALHOT 33 3[iICHEHHS
hapmMakoHarnagy (Bkrovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLieHHI MacTep-chaiina
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
cucTemu chapMakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobm
3as1BHYMKA, BignoBigasibHOI 3a
thapmakoHarnag,.
[itoua pepakuis: Paola
Pirovano. MponoHoBaHa
pepakuis: Cecilia Maffei. 3miHa
KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3asBHVKa, BignoBigasbHOI 3a
dhapmakoHarang,.
128. | NIAOKAIHY lidocaine nipokaiHy - KpucTaniyHmi ToBapucT | YkpaiHa FY®IK IHais BHECEHHS 3MiH [0 - UA/14598/01/01
raPoOXnorun rigpoxnop NOPOLLIOK BO 3 BIOCAVEHCI3 peecTpaLjiiHnx maTepianis: y
ay nay (cybeTaHuin) y 06MEeXeHo nTAa. 3B'AI3KY 3 NPOBEAEHHAM
MOHOTIAPA MOHorigpa noAgiliHMX 10 npoueaypu "BUnpasBneHHs
T T nonieTuneHoBmx Bignosiga TeXHIYHOT NOMUJIKM Y BKNaaui
naketax gns NbHICTIO [0 peecTpauiiiHoro
hapmaueBTUYHOT "®apmaue nocBiAYeHHA" YTOUYHEHHSA
0 3aCTOCyBaHHS BTUYHA HanucaHHA Ha3BU cyoGcTaHLii
KOMNaHis B Haka3 MOS3 YkpaiHu Ne 721
"3p0pos'a" Big 13.04.2021 B npoueci

BHECEHHS 3MiH (3MiHu | Tuny -
AIMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCL NPOBAKEHHS Ais/IbHOCTI
BMPO6HMKa (BK/THOUaKOUK, 3a
HeobXiAHOCTI, Micue
NpOBeLeHHs1 KOHTPOJIIO AKOCTI),
abo BnacHvka MacTtep-ctaina
Ha A®l, abo nocTayanbHMKa
Adl/suxigHoro
MaTepiasny/peareHTy/MpomixKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMLTBI AP (AKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [OCbE, a60
BMPOGHMKA HOBOI JOMNOMDKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y
[0CbE). YTOUHEHHS Ha3BW
BMpO6GHMKa Ta agpecu
BMpo6HMUTBa API BigNoBIgHO A0
njitoyoi JlieHsii Ha
BMPOGHULITBO.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Micue3HaxomkeHHs1 BUPOGHUYOT
AiNbHULI Ta BCi BUPOGHUYI
onepauji 3anvwatTbCs
HEe3MiHHUMUW. 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MOHorpadpii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLLOT HaujioHasbHOT dhapMakonei
aepxasun €C (3miHa y
cneumdikauisix, NnoB'A3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWI HauioHanbHIN thapmakonel
nepxasu €C) - NpuBeeHHSA
Ha3BW NlikapCbKOro 3acoby
“MigokaiHy rigpoxnopva’” oo
BMMOT MOHoOrpadii
€Bponeiicbkoi hapmakonel -
“MigokaiHy rigpoxnopuay
MOHorigpat”. BunyyeHHs 3i
cneuudikaLii Ta MeToAiB
KOHTPOJIH0 NOKa3HMKa “Baxki
MeTasin”. BHECEHHS 3MiHU A0
MeTOo/iB KOHTPOIO skocTi Ad| 3a
nokasHukom “CynposigHi
[OOMILLKK” BigNOBIAHO A0 BUMOT
MoHorpadii €BponencbKoi
thapmakonei* “Lidocaine
hydrochloride monohydrate”;
KpuTepii NPUAHATHOCTI 3aUIMLLEHI
6e3 3MiH. CynyTHS 3MiHa - 3MiHN
3 AKocTi. ADI. KoHTponb AdI.
3MiHa y meTodax BUNpo6yBaHHA
A®| abo BMXxigHOro
mMaTepiany/npomiKHOro
NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUPOGHMLTBA AD| (HE3HAYHI
3MiHW y 3aTBEPIKEHNX MeTofax
BMMPOGYBaHHS). 3MiHK | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb
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n/n

JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep

peecmpayitiHo
20

nocsioYeHHs

129.

NISAK®

A®|. 3miHa y meTodax
BMnpo6yBaHHA Adl abo
BMXiAHOTO
mMaTepiany/npomiKHOro
NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUpo6HMLTBA AP (IHLWi 3MiHK Y
mMeTodax BUNPO6yBaHHSA
(Bkntovatoum 3amiHy abo
[0noBHeEHHS)) Ad| abo
BWXiAHOr0/MPOMiXHOro
NPOAYKTY) - NpUBEAEHHS
METOAMKN KOHTPOJIHO AKOCTI
cy6cTaHuii Jligokainy
rigpoxnopug 3a nokasHMKoOM
“3a/ULLKOBI Ki/TbKOCTi
OpraHiYHUX PO34YMHHUKIB" [0
BMMOI OHOB1eHoro DMF
3aTBEPKEHOr0 BUPOGHMKA,
thipmmn Gufic Biosciences Ltd.,
India. Bigbynocs
YZOCKOHa/IeHHS 3aTBEPAXKEHOr0
mMeToAy BUNpobyBaHHSA 3 METOHO
NOINLWEHHS KOHTPO/0
3a/IMLLIKOBUX KilbKOCTEW
OpraHiyHMX PO3YMHHKKIB;
KpuTepil NPUAHATHOCTI 3a/IMLLEHI
6e3 3MiH). Pefakuisn B Hakasi -
NipokaiHy rigpoxnopug.
3anponoHoBaHa pefakLis -
NIJOKAIHY raAPOXNOPUNAY
MOHOTIAPAT.

nisoummy
rigpoxnop
na;

[ekBaniHi
10 Xs10png,

RO2AA2

TabneTkn Ans
CMOKTaHHS 3i
CMaKoM MasivHu
no 10 TabneTtok y
6nictepi, no 1, 2
abo 4 6nictepu B
nauui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHsa AdI
abo BuUXigHoro
mMaTepiany/npomikHOro
nNpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK Y
MeTofax BUNPo6yBaHHSA
(BKKOUAOYM 3aMiHy ab0
[O0MNOBHEHHS) A®| abo
BUXiHOro/MpoMiXXHOro

6e3
peuyenma

UA/16033/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

NpoAayKTY) 3MiHa y MmeTogax
BMNPOBYBaHHA 415 AjroYOoi
peyoBuHM Dequalinium chloride
BUpo6HMKa Olon S.p. A. ITania
3a NOKa3HMKOM «3asINLLKOBI
KiNIbKOCTi OpraHiuHux
PO3UYMHHWKIB». 3MiHK Il TUny -
3MiHn 3 aKkocTi. A®I. (iHLi 3MiHW)
OHoB/IeHHs Bepcii DMF ans
gitouoi pevoBuHy Dequalinium
chloride Bupo6Huka Olon S.p. A.
ITanis. [itoya pegakuis -
DMF March 2009 edition,
version 02 with March and July
2014, June 2015, November
2016, April 2018, January and
February 2019, April, July and
October 2020, November 2021
and March 2022. NponoHoBaHa
pegakuis - DMF July 2023
update to ASMF Dequalinium
Chloride March 2009 Edition 02
(with March 2014, June 2015,
November 2016, January 2019,
October 2020 and November
2021)

130.

NISAK®

nisoummy
rigpoxnop
na;

[ekBaniHi
10 Xs10png,

RO2AA2

TabneTtkn Ans
CMOKTaHHS 3i
CMaKoM aHicy i
M'aTn no 10
Tabnetoky
6nictepi; no 2
6nicTepu B navL;
no 6 TabneToky
6nictepi; no 2
6nicTepy B navL;
no 10 TabneTtok y
6nictepi; no 1 abo
4 6nicTepu B nauui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHsa AdI
abo BuUxigHoro
mMaTepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(BKKOUAOUM 3aMiHy ab0
[OMNOBHEHHS) A®| abo
BUXiHOro/MpoMiXHOro
npoAayKTy) 3MiHa y meTogax
BMNPO6YBaHHA ANS AjHoYOoi
peyosuHM Dequalinium chloride
BMpo6HMKa Olon S.p. A. ITanis
3a NOKa3HMKOM «3asInLLKOBI
KiSIbKOCTi OpraHiyHunx

6e3
peuyenma

UA/10649/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

PO3UYMHHWKIB». 3MiHK Il TUnYy -
3MiHn 3 aKkocTi. A®I. (iHLi 3MiHW)
OHoB/ieHHs Bepcii DMF ans
gitoyoi pevoBuHy Dequalinium
chloride Bupo6Huka Olon S.p. A.
ITanis. [itoya pegakuis -
DMF March 2009 edition,
version 02 with March and July
2014, June 2015, November
2016, April 2018, January and
February 2019, April, July and
October 2020, November 2021
and March 2022. NponoHoBaHa
pegakuis - DMF July 2023
update to ASMF Dequalinium
Chloride March 2009 Edition 02
(with March 2014, June 2015,
November 2016, January 2019,
October 2020 and November
2021)

UA/10650/01/01

131.

NISAK®

nisoummy
rigpoxnop
na;

[ekBaniHi
10 Xs10png,

RO2AA2

TabneTkn Ans
CMOKTaHHS 3i
CMakoM LLoKonagy
no 6 TabneToky
6nictepi; no 2
6nicTepy B nayu,i 3
KapToHy; no 10
Tabnetoky
6nictepi; no 1, 2
abo 4 6nictepu B
HECTH]

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHsa AdI
abo BuUXigHoro
mMaTepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK Y
MeTofax BUNPo6yBaHHSA
(BKKOUAOYM 3aMiHy ab0
[OMNOBHEHHS) A®| abo
BUXiHOro/MpoMiXHOro
npoAayKTy) 3MiHa y meTogax
BMNPO6YBaHHA ANS AjHoYOoi
peyosuHn Dequalinium chloride
BMpo6HmMKa Olon S.p. A. ITanis
3a NOKa3HMKOM «3asInLLKOBI
KiNIbKOCTi OpraHiyHnx
PO3UMHHWMKIB». 3MiHK I TUny -
3MiHu 3 aKocTi. A®I. (iHLWi 3miHK)
OHoB/eHHs Bepcii DMF ans
gitoyoi pevoBumHy Dequalinium
chloride Bupo6Huka Olon S.p. A.
ITanis. fitoya pefakuis -

6e3
peuyenma
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
DMF March 2009 edition,
version 02 with March and July
2014, June 2015, November
2016, April 2018, January and
February 2019, April, July and
October 2020, November 2021
and March 2022. NponoHoBaHa
pegakuis - DMF July 2023
update to ASMF Dequalinium
Chloride March 2009 Edition 02
(with March 2014, June 2015,
November 2016, January 2019,
October 2020 and November
2021)
132. | NNIBAK® - nisoummy R0O2AA2 | TabneTku ans AT Ykpaina AT "dapmak" Ykpaina BHECEHHS 3MiH [0 6e3 UA/10651/01/01
rigpoxnop | O CMOKTaHHS 3i "®apmak” peecTpavuiiiHux matepianis: peyenma
na; CMakom 3MiHM | TMNY - 3MiHK 3 AKOCTI.
LeKBasTiHi anesibcuHy no 6 A®I. KoHTposib A®L. 3miHa y
10 Xnopug, Tabnetok y mMeTofax BunpobysaHHsa AdI

6nictepi; no 2
6nicTepy B navw;j 3
KapToHy; no 10
Tabnetok y
6nicTepi; no 1, 2
abo 4 6nictepu B
nauuj

abo BuUXigHoro
mMaTepiany/npomikHOro
nNpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLUI 3MiHK Y
MeTofax BUNPo6yBaHHSA
(BKKOUAOYM 3aMiHy ab0
[OMNOBHEHHS) A®| abo
BUXiHOro/MpoMiXHOro
npoAayKTy) 3MiHa y meTogax
BMNPO6YBaHHA ANS AjHoYOoi
peyosuHM Dequalinium chloride
BMpo6HMKa Olon S.p. A. ITanis
3a NOKa3HMKOM «3asInLLKOBI
KiNIbKOCTi OpraHiyHnx
PO3UMHHWMKIB». 3MiHK I TUNy -
3MiHu 3 aKocTi. A®I. (iHLWi 3miHK)
OHoB/eHHs Bepcii DMF ans
Aitoyoi pevoBumHn Dequalinium
chloride Bupo6Huka Olon S.p. A.
ITanis. fitoya pepakuis -
DMF March 2009 edition,
version 02 with March and July
2014, June 2015, November
2016, April 2018, January and
February 2019, April, July and
October 2020, November 2021
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
and March 2022. NponoHoBaHa
pegakuis - DMF July 2023
update to ASMF Dequalinium
Chloride March 2009 Edition 02
(with March 2014, June 2015,
November 2016, January 2019,
October 2020 and November
2021)
133. | NNIHBAT pregabalin | npera6ani | NO3AX1 | kancynwu TBepai, TOB Ykpaina BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH [0 3a UA/15586/01/02
H 6 no 50 wr, no 10 "CaHpo3 NOBHUM LMK/IOM: Ha/ peecTpauiiiHux matepianis: peyenmo
Kancysny énictepi, YkpaiHa" CanoTtac dapma CnoBeHi 3MiHM | TMNY - 3MiHK WoA0 M
no 3 6nictepu B M6X, HimeuunHa; al 6e3nekn/eheKTUBHOCTI Ta
Kopoo6Li nepBrHHa Ta PymyHis/ thapmakoHarnsagy. BHeceHHs
BTOPVHHA Typeuun | abo 3miHa(M) A0 3060B'A3aHbL Ta
ynakoBka: Ha YMOB B/Aadi peecTpaviiiHoro
HosaprTic noceifgyeHHs, Bkntoyaroun Mnax
dapmacbroTikas ynpaB/iHHA pUsmKaMmm
MaHyhakTypuHT (3acTocyBaHHA TEKCTY, AKWIA

NNC, CnoseHis;
BMNycK cepii: Slek
PapmaLeBTUYHa
KomnaHis A4.4.,
CnoBeHis;
nepBrHHa Ta
BTOPUHHA
ynakoska: Jlek
PapmaLeBTUYHa
KomnaHis A4.4.,
CnoBeHis;
KOHTPO/b Ccepil:
C.K. CaHpo3
C.P.N., PymyHisi;
BMPOGHMLTBO
Hepo3chacoBaHoi
npoayKuii:
['eHBeOoH lnak
CaHali Be TikapeT
A.C., TypeuunHa

NOrOKEHNI 3 KOMMNETEHTHUM
opraHom) 3asiBHUKOM HaJaHo
OHOBJ/IEHWIA [NaH ynpaBniHHA
pusnkamu sepcia 4.0 3MiHn
BHECEHO 10 YacTuH: |
«3arasibHa iHdhopmadis», |l
«Cneuudikauis 3 6esneku», |l
«[naH 3 hapmakoHarsgy»,
IV»TnaHu wopao
nicnspeecTpavyjinHnx
[ocnigpkeHb eqpekTMBHOCTI», V
«3axo4u 3 MiHiMi3aLiT pu3nKiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkamu» VIl «dogatku» - y
3B'5I3KY 3 OHOBJ/IEHHAIM
cneuudikawii 3 6e3neku fioyoi
peyoBUHY Nperabasiivy,
BiAMOBIAHO A0 aKTyaslbHOT
pedepeHTHOT iHhopmaLi, a
TaKoX Y 3B'A3KY i3 3MIHOO
hopmarty BiAnoBiAHO [0 BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Medicines), Ta 3MiHOIO BNacHuKa
peecTpaviitHOro NoCBigYEHHS.
Pestome MNnaHy ynpas/iHHA
pu3nkamm Bepcis 4.0 nofaeTbes
134. | NIHBAT pregabalin | npera6ani | NO3AX1 | kancynu TBepai, TOB YkpaiHa BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 40 3a UA/15586/01/03
H 6 no 75 mr, no 10 "CaHpo3 NOBHWM LK/IOM: Ha/ peecTpauiiiHux maTepiasis: peyenmo
Kancyny énicrepi, YkpaiHa" Cantotac ®apma CnoseHi 3MiHu | TUNY - 3MiHK LWoAo M
no 3 6nictepu B 'M6X, HimeuunHa,; s/ 6e3nekn/eeKkTMBHOCTI Ta
KOpoo6Li nepBrHHa Ta PymyHisa/ thapmakoHarnagy. BHeceHHs
BTOPVHHA Typeuun | ab6o 3miHa(M) [0 3060B'A3aHbL Ta
ynakoBKa: Ha YMOB BMgaYi peecTpaLiiiHoro
HosaprTic nocBig4yeHHs, Bkovatoun Mnax
dapmachbloTikan ynpasniHHA pu3vKamm
MaHydhakTypuHr (3acTocyBaHHs TEKCTY, SKMWiA

NNC, CnoseHis;
BUMNYCK cepil: Jlek
dPapmaneBTnyHa
KomnaHia A.4.,
CnoseHis;
nepBrHHa Ta
BTOPVHHA
ynakoBka: Jlek
PapmaLeBTUYHa
KomnaHia a.4.,
CnoseHis;
KOHTPO/Ib Cepil:
C.K. CaHpo3
C.P.N1., PymyHis;
BMPOOHMLTBO
Hepo3hacoBaHoi
NPOAYKLT:
eHBeOH lnak
CaHali Be TikapeT
A.C., TypeyunHa

NOrOMKEHNI 3 KOMMETEHTHNUM
opraHom) 3asBHVKOM HafilaHo
OHOBEHWI MNNaH ynpaBniHHA
pusmkamm Bepcis 4.0 3MiHn
BHECEHO 10 YacTuH: |
«3arasibHa iHdhopmauis», I
«Cneuudpikauist 3 6esnekn», 11
«[MnaH 3 dhapmakoHarnagy»,
IV»lnanu wopao
nicnsapeecTpauiiHnx
pocnigpkeHb edheKTUBHOCTI», V
«3axo4M 3 MiHiMi3au,ii pusunkie»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn» VIl «logatku» -y
3B'AI3KY 3 OHOBJIEHHAM
cneuudikauii 3 6e3neku gio4oi
peyoBuHU nperabaniny,
BIAMOBIAHO 40 aKTyaslbHOT
pediepeHTHOI iHdhopMadii, a
TakoX Y 3B'A3KY i3 3MiHOIO
dhopmarty BignoBigHO 40 BMMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines), Ta 3MiHOI0 BNnacHuKa
peecTpavuiiiHOro NoCBiAYEHHS.
Pestome MnaHy ynpasniHHA
pu3vkamu Bepcis 4.0 gofaeTbcs
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
135. | NNIHBAT pregabalin | npera6ani | NO3AX1 | kancynu TBepai, TOB YkpaiHa BUPOGHMLTBO 3a Himeuun BHECEHHS 3MiH A0 3a UA/15586/01/05
H 6 no 150 mr, no 10 "CaHpo3 NOBHUM LMK/IOM: Ha/ peecTpavuiiiHix maTepiasis: peyenmo
Kancyny énictepi, YkpaiHa" Cantotac ®apma CnoBeHi 3MiHn | TUny - 3MiHK Woao M
no 3 6nictepu B 'm6X, HimeuyunHa,; a/ 6e3nekn/edeKkTMBHOCTI Ta
KOpO6Li nepBrHHa Ta PymyHis/ thapmakoHarnsgy. BHeceHHs
BTOPUHHA Typeuun | abo 3miHa(n) Ao 3060B'A3aHb Ta
ynakoBka: Ha YMOB B/Aadi peecTpauiiiHoro
HosaprTic noceig4YeHHs, Bknoyaroun Mnax
dapmacbloTikan ynpasniHHA pUsnkamu
MaHyhakTypuHr (3acTocyBaHHA TEKCTY, SKWIA
NNC, CnoseHis; NOrofpkKeHnii 3 KOMNETEHTHUM
BWMNYCK cepii: Jlek opraHom) 3asiBHUKOM HafaHo
dapmaLeBTMYHA OHOB/EHWIA MNNaH ynpasBniHHS
KomnaHis 4.4., pu3snkamu Bepcis 4.0 3MiHn
CnoseHis; BHECEHO [0 YacTuH: |
nepBrHHa Ta «3arasibHa iHthopmadis», |l
BTOPVHHA «Cneuudikauis 3 6esnekn», Il
ynakoBka: Jlek «MnaH 3 hapmakoHarnsgy»,
dapmaLeBTUYHA IV»Mnaxv woao
KomnaHis 4.4., nicnsapeecTpauiiHnx
CnoBeHis; AocnigpxkeHb edheKTUBHOCTI», V
KOHTPO/b cepil: «3axoam 3 MiHiMi3aLi pusukie»,
C.K. CaHpo3 VI «Pe3iome nnaHy ynpasniHHA
C.P.J1., PymyHisi; pusnkamu» VIl «logatkn» -y
BUPOGHMLITBO 3B'AA3KY 3 OHOB/IEHHAM
Hepo3dacoBaHoi cneuudikauii 3 6e3neku gio4oi
NpOAYKUIi: peyoBMHY nperabaniHy,
['eHBeOH lnak BIAMNOBIAHO A0 aKTyaslbHOT
CaHaii Be TikapeT pedhepeHTHOI iHdhopmaLi, a
A.C., TypeuunHa TakoX Y 3B'A3KY i3 3MiHOO
chopmarty BiZNOBIAHO A0 BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines), Ta 3MiHOIO BnacHuka
peecTpaviiiHoOro NocBig4eHHs.
Pestome MNnaHy ynpas/iHHA
pu3nkamm Bepcis 4.0 fogaeTbes
136. | NMIHBAI pregabalin | npera6ani | NO3AX1 | kancynu TBepgi, TOB YkpaiHa BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH [0 3a UA/15586/01/08
H 6 no 300 mr; no 7 "CaHpo3 NOBHMM LK/TOM: Ha/ peecTpauiiiHnx maTepiasis: peyenmo
Kancyny énicrepi, YkpaiHa" CanoTac Papma CnoBeHi 3MiHu | TUNYy - 3MiHK Woa0 M
no 2 6nictepu B M6X, HimeyyunHa, al 6e3nekn/edheKTMBHOCTI Ta
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
KOpoo6LL nepBrHHa Ta PymyHis/ thapmakoHarnagy. BHeceHHs
BTOPVHHA Typeuun | abo 3miHa(M) 40 3060B'A3aHbL Ta
ynakoBka: Ha YMOB BMAaui peecTpauiiHoro
HoBaprTic nocBig4eHHs, Bkovatoun Mnax
dapmacbloTikan ynpasniHHA py3nKamu
MaHydhaKTypuHr (3acTocyBaHHs TEKCTY, AKMIA
NNC, CnoseHis; NOrofpKeHNlA 3 KOMNETEHTHUM
BUNycK cepii: Slek opraHom) 3asiBHUKOM HaJaHo
dapmMaueBTUHHa OHOB/IEHWIA MNNaH ynpasniHHA
KoMnaHisa 4.4., pusmkamu Bepcisa 4.0 3MiHn
CnoseHis; BHECEHO [0 YacTuH: |
nepBuHHa Ta «3aranbHa iHhopmauis», |l
BTOPVHHA «Cneuudikauis 3 6esneku», |l
ynakoBka: Jlek «[MnaH 3 dhapmakoHarnagy»,
dapmaLeBTUyYHa IV»lnann wopao
KoMnaHisa 4.4., nicnsapeecTpauiiHnx
CnoBeHis; AocnigpKeHb edheKTUBHOCTI», V
KOHTPO/b cepii: «3axoay 3 MiHiMi3aLii pu3ukiB»,
C.K. CaHpo3 VI «Pe3tome nnaHy ynpasniHHS
C.P.J1., PymyHis; pusmkamm» VIl «JogaTtkus» - y
BMPOGHMNLITBO 3B’AA3KY 3 OHOB/IEHHAM
Hepo3chacoBaHoi cneuudikauii 3 6e3neku ajo4oi
npoayKuii: peyoBUHY Nperabaniny,
[eHBeoH lnak BiANOBIAHO [0 akTyasnbHOT
CaHali Be TikapeT pediepeHTHoI iHdhopMadii, a
A.C., TypeyuunHa TakoX Y 3B'A3KY i3 3MiHOIO
chopmaTy BigMoOBIAHO 40 BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines), Ta 3MiHOI BnacHuKa
peecTpaviiiHoOro NocBig4eHHs.
Pestome MnaHy ynpasniHHA
pv3vkamm Bepcis 4.0 gogaeTbcs
137. | NITPYNO ritlecitinib putneunt LO4AFO Kancysnu Teepgi no Mdpaiizep CWA BMNPOOYBaHHSA CLA/ BHECEHHS 3MiH [0 3a UA/20751/01/01
NHIBY 8 50 mr; no 10 Eiiu.Ci.Mi. cTabifbHOCTI: Himeuun peecTpaLiiiHix MaTepianis: peyenmo
To3unar Kancysn TBepanx y Kopnopeii Mdpaiizep IHK., Ha 3MiHu | TUNY - AGMiHICTPaTUBHI M
6nicTepi; no 3 LUH CLUA; 3MiHW. 3MiHa HaliMeHyBaHHs
6nictepn y BMPOGHMLTBO, Ta/abo agpecu micus
KapTOHHiIi1 kKopooL,i TEeCTyBaHHs npu NPOBaYKEHHS AiSi/TbHOCTI
BUMYCKY, BMPOGHMKa (BKOYatouu, 3a
BUNPOBYBaHHSA HeobXxigHOCTI, Micue
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

cTabinbHoCTI,
nepBUHHE i
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
BUMYCK Cepii:
Mdpaiizep
MeHtoekuypuHr
[Loliuneng r'M6X,
HimeuuunHa

NPOBeAEeHHS KOHTPOJIO SKOCTI),
ab0o BnacHuka macTtep-caina
Ha A®l, abo nocTavasibHMKa
Adl/BMXxigHOrO
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMUTBI ADI (SKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BiZnNoBIAHOCTI
€Bponeiicbkiin hapmakonei y
3aTBEPAKEHOMY [OCbE, a60
BUPOBGHMKa HOBOI JOMOMiXHOT
PeYoBUHM (SIKLLO 3a3HAYEHO Y
pocbe) 3miHa Ha3BuW Ta agpecu
BUPOBHMYOT AinbHULT AD]
puTNeuuTuHiby 3 «Pfizer Ireland
Pharmaceuticals, Ringaskiddy
API Plant, P.O. Box 140,
Ringaskiddy, County Cork,
Ireland» Ha «Pfizer Ireland
Pharmaceuticals Unlimited
Company, Ringaskiddy API
Plant, Ringaskiddy, Co. Cork,
P43 X336, Ireland».
MicuesHaxomkeHHs Ta BCi
BMPOGHMYI NpoLecy He
3MiHunuck. Mpoekt MKA (Bepcist
eCTD 0001).

138.

nonrPiaAM

Perindopril

amlodipine
and
indapamid
e

nepuHgon
puny
epoyMiH,
iHoanamig
Ta
amsioguniH
y thopmi
amoamnid
y
6ecunary

C09BX0
1

Tabnetku, 8 mr/2,5
mr/5 mr, no 15
Tabnetok y
6nicTepi, no 2 abo
4 6nictepn y
KapTOHHiIi1 kKopooL,i

3eHTiBa,
K.C.

Yecbka
Pecnybn
ika

3eHTiBa, K.C.

Yecbka
Pecnybn
ika

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oToBMIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULITBI. 3MiHN Y
npoueci BUPOBHULITBA TOTOBOTO
nikapcbKoro 3acoby, BKIOYaKUn
NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NpY
BMPOGHMWLTBI FOTOBOTO
NiKapcbKoro 3acoby (He3HauyHa
3MiHa y npoueci BUpo6bHMLTBA) -
He3HayHa 3MiHa y npoueci
BMPOGHWLITBA FOTOBOrO
niKkapcbkoro 3acoby, ska
BHOCUTLCA 3 METOH ONTUMI3auil
BMPOBHMNYOro NPoLecy LIAXOM

3a
peyenmo
M

UA/19970/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

06'egHaHHSA eTanis
BMPOGHMLTBA. 3MiHK | TNy -
3miHu 3 sKkocTi. CepTudikat
BignosigHoCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChbkil
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiZnNoBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BUPOGHMUTBI ADI; Ans
[O0MOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiit hapmakoner) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHossnieHoro CEP gnsa
A®| nepungonpun GLENMARK
LIFE SCIENCES LIMITED, Ingis
(CEP 2004-279-Rev 06).
[itoua pepakuis:
R1-CEP 2004-279-Rev 05
BnacHuk CEP:
GLENMARK LIFE SCIENCES
LIMITED
4th Floor, OIA House, 470,
Cardinal Gracious Road,
Andheri East
400 099 Mumbai, Maharashtra
India
Brpo6HnuTBO ADL:
GLENMARK LIFE SCIENCES
LIMITED
Plot Ne 3109, G.1.D.C. Industrial
Estate
Bharuch District, 393002
Ankleshwar, Gujarat
Plot Ne Z-103-1 SEZ Phase Il,
Taluka Vagra,
District Bharuch, 392130 Dahej,
Guijarat




n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

159

Bupo6HUK

BUPOGH

KpaiHa

PeecmpayiliHa npoyedypa

uka

India.

MponoHoBaHa pegakuis:

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUNPOBYBAHHS) - HE3HAUHI 3MiHU

CEP 2004-279-Rev 06
BnacHuk CEP:

LIMITED
470, OIA House,
4th Floor,
Cardinal Gracious Road,
Chakala
Andheri East
India-400 099 Mumbai,
Maharashtra
SPOR ORG ID: 100023468
SPOR LOC ID: 100069944
Bupo6HuLTBO ADI:
ALIVUS LIFE SCIENCES
LIMITED
Plot Ne 3109, G.I.D.C. Industrial
Estate
Bharuch District
India-393002 Ankleshwar,
Guijarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100032604
Plot Ne Z-103-I
SEZ Phase I
Taluka Vagra
District Bharuch
India-392130
Dahej, Gujarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100052261
3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I. KonTponb A®l. 3miHa y
MeToAax BUNpo6yBaHHS AdI
abo BuxigHoro
mMarepiasny/nmpoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLLECI
BMPOGHMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPKEHUX MeToAax

[10 3aTBEPKEHOTO METOAY

BMNpo6yBaHHsA «lonimopdiam»

ALIVUS LIFE SCIENCES

408 A®I nepuHgonpuny.
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
139. | nonpPiAAM Perindopril | nepuHgon | CO9BXO | Tabnetku, 8 mr/2,5 3eHTiBa, Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH A0 3a UA/19970/01/03
, puny 1 mr/10, no 15 K.C. Pecnybn Pecnybn peecTpavuiiiHix maTepiasis: peyenmo
amlodipine | ep6yMmiH, Tabnetoky iKa ika 3MiHu | TURY - 3MiHK 3 SKOCTI. M
and iHoanamig 6nicTepi, no 2 abo [oTOBMIA NikapcbKuii 3aci6.
indapamid | Ta 4 6nictepu y 3MiHN Y BUPOOHMLTBI. 3MiHN Y
e amnoauni KapTOHHiI Kopobui npoLeci BUpo6HMLITBA FOTOBOTO
y thopmi nNiKapcbKoro 3acoby, BKIYaum
amnoauni NPOMDKHUIA NPOAYKT, L0
y 3aCTOCOBYETLCA NP
6ecunary BMPOBHULITBI rOTOBOTO

NiKapcbKoro 3acoby (HesHayHa
3MiHa y npoueci BUpobHMULTBa) -
He3HayHa 3MiHa y npoueci
BMPOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby, sika
BHOCUTLCA 3 METOI ONTUMI3auji
BMPOGHNYOrO MPOLECY LLAXOM
06'egHaHHSA eTanis
BUPOGHMUTBA. 3MiHM | TUNy -
3MmiHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei: ans
A®I; onsa BuxigHoOro
Marepiany/peareHTy/npoMiXXHOTo
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nogaHHsa oHosieHoro CEP gnsa
A®I nepuHgonpun GLENMARK
LIFE SCIENCES LIMITED, Ingis
(CEP 2004-279-Rev 06).
[itova pepakuis:
R1-CEP 2004-279-Rev 05
BnacHuk CEP:
GLENMARK LIFE SCIENCES




161

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

LIMITED
4th Floor, OIA House, 470,
Cardinal Gracious Road,
Andheri East
400 099 Mumbai, Maharashtra
India
Bupo6HuLTBO ADI:
GLENMARK LIFE SCIENCES
LIMITED
Plot Ne 3109, G.I.D.C. Industrial
Estate
Bharuch District, 393002
Ankleshwar, Gujarat
Plot Ne Z-103-I SEZ Phase |I,
Taluka Vagra,
District Bharuch, 392130 Dahej,
Guijarat
India.
MponoHoBaHa peakLisi:
CEP 2004-279-Rev 06
BnacHuk CEP:
ALIVUS LIFE SCIENCES
LIMITED
470, OIA House,
4th Floor,
Cardinal Gracious Road,
Chakala
Andheri East
India-400 099 Mumbai,
Maharashtra
SPOR ORG ID: 100023468
SPOR LOC ID: 100069944
Brpo6HnyTBO ADL:
ALIVUS LIFE SCIENCES
LIMITED
Plot Ne 3109, G.I.D.C. Industrial
Estate
Bharuch District
India-393002 Ankleshwar,
Guijarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100032604
Plot Ne Z-103-I
SEZ Phase Il
Taluka Vagra
District Bharuch
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

India-392130
Dahej, Gujarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100052261
3MiHn | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BUnpobysaHHa Ad|
abo BuXigHOro
Marepiasny/nMpoMixxHoro
NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPKEHUX MeToAax
BMNPOOBYBaHHS) - HE3HAYHI 3MiHK
[10 3aTBEPKEHOr0 MeToAy
BUNpo6yBaHHA «lMonimopdiam»
ansa A®l nepuHgonpuny.

140.

nonrPiaAM

Perindopril

amlodipine
and
indapamid
e

nepuHgon
puny
epoyMiH,
iHOanamig
Ta
amsioguniH
y thopmi
amoamniH
y
6ecunary

C09BX0
1

Tabnetku, 4
mr/1,25 mr/5 mr,
no 15 tabnetok y
6nicTepi, no 2 abo
4 6nictepn y
KapTOHHiIi1 KopooL,i

3eHTiBa,
K.C.

Yecbka
Pecnybn
ika

3eHTiBa, K.C.

Yecbka
Pecnybn
ika

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
3MiHN Y BUPOGHULITBI. 3MiHN Y
npoueci BUPOBHULITBA TOTOBOTO
nikapcbKoro 3acoby, BK/IOHaoum
NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NP
BUPOGHWLITBI FOTOBOrO
NiKapcbKoro 3acoby (HesHauyHa
3MiHa y npoueci BUpo6bHMLTBA) -
He3HayHa 3MiHa y npoueci
BMPOGHWLITBA FOTOBOrO
nNiKkapcbkoro 3acooy, ska
BHOCUTLCA 3 METOH ONTUMI3auil
BMPOGHNYOrO MPOLLECY LLAXOM
06'egHaHHSA eTanis
BMPOGHMLTBA. 3MiHK | TNy -
3MiHK 3 sKocTi. CepTudikar
BignosigHoCTI/IE-cepTucpikar
BiANOBIAHOCTI EBpONechbkil
hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHSA
cepTudikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei: aons
A®I; nns BUXigHOro

3a
peyenmo
M

UA/19970/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBReHwW cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHossnieHoro CEP gnsa
A®| nepungonpun GLENMARK
LIFE SCIENCES LIMITED, Ingis
(CEP 2004-279-Rev 06).
[itoua pepakuis:
R1-CEP 2004-279-Rev 05
BnacHuk CEP:
GLENMARK LIFE SCIENCES
LIMITED
4th Floor, OIA House, 470,
Cardinal Gracious Road,
Andheri East
400 099 Mumbai, Maharashtra
India
Bupo6HnuTBO ADL:
GLENMARK LIFE SCIENCES
LIMITED
Plot Ne 3109, G.1.D.C. Industrial
Estate
Bharuch District, 393002
Ankleshwar, Gujarat
Plot Ne Z-103-1 SEZ Phase |l,
Taluka Vagra,
District Bharuch, 392130 Dahej,
Guijarat
India.
MponoHoBaHa pegakuis:
CEP 2004-279-Rev 06
BnacHuk CEP:
ALIVUS LIFE SCIENCES
LIMITED
470, OIA House,
4th Floor,
Cardinal Gracious Road,
Chakala
Andheri East

India-400 099 Mumbai,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

141.

Maharashtra
SPOR ORG ID: 100023468
SPOR LOC ID: 100069944
Bupo6HuLTBO ADI:
ALIVUS LIFE SCIENCES
LIMITED
Plot Ne 3109, G.1.D.C. Industrial
Estate
Bharuch District
India-393002 Ankleshwar,
Guijarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100032604
Plot Ne Z-103-I
SEZ Phase Il
Taluka Vagra
District Bharuch
India-392130
Dahej, Gujarat
SPOR ORG ID: 100023468
SPOR LOC ID: 100052261
3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I. KonTponb A®l. 3miHa y
MeToAax BUNpo6yBaHHS AdI
abo BuxigHoro
marepiasny/nmpoMixxHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLLECI
BMPOGHMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPKEHUX METoAax
BUNPOBYBaAHHS) - HE3HAUHI 3MiHU
[0 3aTBEpPIKEHOr0 MeToay
BMNpobyBaHHA «lMonimopdiam»
408 A®I nepuHgonpuny.

MATHENIC

MarHito
uuTpar;
nipuaokeu
Hy
rigpoxnop
na

Al1EC

TabneTkn, BKPUTI
NNiBKOBOO
06010HKOI0; no 15
Tabnetok y
6nicTepi; no 4
6nictepay
KapTOHHiIi1 kKopooL,i

TOB
«[peacTa
BHNUTBO
BAYM
DAPM
TMBX»

Ykpaina

Brnpo6HMLTBO 3a
NOBHUM LMK/IOM:
TOB
"ACTPAPAPM",
YKpaiHa,
CepTudpikauis
cepii Ta Bugava
[03BO/Y Ha
peanizaujio
(Bunyck cepii):
TOB

"MNpeAcTaBHULTBO

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkni 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOJIH0 AIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHsi BAPOOHMKA, L0
BignoBigae 3a BBe3eHHs Ta/abo

BUNYCK cepil) - He Bktoyaoun

6e3
peyenma

niosnsiea
€

UA/20662/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo

3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BAYM ®APM KOHTPO/Ib/BUNPOBYBaHHSA cepi -
TMBX", BBefeHHA 104aTKOBOTO
YkpaiHa BMPOGHMKA BiAgNoBifaIbHOTO 3a
"CepTudhikauisa cepii Ta Bugaya
[03BO/y Ha peaUtisadito (BMNyck
cepii)", a came: TOB
"MpeacTtasHnUTBO BAYM ®APM
'MBX" (Ykpaina, 79047,
NbBiBCbKa 0611aCTb, JIbBIBCHKMIA
paiioH, micTo JlbBiB, BynuLA
Bep6osa, 6yauHok 15). Y
3B'A3KY 3 BBEJEHHAM
[00aTKOBOro BUPOBHWMKA -
[ofaBaHHs po3ainis "BMpo6OHUK"
Ta "Micue3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS Or0 Ais/IbHOCTI"
B IHCTPYKLi0 4519 Mean4HOro
3aCTOCYBaHHA Ta K HAacNiAoK -
BiANOBIAHI 3MiHW Yy TEKCTi
MapKyBaHHS yNaKkoBKu
nikapcbKoro 3acoby. BeeaeHHs
3MiH NpPOTAroM 6-Tn Micauis
nicns 3aTBepKEHHS.

142. | MEKIHICT trametinib | TpameTuHi | LOLEEO | Tabnetku, BKpUTI HosapTic LBeliua BUPOGHUK ITanis/ BHECEHHS 3MiH [0 3a He UA/16836/01/02
oy 1 NNiBKOBOKO dapma Al pis Hepo3chacoBaHoi Icnanis/ peecTpauiiiHnx maTepiasis: peyenmo niosnsiea
onmeTunc 0060/10HKOI N0 2 npoaykuii Ta Lselina 3MiHu | TUNYy - 3MiHK Woa0 M €
YNbHoKeU mr; no 30 KOHTPO/1b SAKOCTI: pis/ 6e3nekn/edeKkTMBHOCTI Ta
il Tabnetok y FnakcoCwmitKnsiH | CnoBeHi hapMakoHarnisgy. 3miHa y

chnakoHi; no 1 MaHydakTypuHr A KOPOTKili XapakTepucTu,i
hNaKoHy B C.n.A., Itanis; NikapcbKoro 3acoby, TEKCTI
KapTOHHiIi1 KopooL,i NnepBrHHE Ta MapKyBaHHS Ta iIHCTPYKUIT Ans
BTOPVHHE MeAMYHOro 3aCTOCYBaHHS Ha
nakyBaHHs, BUMYCK nigcTasi perynspHo
cepii: Mnakco OHOB/OBAHOTO 3BITY 3 6e3nekn
Bennkom C.A., nikapcbkoro 3acoby, abo
Icnanis; [ocnigpKeHb 3 6e3nekn
BUPOGHMLTBO, 3aCcTOCyBaHHS NlikapCbkoro
KOHTPO/Tb AKOCTI: 3acoby B nicnspeecTpauiiiHmi
HosapTic ®apma nepiog, abo sk pesynbtart
LTenH Al, OL}iHKM 3BiTY 3 AOCNIQKEHD,
LLiBeiiuapis; npoBefeHVX BignoBigHoO A0
4acTKoBWiA nnaHy negiaTpuyHnx
KOHTPO/Tb SIKOCTI: pocnigxeHb (PIP) (iHWwi 3miHN)
PapmaHanitMka 3MiHV BHECEHO A0 IHCTPYKLUT
CA, Lseliuapis; 418 MeANYHOIO 3aCTOCYBaHHSA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nikapcbKoro 3acoby Ao po3ainis

nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUMYCK
cepii: HoBapTic
PapmacboTuKan
MaHydhakTypiHr
NNC, CnoseHis

"®apMakooriyHi BnactneocTi”,
"[iTn". BBEAEHHS 3MiH NPOTArom
6-Tn micsauiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimpkeHs 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicnspeecTpauiiiHmii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIMKEHD,
npoBefeHNX BigNoBigHO A0
nnaHy negjaTpuyHUX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLU,i
ANA MeAUYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyii" Woao
nepudepryHoi Helponarii
(BK/THOYAKOUM CEHCOPHY Ta
MOTOpPHY HeliponarTito).
BeefieHHs 3MiH npoTsrom 6-n
MicALiB Nicnsa 3aTBepAKEHHS.
3Mminu | TUny - 3MiHK Wwoao
6e3nekn/ecdheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3acoby B nicnsipeecTpaviiiHmii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHWX BigNoBIAHO A0
nnaHy negiaTpuyHux
pocnipxeHs (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby Ao po3giny
"Mo6iyHi peakwyji" L1040 rocTporo
(hebpUNLHOrO HENTPOINBHOTO
nepmMartosy. BeegeHHs 3miH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.
3Mminu | TUny - 3MiHK Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpavuiiiimi
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipxeHs (PIP) (iHWwi 3miHW)
3MiHN BHECEHO A0 IHCTPYKLU,i
ANA MeAUYHOro 3acTOCYBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHI peakui" WoA0 LWKIPHUX
peakujii, NoB'A3aHnX 3
TaTyloBaHHAM. BBegeHHS 3MiH
npoTArom 6 micAuis nicns
3aTBepMKeHHS. 3MiHu |l Tuny -
3MiHV Woao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XxapakTepucTuLi




168

3assHUK KpaiHa

Bupo6HUK

KpaiHa
BUPOGH

PeecmpayiliHa npoyedypa

BionyckKy

Ymosu

Peknam
yBaHHs*
*

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo

HernameH
mosaHa
Has3sa*

OHa

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHU
Ka

uka

NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans

nocgio4YeHHs

LO1EEO

TabneTku, BKpUTI

HoBapTic LBerua

BMPOGHMK

ITania/

MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimpkeHsb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpaviiiHmii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIMKEHD,
npoBefeHNX BigNoBigHO A0
nnaHy negjaTpuyHnX
pocnigxeHb (PIP) (3miHa
noTpebye NoAanbLIOro
06r'pyHTYBaHHSA HOBUMM
[0[AaTKOBUMU AaHnMK) 3MiHu
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3giny
"MobiuHi peakuyji" woao
aTpioBEHTPUKYNAPHOI 6/10kaau.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNSA 3aTBEPPKEHHS.
3MiHu 1l TUNYy - 3MiHK Woao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUIiT Ans
MEAUYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SIKOCTi, AOK/TIHIYHMMM,
KNHIYHUMW faHUMK Ta JaHMu 3
hapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLi Ans
MeAMYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3gainis
"Oco6nMBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3aTocyBaHHsA Ta fo3un",
"Mo6iuHi peakwyii" Woao
CUHAPOMY N1i3UCY MYX/INHW.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MiCNs 3aTBEPAKEHHS
BHECEHHS 3MiH [10

3a

peyenmo

peecTpauiiiHux MaTepiais:

Hepo3chacoBaHoi

IcnaHis/

He
nionsiea

143. | MEKIHICT

trametinib

TpameTuHi

by

1

NNiBKOBOKO

Papma Al pia

UA/16836/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
anveTunc o6onoHKot no 0,5 npoaykuii Ta LlBeiiua 3MiHu | TUNY - 3MiHK WoA0 M €
YNboKCK mr; no 30 KOHTPO/Ib SIKOCTI: pis/ 6e3nekn/eeKkTMBHOCTI Ta
a Tabnetoky nakcoCmiTKnsiiH | CroBeHi thapmakoHarnsgy. 3miHa y
hnakoHi; no 1 MaHyhakTypuHr A KOPOTKili XapakTepucTuL,i
dnakoHy B C.n.A,, Itanis; NiKapcbKoro 3acoby, TEKCTi
KapTOHHiI Kopobui nepBUHHe Ta MapKyBaHHs Ta iHCTPYKUIiT Ans
BTOPVHHE MeAMYHOro 3aCTOCYBaHHS Ha

nakyBaHHs, BUMYCK
cepii: nakco
Bennkom C.A.,
IcnaHis;
BVMPOGHMLTBO,
KOHTPO/b SIKOCTI:
HosapTic ®apma
LLTeiiH AT,
LLiBeiiuapis;
4yacTKoBWi
KOHTPO/Tb SIKOCTI:
dapmaHanituka
CA, WBeliuapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii: HoaprTic
PapmacboTuKan
MaHydhakTypiHr
NNC, CnoseHis

nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapCcbKoro
3acoby B nicnsipeecTpaviiiHmii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHb,
npoBeAeHVX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnimkeHs (PIP) (iHwi 3MiHW)
3MiHV BHECEHO A0 IHCTPYKLUIT
A5 MeNYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"®apmMakonoriyHi BnactneocTi”,
"[iTn". BBEAEHHS 3MiH NPOTArom
6-Tn micsiuiB nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpavuiiiimi
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunX BignoBigHO A0
nnaHy negjiaTpuyHnX
pocnipkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO A0 IHCTPYKLUIl
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

AN MeAUYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby Ao po3giny
"MobiuHi peakuyji" woao
nepudyepryHoi Helponarii
(BKNHOYAKOUN CEHCOPHY Ta
MOTOpPHY HeliponarTito).
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSILB NiCNsA 3aTBEPLKEHHS.
3MiHn | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro
3acoby B nicrsipeecTpavuiiiHmi
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHNX BigNoBigHO A0
nnaHy negjaTpuyHUX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO A0 IHCTPYKLU,i
ANA MeAUYHOro 3acTOCyBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6ivHI peakuii" LWo[0 roctporo
hebpunbHOro HeMTpPogiNIbHOTo
Aepmatosy. BBegeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nocnimpkeHs 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro

3acoby B nicrsipeecTpavuiiiHmi
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCIAKEHD,
npoBefeHnX BigNoBigHO A0
nnaHy negjaTpuyHUX
pocnigxeb (PIP) (iHwi 3MiHW)
3MiHU BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby Ao po3giny
"Mo6iyHI peakuii" o0 LWKIPHUX
peakLiii, NoB'A3aHNX 3
TaTyloBaHHAM. BBeeHHs 3MiH
npoTsArom 6 micsuis nicns
3aTBepKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpavuiiiimi
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3miHa
noTpebye noganbLLOro
06r'pyHTYBaHHS HOBVMMU
[04aTKOBUMU AaHUMK) 3MiHN
BHECEHO [0 IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwyii" Woao
aTpioBEHTPUKY/IAPHOT 6/10kaau.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSILB NiCNs 3aTBEPLKEHHS.
3MiHu |l Tuny - 3miHK Wwoao

6e3nekn/edeKkTMBHOCTI Ta
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
hapMakoHarnagy. 3miHu y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, AOKTIHIYHUMM,
KNIHIYHUMW AaHMU Ta JaHumu 3
hapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco61mBOCTI 3aCTOCyBaHHA",
"Cnoci6 3aTocyBaHHsA Ta fo3un",
"MobiyHi peakuyji" woao
CUHAPOMY N1i3UCY MYX/IVHW.
BBefeHHs1 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEPIKEHHS
144. | MEPOBAK meropene | meporeHe | JO1DHO | mopoluok ans Mictpan AHrnis BMPOGHMLTBO ITanisa BHECEHHS 3MiH [0 3a He UA/18216/01/01
m My 2 NpUroTyBaHHs Kenitan roToBOro peecTpauiiiHix MmaTepiasiis: peyenmo niosnsiea
Tpurigpat pO34nHy AN MeHexm nikapcbKoro 3MiHK | TUNY - 3MiHK Woao M 5
iH'ekuili no 1000 eHT 3acoby Ta BMnyck 6e3nekn/etheKTMBHOCTI Ta
mr; 1 a6o 10 Nimiteq cepii: hapMakoHarnisgy. 3miHn y
hnakoHiB 3 AUC NOB®AP KOPOTKili XapakTepucTuL,i
MOPOLUKOM Y C.N.A., ITanis;

KapTOHHiIi1 kKopooL,i

BMPOGHMLTBO Ta
KOHTPO/b SIKOCTIi
cTepunbHOT
CYMIiLLi:
ALIC JOB®AP
C.M.A,, Itanis

NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeAMYHOr0o 3acTOCYBaHHS
reHepuyHnx/ribpuaHnx/6ionoaio
HUX NiKapCcbknx 3acobiB nicns
BHECEeHHS Tiel caMoi 3MiHW Ha
pedhepeHTHM1 npenapat (3MiHa
He noTpebye HafaHHA XOLHUX
HOBWX A0AATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKLU,i
AN MeAUYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ginu
"MokasaHHs", "Oco6MBOCTI
3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta fo3n",
"Mo6iyHi peakwji" 3rigHo 3
iHhopMmauiero Wwoa0 MeguyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbKoro 3acoby
(MEPOHEM), TakoX yTOYHEHO
hopMy/IHOBaHHSA pPO3ainy
"Ynakoska" 3rigHo 3 AaHnuMmn
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
peecTpaLiiHoro NocBigYEHHs
BBefeHHs1 3MiH NpoTArom 6-u
MiCALIB 3 AATN 3aTBEPAKEHHS.
145. | MEPOBAK meropene | meporieHe | JO1DHO | mopoluok ans Mictpan AHrnis BMPOGHMLITBO ITanisa BHECEHHS 3MiH [0 3a He UA/18216/01/02
m My 2 NpUroTyBaHHs Kenitan roToBOro peecTpauiiiHix MaTepiasiis: peyenmo nidsnsiea
Tpurigpar pO34nHy AN MeHemxm nikapcbKoro 3MiHK | TUNY - 3MiHK Woao M 5
iH'eKuili no 500 wr; eHT 3acoby Ta BMnyck 6e3nekn/etheKTMBHOCTI Ta
1a60 10 Nimiteq cepii: hapMakoHarnisgy. 3miHn y
(hN1aKoHIB 3 AUC NOB®AP KOPOTKili XapakTepucTuL,i
NOPOLLIKOM Y C.M.A,, ITanis; NikapcbKoro 3acoby, TEKCTI
KapTOHHIi1 KopooL,i MapKyBaHHS Ta iIHCTPYKUIT Ans
BMPOOHNLTBO Ta MeAMYHOr0o 3aCTOCYBaHHS
KOHTPO/b AKOCTI reHepuyHuX/ribpuaHux/6ionoaio
CTEepW/IbHOT HUX NiKapCcbknx 3acobiB nicns
CYMIiLLi: BHECEeHHS Tiel caMoi 3MiHW Ha
ALC NOB®AP pecbepeHTHWIA Nnpenapar (3MiHa
C.N.A., ITanisa He NnoTpebye HagaHHA XOLHNX
HOBWX A0AATKOBMX JaHUX).
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeUYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ginu
"MokazaHHaA", "Oco6/MBOCTI
3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta fo3n",
"Mo6iyHi peakwyji" 3rigHo 3
iHhopMmauiero WwoA0 MeguyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbKoro 3acoby
(MEPOHEM), TakoX yTOYHEHO
hopMy/IHOBaHHSA pPO3Ainy
"YnakoBka" 3rifHo 3 aHnumm
pPeeCTpaLifiHOro NOCBiAYEHHS
BBefeHHs 3MiH NpoTArom 6-tv
MiCALIIB 3 AATN 3aTBEPAKEHHS.
146. | MEPOHEM meropene | meponeHe | JO1DHO | nopowiok ans Mdpaiizep CLIA Brpo6HMK "in ITanis/ BHECEHHS 3MiH A0 3a He UA/0186/01/02
m My 2 pPO34nHYy NS Eiiy.Ci.Mi. bulk": AnoHis/ peecTpauiiiHux maTepiasis: peuenmo niosnsiea
Tpurigpar iH'eKUili abo Kopnopeii ENCiEc fo6dap Lseliua 3MiHn | TUNY - AgMiHICTpPaTUBHI M €
iHdpysin no 1000 LUH C.n.A, Itania pis 3MiHW. 3MiHa HaliMeHyBaHHs
mr; no 10 a6bo Ta/abo agpecu micuga
hNaKoHiB 3 Cywmitomo dapma NPOBaPKEHHA AIANbHOCTI
NOPOLLKOM Y Ko., NiTa., AnoHis; BMPOGHMKa (BK/IKOYaouu, 3a
KapTOHHI Kopobui B1pO6HMK, HeobxigHoCTI, Micue
BiAnNoBiganbHUI 3a NPOBeAEHHS KOHTPOJIO SKOCTI),
NepBUHHY abo BracHuka mactep-thaiina
yMNakoBKyY, Ha A®l, abo nocTayanbHMKa
BTOPUHHY Adl/BuxigHoro
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

ynakoBKy, BUNYyCK
cepii:
3am60H
CeiTuepnang /tg,
Lsenuapis

MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y
BMPOGHMLTBI AP (KO
3a3HayeHo y AOChbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin papmakonei y
3aTBEPKEHOMY [OCLE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PeYOoBMHM (SIKLLIO 3a3HAYEHO Y
[OOCbE) - 3MiHa Ha3Bu
BMPOGHWYOT AinbHUL
BiANOBiAA/IbHOT 38 BUPOOHULTBO
Ai040T PEYOBVHN MeponeHemy
TpurigpaTy i3 Sumitomo
Dainippon Pharma Co., Ltd,
Japan Ha Sumitomo Pharma
Co., Ltd, Japan. ®i3uyHe
MiCLLe3HaXOMKEHHS AiNbHUL He
3MiHunocs. loaatkoBo
BHOCMTbCSI pefakLiiHa npaska
LLLOJ0 Ha3BW BUPOGHUKA
MeponeHemy Tpurigpaty ACS
Dobfar S.p.A., ltaly 3agns
npuBeAeHHs y BiANOBIAHICTb A0
OHoBNeHoro ceptudikaty GMP,
a came fofaBaHHA Kpanok y
no3HayeHHs1 )opMU BNACHOCTI 3
«Cna/Spa» Ha «C.n.A./S.p.A.»
[aHa 3miHa € agMiHICTpaTUBHO
6e3 3MiHN dhakTUYHOro Micus
po3TaLlyBaHHsA BUPOGHNUMX
noTy)XHOCTel. 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil MPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKYaum
OinbHWU BUNYycKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANoBigae BUpo6HuK/iMnopTep,
He BK/I04atoum BUMYCK cepiid)
3MiHa Ha3BW BUPOBGHNYOT
OiNbHUL BiANOBiAabHOT 3a

BMpo6HMUTBO "in bulk" i3
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Sumitomo Dainippon Pharma

Co., Ltd, Japan Ha Sumitomo
Pharma Co., Ltd, Japan. 3
Ha3BY BUPOBHMYOT AiNbHALL

6yno BunyyeHo "Dainippon”y

3B'A3KY 3 aAMIHICTPaTUBHNMM
OHOB/IEHHAMU. Pi3nuHe
MiCLLe3HaXOMKEHHS AiNbHUL He
3miHunocs. logatkoBo
BHOCWTbCS pefakLiiHa npaska
L1040 Ha3Bu BMPO6HMKa "in bulk"
ACS Daobfar S.p.A,, ltaly 3aans
npuBeAeHHs y BiANOBIAHICTb A0
OHoBNeHoro ceptudikaty GMP,
a came fofaBaHHA Kpanok y
no3HayeHHs1 hopMU BNACHOCTI 3
«Cna/Spa» Ha «C.n.A./S.p.A.»
[aHa 3miHa €
aaMiHICTpaTMBHO, 6€3 3MiHN
hakTMyHOro micus
po3TaLlyBaHHA BUPOOHNYMX
NOTYXXHOCTE. 3MiHu | TNy -
ALMIHICTPaTMBHI 3MiHN.
BunyyeHHst BUPOGHUYOIT
OinbHUUI (BKNOYAKOUN AinbHUL
o1 A®l, NpOMKHOTO NPOAYKTY
ab60 rotoBOro Nikapcbkoro
3acoby, AinbHuLi Ans
NpoBefEeHHs NaKyBaHHs,
BMPOGHMKA, BiAMoBifaIbHOTO 3a
BUMYCK Cepiii, MicLe
NpOBeLEHHSA KOHTPOIO cepii)
ab0 nocravasibHMKa BUXiAHOTO
MaTtepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLLO
3a3HaYeHo y [OCbE)
BU/TyYEHHS HEAKTUBHOTO
anbTepHaTUBHOIO BMPOGHMKa
BiANOBIAA/ILHOrO 3a BTOPUHHE
nakyBaHHs Ta BMMNYycK cepil
roTOBOrO JliKapCbKOro 3acoby

AstraZeneca UK Limited, United

Kingdom. 3MiHM BHeceHO B
IHCTPYKLil0 ANna MeanyHoro
3aCTOCYyBaHHSA NiKapCcbKoro

3aco6y y 3B'3Ky 3 BUIYYEHHAM
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no 10 chnakoHiB 3
MOPOLLKOM Y
KapTOHHiIi1 kKopooL,i

Cywmitomo ®apma
Ko., N14., AnoHis;
B1pO6HMK,
BiiNOBIgabHWIA 3a
NepBUHHY
ynakoBky,
BTOPWHHY
YNaKoBKy, BUMYCK
cepii:
3am60H
Ceituepnang /1tg,
LLiBefiuapis

NpPOBaPKEHHSA AiSSIbHOCTI
BMPO6HMKa (BK/THOUaOUK, 3a
HeobXiAHOCTI, Micue
NpPOBeLleHHs1 KOHTPOJIIO AKOCTI),
ab0o BnacHvka macTtep-ctaina
Ha A®l, abo nocTavanbHUKa
Adl/suxigHoro
MaTepiasny/peareHTy/MpoMixKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMLTBI AP (AKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [OCbE, a60
BMPOGHMKA HOBOI JOMNOMDKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y
[OCbE) - 3MiHa Ha3Bu
BMPOGHWYOI AibHAL
BiANOBIAA/IbHOT 32 BUPOOHMLTBO
L0401 pevyoBMHN MeponeHemy
TpurigpaTy i3 Sumitomo
Dainippon Pharma Co., Ltd,
Japan Ha Sumitomo Pharma
Co., Ltd, Japan. ®i3nyHe
MiCLLe3HaXOMKEHHS AiNbHULi He
3miHunocs. loagatkoBo
BHOCWTbCS pefakLiiiHa npaska
LLIOA0 Ha3BM BUPOGHMKA
MeponeHemy Tpurigpaty ACS
Dobfar S.p.A., Italy 3aans
npvBeAEHHSA Y BigNOBIAHICTb 40
OHOBEHOro cepTudikaty GMP,

a came [10f1aBaHHs Kpanok y

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
O/1HOTO 3 BUPOGHKKIB
nikapcbKoro 3acoby Ta sk
HacnifoK BUNYYEHHS TEKCTY
MapKyBaHHS ynakoBKv A5
LbOro BUpobHuKa. BBegeHHs
3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepKeHHs
147. | MEPOHEM meropene | meponeHe | JO1DHO | mopowok ans Mdparizep CLWA Bnpo6HMK "in ITanis/ BHECEHHS 3MiH 40 3a He UA/0186/01/01
m My 2 pO34nHy AN Eiy.Ci.Mi. bulk": AnoHis/ peecTpauiiiHux maTepiais: peyenmo niosnsiea
Tpurigpar iH'eKUili abo Kopnopeii EINCiEc fo6dap Lseliua 3MiHu | TUNY - AgMIHICTPaTUBHI M €
iHdpy3ii no 500 wmr; LUH C.n.A., Itanis pist 3MiHW. 3MiHa HaliMeHyBaHHs
abo Ta/abo agpecu micus




177

[aHa 3miHa € agMiHICTpaTUBHO
6e3 3MiHN dhakTUYHOro Micus
po3TaLlyBaHHsA BUPOGHNUMX
noTy)XXHOCTel. 3MiHu | Tuny -

AOMiHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHA Ta/abo agpecu

MiCLil MPOBaKEHHS AiS/IbHOCTI

BMPOGHMKa/iMnopTepa rotToBoro

NiKapcbKoro 3acoby, BKUaum
OinbHWU BUNYycKy cepii abo

MicLie NPOBEeAEHHS KOHTPO/O

AKOCTI. (AIANbHICTb, 3a AKY
BiANoBigae BUpoGHuK/iMnopTep,
He BK/I04atoum BUMYCK cepiid)
3MiHa Ha3BW BUPOBGHNYOT
OiNbHUL BiANOBiAaIbHOT 3a
BMPO6HMUTBO "in bulk" i3
Sumitomo Dainippon Pharma
Co., Ltd, Japan Ha Sumitomo
Pharma Co., Ltd, Japan. 3
Ha3BW BUPOBHMYOT AifIbHUL
6yno Buny4yeHo "Dainippon”y
3B'A3KY 3 aAMiHICTpaTUBHUMU
OHOB/IEHHAMU. Pi3nyHe
MiCLLe3HaxXOMKEHHS AiNbHULi He
3miHunocs. loaatkoBo
BHOCUTbCS pefakLiiHa npaska

040 Ha3Bu BMpOo6HUMKa "in bulk"
ACS Dobfar S.p.A,, Italy 3agns
npuBELEHHS Y BiANOBIAHICTb A0
OHoOBrieHOTO cepTudikaty GMP,

a came JofaBaHHA Kpanok y

no3HayYeHHs hopMK BNacHoOCTi 3

«Cna/Spa» Ha «C.n.A./S.p.A.»
[aHa 3miHa €
aAMiHICTPaTMBHO, 6€3 3MiHN
hakTUYHOro micus
po3TaLlyBaHHA BUPOOHNYMX
NOTYXHOCTel. 3MiHu | Tuny -
ALMIHICTPaTMBHI 3MiHN.
BunyueHHs BUPOGHUYOT
AiNbHULI (BKAOYAOYM AiNbHULL
ans A®l, npomiXHOTO NPOAYKTY

ab0 roToBOro NiKapcbkoro

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
no3HayeHHs1 )opMU BNACHOCTI 3
«Cna/Spa» Ha «C.n.A./S.p.A.»
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Bupo6HUK

KpaiHa

PeecmpayiliHa npoyedypa

Ymosu

Peknam

Homep
peecmpayitiHo

n/n

JliKapcbK0O20

Hassa

3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

dopma sunycky

(nikapcbka
¢popma,

ynakoska)

Koo
ATX

3asiBHUK

KpaiHa
3asB8HU
Ka

BUPOGH

uka

3acoby, AinbHuL Ans

BionyckKy

yBaHHs*
*

20
nocgio4YeHHs

CLUA,

Brpo6HMK "in

ITania/

BMPOGHMKA, BiAMOBifaIbHOTO 3a

NpOBeLEHHSA KOHTPOIO cepii)
ab0 nocrtavyasibHMKa BMUXiAHOTO

BiANOBIAA/ILHOrO 3a BTOPUHHE

AstraZeneca UK Limited, United

3aco6y Y 3B'A3Ky 3 BUIYYEHHAM

NPOBELEHHS NaKyBaHHs,

BUMYCK Cepiii, MicLe

MaTtepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLO
3a3HaYeHo y [OCbE)
BU/TyYEHHS HEAKTUBHOTO
anbTepHaTMBHOIO BMPOGHMKa

nakyBaHHs Ta BMMNYycK cepil
roTOBOrO JliKapCbKOro 3acoby

Kingdom. 3MiH1 BHeceHO B
IHCTPYKLil0 ANna MeanyHoro
3aCTOCYyBaHHSA NiKapCcbKoro

O[1HOTO 3 BUPOGHVKIB
nikapcbKoro 3acoby Ta K
HacnifoK BUNYyYEHHS TEKCTY
MapKyBaHHS yNakoBKv A/15
LibOro BUpo6Huka. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAkKeHHs
BHECEHHS 3MiH [10

3a
peyenmo

UA/0186/01/01

148.

MEPOHEM

meropene
m

MeponeHe

My
Tpurigpat

JO1DHO | nopoluok ans
2 po3unHy Ansa
iH'eKUin abo

iHcpysii no 500 wmr;
no 10 cpnakoHis 3
MOPOLLKOM Y
KapTOHHI Kopobui

Mdpaiizep
EiAy.Ci.ni.
Kopnopeii

LUH

bulk":
EnCiEc [o6dap
C.n.A., Itanisa
abo
Cymitomo ®apma
Ko., 14, AnoHis;
B1po6HMK,
BignoBigasibHMiA 3a
NepBUHHY
yMaKoBKy,
BTOPUHHY
yMaKoBKY, BUMYCK
cepii:
3am60H
CeiTuepnang f1Tg,
LBeliuapis

AnoHis/
LLiseliya
pis

peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
OHOB/IEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
yNakoBOK /liKapCbKoro 3acooby.
TepMmiH BBEAEHHS 3MiH
npoTsArom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHKM | TNy -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn).
OHOB/IEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
yNakoBOK /liKapCbKoro 3acooby.
TepMiH BBEAEHHS 3MiH -
npoTsArom 6 Micauis nicns
3aTBEPKEHHS.

M
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
149. | MEPOHEM meropene | meporneHe | JO1DHO | mopowlok ans Mcpaiizep CWA Brpo6HuK "in ITania/ BHECEHHS 3MiH A0 3a UA/0186/01/02
m My 2 po3unHy AN Eiy.Ci.Mi. bulk": AnoHis / peecTpauiiiHux matepianis: peyenmo
Tpurigpat iH'ekwin abo Kopnopeii ECIiEc [o6dap LLBeiiua 3MiHn | TUny - 3MiHK Woao M
iHcpy3iin no 1000 LUH C.n.A., ITanis; pist 6e3nekn/edeKkTMBHOCTI Ta
mr; no 10 abo hapmakoHarnsagy (iHwi 3MiHn).
dhnakoHis 3 CymiTomo dapma OHOB/IEHHSI TEKCTY MapKyBaHHS
NOPOLLKOM Yy Ko., N14., AnoHis; NepBUHHOI Ta BTOPUHHOT
KapTOHHI KopobLyi B1po6HMK, YNakoBOK NiKapCbKoro 3acoby.
BignoBigasbHWi1 3a TepMiH BBeZeHHS 3MiH
NepBUHHY npoTsrom 6 Micauis nicns
yNakoBKY, 3aTBepMKEHHS. 3MiHu | Tuny -
BTOPWHHY 3MiHM Wwopo
ynakoBKy, BUNYCK 6e3nekn/edeKkTMBHOCTI Ta
cepii: hapmakoHarnsagy (iHwi 3MiHn).
3am60H OHOB/IEHHSI TEKCTY MapKyBaHHS
CeiTuepnang /ta, NepBUHHOI Ta BTOPUHHOT
LLIseliapis YNaKoBOK NiKapCbKOro 3acooby.
TepMiH BBEEHHS 3MiH -
npoTsrom 6 Micauis nicns
3aTBEPAKEHHS.
150. | MEPOHEM meropene | meporneHe | JO1DHO | nopowok ans Mdpaiizep CLWA Brpo6HMK "in ITania/ BHECEHHS 3MiH [0 3a He UA/0186/01/01
m My 2 po3unHy ans Eiiu.Ci.Mi. bulk": AnoHisa/ peecTpaLiiiHix MaTepianis: peyenmo nionsiea
Tpurigpat iH'eKUin abo Kopnopeii EnCiEc [o6dap LLiseliya 3MiHu | TMNY - 3MiHK WoA0 M €
iHcpysii no 500 wmr; LUH C.n.A., Itania pis 6e3nekn/edheKTUBHOCTI Ta
no 10 chnakoHis 3 abo thapmakoHarnsgy. 3miHa y

MOPOLLKOM Y
KapTOHHI Kopobui

Cymitomo ®apma
Ko., Ta., AnoHis
B1po6HMK,
BignoBigasibHWiA 3a
NepBUHHY
yNakoBky,
BTOPUHHY
yMaKoBKY, BUMYCK
cepii:
3am60H
CeiTuepnang Ntg,
LBeliuapis

KOPOTKIlh XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3nekn
3aCcTOCyBaHHSA NikapcbKoro
3acoby B micnsipeecTpauiiHnii
nepiod, abo Ak pe3ynbTart
OL|iHKW 3BITY 3 AOC/IKEHD,
npoBeAeHVX BigMnoBigHO A0
nnaHy negjiaTpuyHnX
pocnigxeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B IHCTPYKLiO AN
MeAMYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby A0 po3ainis
"Oco61BOCTI 3aCTOCYBaHHA" Ta




Hassa

MixHapo

Ha3ssa

Koo
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n/n

JliKapcbK0O20
3acoby

OHa

HernameH

mosaHa
Has3sa*

diroyoi
peyosuHU

ATX

dopma sunycky

(nikapcbka
¢popma,

ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep

peecmpayitiHo
20

nocsioYeHHs

151.

MEPOHEM

meropene

JO1DHO

"Mo6iyHi peakuii" BigNoBigHO 00
OHOB/IEHOT iHhopmalLii Lwoao
6e3nekn 3acTocyBaHHs Ajitoyoi
PeyYOoBMHM 3rigHO 3
pekomeHpauiero PRAC.
TepMiH BBEEHHS 3MiH -
npoTsrom 6 Micauis nicns
3aTBEPHKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiHn y
KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeANYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHMU 3
SKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMmy 3
thapmakoHarnagy - 3mMiHu
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis
"Oco6nM1BOCTI 3aCTOCYBaHHSA" Ta
"MobiuHi peakuyji" wWoao
pabaomionisy.
TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS.

m

mMeponeHe
My
Tpurigpar

2

NopoLUoK A1A
PO34MHY AnA
iH'eKUili abo
iHdbysiri no 1000
mr; no 10
hnakoHiB 3
MOPOLLKOM Yy
KapTOHHI Kopobui

Mdparizep

Eiiu.Ci.Mi.

Kopnopeii
LUH

CLIA

Bnpo6HMK "in
bulk":
EiCiEc [o6dap
C.n.A, Itania
a6bo
Cywmitomo ®apma
Ko., N74., AnoHis
B1pO6HWK,
BiiNOBIgabHWIA 3a
NepBUHHY
ynakoBky,
BTOPWHHY
YNaKoBKy, BUMYCK
cepii:
3am60H
Ceituepnang /1tg,

LLiBefiuapis

ITanis/
AnoHis/
Lseiiua

pist

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHa y

KOPOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeJIMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOCNIIKEHD,

3a
peyerimo
M

npoBefieHnX BifnoBifHO A0

He
nionsiea
€

UA/0186/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nnaHy negjaTpuyHUX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B iIHCTPYKLiO ans
MeAMYHOro 3acTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis
"Oco6nM1BOCTI 3aCTOCYBaHHSA" Ta
"Mo6iuHi peakuii" BignoBigHO 40
OHOBNEHOT iHGhopMaLii Wwoao
6e3nekn 3acTocyBaHHs Ajito4oi
PeyOoBMHW 3rigHO 3
pekomeHpauieto PRAC.
TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBepKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapMmakoHarnagy. 3miHu y
KOPOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMU JaHMU 3
AKOCTI, AOKTIHIYHUMM,
KNIHIYHUMW AaHMKU Ta JaHumu 3
hapmakoHarnsagy - 3miHu
BHECEHO B IHCTPYKLil0 A/1A
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwyii" Woao
pabgomioniay.
TepMiH BBEAEHHS 3MiH -
npoTArom 6 micAuis nicns
3aTBEPAKEHHS.

152.

METOHAT®

meldoniu
m

MeToHaT
(3-(2,2,2-
TpUMeTuAr
inpasuHii)
nponioHat
y
ourigpart)

CO1EB2
2

Kancysm no 250
Mmr; no 10 kancyny
6nicTepi; no 5
6nicTepiB y naui
3 KAPTOHY

TOB "®K
"CANKOTA
PIC"

YkpaiHa

BiiNOBIgabHWIA 3a
BUPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b/BUNPOGY
BaHHs cepii, He
BK/IHOHAI0UM
BUNYCK cepil:
MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI
OiNbHUUI (BKIOYAKOUN AiNbHUL
onsa A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, ginbHuLi oas
NpoBefeHHsA NakyBaHHS,
BMPOGHUWKA, BifMOBIfa/IbHOTO 3a

3a
peyenmo
M

He
niosnsiea
€

UA/11399/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
YkpaiHa,; BUWMYCK Cepiii, MicLe
BiANOBIAaIbHMI 3a NpoBeAEHHSA KOHTPO/IIO cepii)
BUMNYCK Cepil, He abo noctavasnibHUKa BUXiAHOTO
BKJ/IHOYa0UN MaTtepiany, peareHTy abo
KOHTPO/b/BUNPO6Y [OMNOMDKHOT PEYOBUHY (SIKLLIO
BaHHSA cepii: 3a3HaveHo y Aocbe) BunyyeHHs
TOB «®K BMpo6Huka M3 MAT
«CANMIOTAPIC» "MoHthapm", YkpaiHa
YkpaiHa BiANOBiAa/IbHOIO 3a
BMPOOHMLTBO, NEpBUHHE Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/b/BUNPO6YBaHHSA cepii;
He BK/IKoYaroumn BUMYCK cepii.
Brpo6HVKHM WO 3anuwaTbes
MpaT "TexHonor", YkpaiHa ta
TOB "®K "CANKOTAPIC",
YKpaiHa BUKOHYIOTb Ti X cami
OYHKLT WO /i BUAYYEeHNIA. 3MiHK
BHECEHO B IHCTPYKLil0 A1A
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"BUPOBHUK",
"Micue3HaxomkeHHs1 BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHSA AISNIbHOCTI" Y
3B'A3KY 3 BUIyYEHHAM
BMPOGHWYOT AiNbHNL, SK
HacnifoK - BUNYyYEHHS TEKCTY
MapKyBaHHS ynakoBOK
nikapcbKoro 3acoby.
153. | METOHAT® meldoniu MeToHary CO1EB2 | posuuH ans TOB "®K YkpaiHa | BignosifanbHwii 3a | YkpaiHa BHECEHHS 3MiH [0 3a UA/11449/01/01
m (3-(2,2,2- 2 iH ekuii, 100 "CANKOTA BUPOGHMLTBO, peecTpauiiiHix MaTepiasiis: peyenmo
TPUMETUNT mr/mn; no 5 mn B PIC" nepBrHHe Ta 3MiHu | TUNY - AOMiHICTPaTUBHI M
inpasuHii) amnynax; no 5 BTOPUHHE 3MiHW. BunyyeHHs BUpOOHUYOI
nponioHat amnyn y 6nictepi nakyBaHHs1, OiNbHUUI (BKIOYAKOUN AiNbHUL
y OHOCTOPOHHBLOMY KOHTpO/b Ta Ana A®l, NpOMIKHOrO NPOAYKTY
ourigpart) ; N0 2 6nictepn y BUNPOGYBaHHSA ab0 roToBOro NiKapcbkoro
nauui KapTOHHI cepii, He 3acoby, ginbHuLi oas
BK/IHOHAI0UM NpoBefeHHs NakyBaHHS,
BUMYCK Cepii: BMPOGHMKA, BiAMNOBIfa/IbHOTO 3a
MpAT "“/lekxim - BUNYCK Cepil, micue
Xapkis", YkpaiHa; NpoBefileHHA KOHTPOJII0 cepil)
BiiNOBIgabHWIA 3a abo nocravasibHMKa BUXiAHOrO
BMNYCK cepii, He mMaTtepiany, peareHTy abo
BK/IHOHAI0UM [OMOMIKXHOI PeHOBMHM (AKLLO
KOHTPO/1b/BUNPO6Y 3a3Ha4yeHo y A0CbE). BunyyeHHs
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BaHH# cepii: BUpo6HUKa A®I meToHaT (3-
TOB "®K (2,2,2-TpumeTnnrigpasmHito)
"CANOTAPIC", nponioHaty gurigpar) MAT
YKpaiHa «Papmak», YkpaiHa
154. | MET®OPMIH- | metformin meTchopmi | ALOBAO | Tabnetku, BKpUTI TOB YkpaiHa BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 40 3a UA/20602/01/01
TEBA HY 2 NNiBKOBOKO «TeBa NOBHWM LK/IOM: Pecny6n peecTpauiiHix maTepianis: peyenmo
rigpoxnop 060/10HKOI0, NO YkpaiHa» TeBa Yex ika/ 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
na, 500 mr, no 15 IHgacTpi3 c.p.o., Yropwm CepTudoikat BignoBigHOCTI/TE-
Tabnetok y Yecbka Ha /IHgjs cepTudikaT BiANOBIAHOCTI
6nicTepi; no 2 abo Pecny6nika; €Bponeiicbkili
4, abo 6, abo 8 nepBrHHA Ta thapmakonei/MoHorpadii.
6nictepis y BTOPVHHA MogaHHA HoBoro abo
KapTOHHilA ynakoBka, OHOBJ/IEHOTO cepTudikara
Kopo6ui; no 100 KOHTPO/Ib Cepil, BiAMOBIAHOCTI ab60 BU/TyYEHHS
Tabnetoky [,03BiN Ha BUNYCK cepTudikata BiAnNoBiAHOCTI
hNaKoHi cepii: AT €Bponeiicbkiii hapmakonei: gns
dapmayeBTUYHWIA Adl; gns BuxigHoro
3aBo/, TeBa, mMaTepiany/peareHTy/npomixKHOro
YropLumHa,; NPoAYyKTY, WO
BMPOBGHMNLITBO BUKOPWCTOBYHOTLCSA Y
Hepo3dhacoBaHoro BMPOGHMLTBI A®I; ans
NpoayKTy, [ONOMDKHOT pEYOBUHM
nepBrHHA Ta (cepTudpikat BiANOBIAHOCTI
BTOPUHHA €Bponeiicbkiin hapmakonei) -
ynakoBka: OHoOBNEeHWit cepTuddikaT Big yxe
Mikpo Jlabc 3aTBEPLKEHOr0 BUPOOGHMKA.
Nimiteq, IHAais NoaaHHA OHOBNEHOrO
cepTucpikaTy BifnoBifHOCTI
€poneiicbkiii hapmakonei CEP
1998 — 079 - Rev 11 Big BXe
3aTBEPKEHOTO BUPOOHUKA
Wanbury Limited, India gitouoi
peyvoBUHU METCOPMIHY
rigpoxnopug, B 38’'A3Ky 3 3MiHOIO
agpecu BupobHuka Adl, micue
BMPOOHMLTBA HE 3MiHWI0Ch
(3atBepmxeHo: R1 - CEP 1998 —
079 - Rev 10; 3anponoHoBaHo:
CEP 1998 — 079 - Rev 11)
155. | MET®OPMIH- | metformin | meTcopmi | ALOBAO | Tabnetku, BKpUTI TOB YkpaiHa BVMPOGHMLTBO 3a Yecbka 3MiHu | TUNY - 3MiHK 3 SKOCTI. 3a UA/20602/01/02
TEBA HYy 2 nAiBKOBOO «TeBa MOBHUM LMK/IOM: Pecny6n Ceptucpikat BignosigHocTi/l E- peyenmo
rigpoxnop 060/10HKO, NO YkpaiHa» TeBa Yex ika/ cepTudikart BiANoBiAHOCTI M
na 850 wr, no 15 IHpacTpis c.p.o., Yropuwm €Bponeiicbkili
Tabnetok y Yecbka Ha/ IHgjsa thapmakonei/moHorpadii.
6nicTepi; no 2 abo Pecny6nika; MoaaHHA HoBOro abo
4, abo 6, abo 8 nepBrHHA Ta OHOB/IEHOTO cepTudikaTa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
6nictepiB y BTOPVHHA BiANOBIAHOCTI ab60 BUTyYEHHS
KapTOHHii ynaKkoBKa, cepTucpikaTa BiANOBIAHOCTI
Kopo6ui; no 100 KOHTpPO/b cepii, €Bponeiicbkiin hapmakonei: aAns
Tabnetoky [,03BiN Ha BMNYCK A®l; ons BuxigHoro
hnakoHi cepii: AT MaTepiany/peareHTy/MpoMiXKHOro
dapmaveBTUYHNI NPOAYKTY, WO
3aBop TeBa, BUKOPWCTOBYHOTHCS Y
YropLumHa; BMPOGHMLTBI A®I; ans
BMPOGHMNLITBO [OMOMiXXHOI PeYOBWHM
Hepo3dhacoBaHoro (cepTudpikat BiANOBIAHOCTI
NPOAYKTY, €Bponeiicbkin dhapmakonei) -
nepBuHHa Ta OHoBReHwWit cepTuddikaT Big yxe
BTOPVHHA 3aTBEPKEHOrO BUPOGHMKA.
ynakoBKa: MogaHHA OHOBIEHOTO
Mikpo Jlabc cepTudikaTy BifgnoBigHOCTI
Nimiten, IHAin €Bponeiicbkiit hapmakonei CEP
1998 — 079 - Rev 11 Big BXe
3aTBEPAKEHOrO BUPOOHMKaA
Wanbury Limited, India gitouoi
pPeyYoBUHM METOPMIHY
rigpoxnopug B 3B’A3Ky 3 3MiHOO
aapecy BupobHuka Adl, micue
BMPOGHMLTBA HEe 3MIHW/I0Ch
(3aTtBepaxeHo: R1 - CEP 1998 —
079 - Rev 10; 3anponoHoBaHo:
CEP 1998 — 079 - Rev 11)
156. | MET®OPMIH- | metformin mMeTcopmi | ALOBAO | TabneTtku, BKpUTI TOB Ykpaina BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [0 3a UA/20602/01/03
TEBA HYy 2 nNiBKOBOO «TeBa NMOBHUM LK/IOM: Pecny6n peecTpauiiiHix MaTepianis: peyenmo
rigpoxnop 060/10HKOH0, MO YkpaiHa» TeBa Yex ika/ 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
na, 1000 wmr, no 15 IHaacTpi3 c.p.o., Yropwm CepTuddikar BignosigHocTI/lE-
Tabnetok y Yecbka Ha/ IHgjsa cepTudikar BiANoBIiAHOCTI
6nicTepi; no 2 abo Pecny6nika; €Bponeiicbkii
4, abo 6, abo 8 nepBrHHa Ta thapmaxonei/MoHorpadii.
6nicTepis y BTOPVHHA MopaaHHA HoBoro abo
KapTOHHIMN yrnakoBKa, OHOBJIEHOTO cepTudikaTa
Kopo6ui; no 100 KOHTPO/b Ccepil, BiANOBIAHOCTI 260 BUyYEHHS
Tabnetoky [03BIiN Ha BUMYCK cepTucpikaTa BiANOBIAHOCTI
hnakoHi cepii: AT €Bponeiicbkiii hapmakonei: gns
dapmaneBTUYHNIA Adl; ansa sBuxigHoro
3aBo/ Tesa, marepiany/peareHTy/npoMiXHOIo
YropuuHa; NpoAyKTy, WO
BMPOGHMNLITBO BUKOPWCTOBYHOTHCSA Y
Hepo3acosaHoro BUPOGHULTBI A®I; ans
NPOAYKTY, [,0MOMIDKHOT peYOBMHU
nepBrHHa Ta (cepTudpikat BiANOBIAHOCTI

BTOPUHHa

€Bponeiicbkiii hapmakonei) -
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
ynakoBKa: OHoBNEeHWit cepTuddikaT Big yxe
Mikpo Jlabc 3aTBEPLKEHOr0 BUPOGHYMKA.
Nimiteq, IHAisA MogaHHA OHOB/IEHOTO
cepTuduikaty BiANoOBIAHOCTI
€sponeiicbkin hapmakonei CEP
1998 — 079 - Rev 11 Big BXe
3aTBEPAKEHOrO BUPOBOHMKA
Wanbury Limited, India gitouoi
peYOBUHM METOPMIHY
rigpoxnopug B 38’A3Ky 3 3MiHOIO
agpecy BupobHuka Adl, micue
BMPOOHMLTBA HE 3MiHWIO0Ch
(3aTBEpAXeEHO: R1 - CEP 1998 —
079 - Rev 10; 3anponoHoOBaHo:
CEP 1998 — 079 - Rev 11)
157. | MIKA®YHIIH- | micafungin | mikadoyHri JO2AX0 NOPOLLIOK AN1A Mictpan AHrnis BMPOGHMLITBO PymyHis BHECEHHS 3MiH [0 3a UA/19972/01/01
BICTA H HaTpito 5 KOHLEHTpaTy 415 Kenitan roTOBOI NiKapCbKOT peecTpauiiiHnx maTepiasis: peyenmo
PO34MHyY AnA MeHempKm chopmu, NepBuHHA YTOYHEHHS HanncaHHA M
iHdpy3iit no 50 mr; eHT ynakoBKa: nikapcbKoi hopmu Ta
no 50 mry Nimiteq POM®APM ynakoBKu B Hakasi MO3
chnakoHi; 1 KOMIMAHI CPA, YkpaiHu Ne 1955 Big
cnakoH B nauLi PymyHis; 25.12.2025 B npoueci
BTOPVHHA BHECEHHS 3MiH (3MiHu Il Tuny -
ynakoBKa, 3MiHu 3 aKocTi. A®I. (iHLWi 3miHK)
KOHTPO/b cepil, OHOBJIEHHSI MacTep-thaiiny Ha
BMNYCK Ccepil: A®| MikadpyHriH HaTpito Big,
POM®APM 3aTBEPAKEHOr0 BUPOGHUKaA
KOMMAHI CP1, MEDICHEM MANUFACTURING
PymyHis (MALTA) LTD., ManbTa.
3arBepmkeHa Bepcis: ASMF
AP/OPMCF122/2022-07-11.
3anponoHoBaHa Bepcis: ASMF
AP/OPMCF925/2025-06-16).
Pepakuis B Hakasi -1 ch1akoH B
nadui. BipHa pepgakuis - no 50
Mmr y cpnakoHi, 1 conakoH B
naui
158. | MIKA®YHIIH- | micafungin | mikadyHri | JO2AX0 | mopollok ans Mictpan AHriA BMPOGHMLTBO PymyHis BHECEHHS 3MiH A0 3a UA/19972/01/02
BICTA H HaTpito 5 KOHLEeHTparty Ans Kenitan roToBOT NiKapCbKoi peecTpauiiiHux maTepiasiis: peuenmo
pO3unHy ans MeHempkm dopmu, NeperHHA YTOUYHEHHS1 HanucaHHsA M
iHcpysiin no 100 wmr; eHT ynakoBka: nikapcbKoi hopmu Ta
no 100 mr y Nimiteq POM®APM ynakoBKu B Hakasi MO3
crnakoHi, 1 KOMIMAHI CP11, YkpaiHun Ne 1955 Big
chnakoH B nauLi PymyHis; 25.12.2025 B npoueci
BTOPUHHA BHECEHHS 3MiH (3MiHu Il Tuny -

ynakoBka,

3MiHn 3 sKocTi. A®I. (iHLWi 3MiHW)
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

KOHTPO/b cepil,
BUMYCK Cepii:
POM®APM
KOMMAHI CP1,
PymyHis

OHOB/IEHHA MacTep-thaliny Ha
A®| MikadpyHriH HaTpito Big,
3aTBEPAKEHOrO BUPOOHMKaA

MEDICHEM MANUFACTURING
(MALTA) LTD., ManbTa.
3atBeppxeHa Bepcisa: ASMF
AP/OPMCF122/2022-07-11.
3anponoHoBaHa Bepcis: ASMF

AP/OPMCF925/2025-06-16).

Pepaxuis B Hakasi -1 chnakoH B

nauui. BipHa pepgakuis - no 100
Mr y cpnakoHi, 1 donakoH B
navui

159.

MIPTA3ANIH
CAHA03®

mirtazapin
e

MipTasaniH

NOG6AX1
1

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO 15
mr, no 10
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHiI Kopobui

CaHpos
dapmachb
10TiKaN3
Aa.a.

CnoBeHi Canotac dapma
a m6X

Himeuun
Ha

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHu y

KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeJIM4YHOro 3aCTOCYBaHHS
reHepuyHnX/ribpngHux/6ionoaio
HKX NiKapCcbKnx 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3MiHa
He NoTpebye HafaHHS XOAHUX
HOBUWX A0AATKOBUX AaHNX) 3MiHK
BHECEHO B IHCTPYKL,t0 Ans
MeJMNYHOro 3aCTOCYBaHHs
niKkapcbKoro 3acoby Ao po3ainis
«®apMaKkosIorivyHi BNaCTUBOCTI»
Ta «[Mo6iuHi peakuii» BignNoBigHO
[0 iHdhopmav,ii pechepeHTHOro
nikapcbkoro 3acoby Remeron,
Tabnetkn. BBefeHHs 3MiH
NpoTArom 6-T MicALIB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHaragy (iHwi 3MiHKn)
3MiHV BHECEHO B IHCTPYKL;it0
ONA MeNYHOTo 3acTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainy
«Mo6iuHi peakuii» Wwoa0
3BITYBaHHSA NPO NobiYHI peakLi.

3a
peyerimo
M

He
nionsiea
€

UA/4430/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BBeneHHs 3MiH NpoTAroM 6-tu
MiCALIB MiCNs 3aTBEPAKEHHS

160.

MIPTA3ANIH
CAH[I03®

mirtazapin
e

MipTasaniH

NO6AX1
1

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO, M0 30
mr, no 10
Tabnetoky
6nictepi; no 2
6nictepn y
KapTOHHI Kopobuj

CaHpos
dapmacb
toTiKan3
a.4a.

CnoseHi
a

CanoTac Papma
6X

Himeuun
Ha

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHn y

KOPOTKIli XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3acTOCYBaHHs
reHepuyHuX/ribpnaHnx/6ionoaié
HUX NiKapcbkux 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pedhepeHTHW Npenapat (3MiHa
He noTpebye HafaHHs XOLHUX
HOBUX A0A4ATKOBMX AaHMX) 3MiHU
BHeCeHO B [HCTpyKuito ans
MeZIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao posginis
«®apMakosiorivyHi BNacTMBOCTI»
Ta «[Mo6iuHi peakuii» BigNoBIiAHO
00 iHdhopmauii pedhepeHTHOro
nikapcbkoro 3acoby Remeron,
Tabnetkn. BeefeHHs 3MiH
NPOTArom 6-Tn MicAUiB nic/s
3aTBePMKEHHS. 3MiHM | TUny -
3MiHV Woao
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHw)
3MiHV BHECEHO B IHCTPYKL,i0
AN MeAUYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby A0 po3ainy
«Mob6iyHi peakw,ii» Lwoa0
3BiTyBaHHS MPO MO6IYHI peakuii.
BBefeHHs 3MiH NpoTAroM 6-t
MiCALIB MiCNA 3aTBEPKEHHS

3a
peyenmo
M

He
nionsiea
€

UA/4430/01/02

161.

MOHTENYKA
CT-TEBA

monteluka
st

MOHTENYK
acty (y
BUrNAAI
MOHTENYK
acty
HaTpito)

RO3DCO
3

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, No 10
Mr; no 7 TabneTok
y 6nicTtepi; no 4
6nictepu B
KapTOHHI Kopo6Li

TOB
"TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepeiiwH3
MonaHg

MonbLwa

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
Ceptucpikat BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa

3a
peyenmo
M

He
nionsiea
€

UA/12439/02/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: aAns
A®l; ons BuxigHoro

MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[OMOMIXHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOTO
cepTudcpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP
2017-131-Rev 05
(3aTBepmxeHo: CEP 2017-131-
Rev 04) ansa A®l Big yxe
3aTBEPLKEHOIO BUPOGHMKA
Teva API India Private Limited
(India). 3MmiHu | TUNY - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI

A®I; onsa BMxigHOro

MPOAYKTY, WO
BMKOPVCTOBYIOTbCSH Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI

nogaHHA OHOB/1EHOIO

cepTudikata BiANoBIAHOCTI
€sponeiicbkin hapmakonei CEP
2017-131-Rev 06 gnsa Adl Big

€Bponeiicbkii hapmakonei: ans

Marepiany/peareHTy/npoMiXXHOTo

€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -

Y)Xe 3aTBepKeHOro BUpoGHMKa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Teva API India Private Limited
(India)

162.

MOP®IHY
CYNb®AT
PEAKT

morphine

MOopiHy
cynbat

NO2AAO0

PO34MH Ans
iH'ekuji, 10 mr/mn
no 1 mn B amnysni,
no 5 awmnyny
naacTKoBOMy
noTKy, no 1 abo 2
10TKa y KapTOHHii
HECTH]

TOB
"PEAKT®
APM"

YkpaiHa

Benko dapma

IHAjsA

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta

thapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3arasibHeHNxX
[aHux npo cuctemy
hapmakoHarnsagy (BeefeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnagy,
3MiHa YyNOBHOBaXeHOI 0coby,
BigNOBiAa/IbHOI 32 3AjACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVIKa 419 34iICHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBAXXEHOT 0CcO6M,
BignoBiganbHOI 3a 3MjACHEHHS!
thapmakoHarnsgy (Bkaovarym
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmilLieHHi macTep-thaiina
cucTemu chapMakoHarnsgy)
3MiHa yNnoBHOBaXKeHOi 0Ccobu
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnsg,. fivoua
pefakuisi: YpeTiin AHHa
BacwunisHa. MponoHoBaHa
pefakuis: OuepeTaHa BepoHika
CepriiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOBaXeHOi 0co6u
3asBHMKa, BiANOBIAA/ILHOI 3a
hapmakoHarning. 3miHa
MicLie3HaxXOpKeHHs1 macTep-
thaiina cuctemu
hapmMakoHarnisgy Ta ioro

HoMepa. 3MiHa Micus

3[iACHEHHSI OCHOBHOT [ifA/IbHOCTI

3 dhapmakoHarnsgy

3a
peyenmo
M

UA/20772/01/01

163.

MO®JIAKCA
®

moxifloxac
in

MOKCUdhNo
KCauuH y
BUrNAAI
MOKCUdhNo

KcaumHy

JO1MA1L
4

PO34MH Ana
iHcy3iit no 400
Mr/250 mn; no 250
M/1Y p1aKOHi; No
1,5 a6o 10

KPKA,
4a.4a., Hoso
MecTo

CnoseHi
a

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta

CnoseHi
A

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MmiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHoOCTI/TE-
cepTudiikaTt BiANOBIAHOCTI

3a
peyenmo
M

UA/16077/01/01
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Hassa

MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
rigpoxnop hnakoHiB y BMNYCK cepil: €Bponeiicbkiii
nay KOpO6Li KPKA, a.4., Hoso thapmakonei/moHorpadii.

MecTo, C/oBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, C/ioBeHist

MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei: ans
A®I; onsa BMxigHOro
Marepiany/peareHTy/npoMiXXHOTo
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBneHWit cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOGHYMKA.
MofaHHA OHOBIEHOrO
cepTudikaTa BiANoBIAHOCTI
€sponeiicbkiin hapmakonei CEP
2013-078-Rev 01 gnsa gitovoi
PEYOBUHY MOKCUIOKCALIMH Bif
BXE 3aTBEPKEHOro BUPOOHMKa
DR. REDDY'S LABORATORIES
LIMITED.

[itoua pepakuis: R1-CEP 2013-
078-Rev 00
CEP Holder: DR. REDDY'S
LABORATORIES LIMITED
8-2-337, Road No. 3, Banjara
Hills India-500 034 Hyderabad,
Telangana
Manufacturing site of active
substance:

DR. REDDY'S LABORATORIES
LIMITED
Plot No. 1, 75A, 75B, 105, 110,
111, 112 Sri Venkateswara Co-
Operative Industrial Estate.
Jinnaram Mandal, Sangareddy
District India-502 325 Bollaram
Village, Telangana.
MponoHoBaHa pefakuis
CEP 2013-078-Rev 01
CEP Holder: DR. REDDY'S
LABORATORIES LIMITED
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
8-2-337, Road No. 3, Banjara
Hills India-500 034 Hyderabad,

Telangana
Manufacturing site of active
substance: DR. REDDY'S
LABORATORIES LIMITED
Unit 11, Plot No. 1, 75A, 75B,
105, 110, 111, 112 Sri
Venkateswara Co-Operative
Industrial Estate Jinnaram
Mandal, Sangareddy District
India-502 325 Bollaram Village,
Telangana. BeeaeHHS 3MiH
npoTArom 6-Tm MicALiB 3 Aatn
3aTBEPAKEHHS.
3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®I. KonTponb A®l. 3miHa y
MeToAax BUNpo6yBaHHS AdI
abo BuxigHoro
mMarepiasny/nmpoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLLECI
BMPO6HMLTBA AP (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHSA
(BKKOYatOUM 3aMiHy abo
[0noBHEHHS)) A®| abo
BWXiAHOro/MpOMiXXHOro
npoAaykTy) AofaHa meToamka LC
—MS/MS Bunpo6yBaHHS
npowmiwkn N-Nitroso Moxifloxacin
0o crneundikauii A®I 3 mexeto
He 6inblue 3.4 ppm. BeeaeHHs
3MiH NPOTArom 6-Tu MicALiB 3
natun 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.

Ta/abo [onycTMMmNX Mex
roToBOro Nikapcbkoro 3acoby
(AONoBHEHHS1 ab0 3amiHa
nokasHuka cneuudikauii 3a
pesynbTatamm AoChifKeHb 3
6e3nekun abo sKocTi (3a
BMHATKOM NiKapCbKUx 3acobiB

3MiHa napameTpiB cneuudikawi

6i0N0ri4YHOro/iMyHO/I0rYHOr0
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
NOXOKEHHS)) AONOBHEHHS
cneuudikawii roToBoro
nNikapcbKoro 3acoby Npwv BUMYCKY
Ta NPOTArOM TEPMiHY
npuaaTHOCTI NOKa3HUKOM
[oMmiLky “N-HITpo30o
MOKcudpioKcaumH” 3
[0NyCTUMOI0 MEXeto He binblue
3.75 ppm Ta BignoBigHUM
MeTooM BUNpobyBaHHA (BEPX
—MC/MC). BBefieHHs1 3MiH
npoTArom 6-Tm MicALIB 3 Aatu
3aTBEPAKEHHS.
164. | MYKANTUH - MYKa/ITWH - Tabnetkn no 50 mr | TOBAPUC | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 - UA/11488/01/01
in bulk: no 1000 TBO 3 BMPOGHMLTBA, peecTpauiiiHux maTepiais:
Tabnetok y OBMEXE KOHTPO/Ib AKOCTI, YTOUYHEHHS HanncaHHA MHH B
naketax HOO BMNYCK Ccepil: Hakasi MO3 YkpaiHu Ne 885
nonieTUNeHoBKX; BIAMOBIA ToBapucTBo 3 Big 29.06.2026 B npoueci
in bulk: no 9000 ANBHICT obMexeHo BHECEHHS 3MiH (3MiHu | Tuny -
a6o 15000 0 Bi4NOBIAA/IbHICTIO 3MiHn 3 sikocTi. A®Il. KoHTponb
Tabnetok y «KOPIMOP "[locnigHwii 3aBof A®|. 3miHa y napameTpax
KOHTelHepax ALIA " rHunNC, cneuudikauii Ta/abo
«310POB YKpaiHa,; LONYCTUMUX MEX, BUSHAYEHUX Y
"HAx» BCi cTagii cneuudikauisx Ha A®l, abo
BMPOGHMLTBA, BUXiAHNIA/NPOMIXKHWIA
KOHTPO/Tb SIKOCTI, NpoAayKT/peareHT, Wwo
BUNYCK cepii: BUKOPVICTOBYIOTBCA Y NpoLeci
TOBAPUCTBO 3 BMPO6HMLTBA AD| (ONOBHEHHSA
OBMEXXEHOIO cneungikawii HoBUM
BIAMOBIOANBHI NOKa3HWKOM SIKOCTi Ta
CTIO BiAANOBIAHUM METOA0M
«KOPIMOPALIA BMNPOOGYBaHHS) [JONOBHEHHS
«3[00POB'A», crneundikanii A®l MykanTuH,
YKkpaiHa MOPOLLIOK (Cy6CTaHLis), HOBUM

nokasHukoM «KinbkicHe
BU3HaueHHA. ETaHoN» Ta
BiAANOBIAHUM METOA0M
BMNPOOGYBaHHS. BBEAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | TNy -
3MiHn 3 sikocTi. A®Il. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BWXiAHUIA/NPOMiXHWIA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
npoAyKT/pearexT, wo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS

cneuuadikaLii HoBUM
NoKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M
BMNPO6YBaHHs) [JONOBHEHHSA
cneuudikauii APl MykantuH,
MOPOLLIOK (Cy6CTaHLis), HOBUM
NnokasHUKOM «KinbkicHe
BU3HaueHHs. Monicaxapuam» 1a
BiANOBIAHMM METOA0M
BMNPOGYBaHHSA. BBeAEHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BVIXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuadikaLii HoBUM
NoKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M
BMNPO6YBaHHs) [JONOBHEHHSA
cneuudikauii APl MykantuH,
NopoLLOK (Cy6CcTaHList) HOBUM
NoKasHUKOM «laeHTudikayis:
6inKK, NEKTUHY, hnaBoHOIAN» Ta
BiANOBIAHMM METOA0M
BMNPOGYBaHHSA. BBeAEHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BVIXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y MPOLECi
BMpoG6HMLTBA ADI (iHLWi 3MiHN) -

YTOYHEHHS Ha3BM NOKa3HMKa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
«lpaeHTudikalia: HelnTpasibHi

MOHOLYKpW, nonicaxapuam» y
cneuudikaLii Ailo4oi pevoBUHN
MyKanTuH, NopoLUoK
(cybeTaHuis), 6e3 3miH y
MeTOAWLi BUSHAYEHHS.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSILB NiCNsA 3aTBEPLKEHHS.
3MmiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa napaveTpis
cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby
(AonoBHeHHs cnevuudikauii
HOBWM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BUNPOOBYBaHHS) - BHeceHHs
HOBOro nokasHuka «KinbkicHe
BU3HauYeHHs. Monicaxapnan» o
MKSA N3 MykanTuH, Tabnetku
no 50 wr, 3 BiANOBIAHUM
MeTO/A0M KOHTPOS0. BBefeHHA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu |
TIny - 3MiHu 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikaui
Ta/abo [onyCTUMMNX MEX,
BM3HAYeHUX y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/pearenT, Wwo
BUKOPVCTOBYIOTLCA Y NpoLeci
BMPO6HMLTBA AP| (BUYYEHHSR
He3HaYyHOro NokasHuka sKocTi
(Hanpuknag BuUIyYeHHs
3acTapifioro NokasHuka))
BunnyyeHHs nokasnuka
«lpeHTudpikauis: nonicaxapngn»
3i cneuymdikauii gjiroyoi
peyoBVHN MyKasTTWH, MOPOLLIOK
(cybeTaHuisn). BBeaeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBepaAXeHHs). Pefakuis B

Hakasi - althea root. BipHa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
peaakuia - "-".
165. | M'ATU - M'ATU AO4AD nmctano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 6e3 UA/2261/01/01
MNEPLEBOI nepuesor navkax 3 dapmaLes PapmaLeBTUYHa peecTpauiiiHux maTepiais: peyenma
NNCTA nnera BHYTPILLHIM TUYHa thabpuka "Biona" 3MiHu | TUNY - 3MiHK LWoA0
(Menthae naketom; no 1,5r habpuka 6e3nekn/eeKkTMBHOCTI Ta
piperitae y (hinbTp-nakeTi; "Biona" thapmakoHarnagy (iHwi 3miHK) -
folium) no 10 a6o no 20 OHOB/EHO TEKCT MapKyBaHHs
QinbTp-NakeTiB y BTOPVHHOI YNaKOBKM NiKapCbKOro
naui 3acoby, a came: BUTy4EHO
iHbopMmawLito, 3a3HaueHy
POCICbKOK MOBOIO Ta BHECEHO
He3HauHi pefakLiiiHi npaBky No
TeKCTy MapkyBaHHs (eCTD
Bepcis 0002). BBeAeHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPKEHHS.
166. | HATPIO Cromoglici | Hatpito - NOPOLLIOK AT YkpaiHa ®epwmioH Ol PiHNAHA BHECEHHS 3MiH A0 - UA/7585/01/01
KPOMOIIKA | c acid KPOMOT ik (cybcTaHuis) B "Papmak” i peecTpauiiiHux maTepiasiis:
T ar MiLLKax 3MiHu | TUNY - 3MiHK 3 SKOCTI.

nonieTNeHoBux
noAgiliHnx ans
BMPOGHULITBA
CTEPUNBHUX i
HeCcTepuIbHNX
nikapcbkux hopm

Ceptucpikat BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikara BiANoBiLHOCTI
€Bponeiicbkili hapmakonei: gns
Adl; gns BuxigHoro
mMaTepiany/peareHTy/npomiKHOro
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BUPOGHMLTBI A®I; ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofjaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei Ne
CEP 2013-136-Rev 01
(3atBepmxeHo: R1-CEP 2013-
136-Rev 00) ana A®l Hatpito
KpOMOrnikaT Bif, BXxe
3aTBEPKEHOr0 BUPOGHMKA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
®epmioH O, PiHNaHAIS.
Bigbynuck 3MiHn B agpeci
BMPOGHUWKa cybcTaHLii. 3MiHu |
My - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMUX MeX,
BM3HAYEHNX Y cneuudikaLisx Ha
A®I, a60 BUXigHWIA/NPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTLCSA Y MPOLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK)
BHECEHHS 3MiH B
cneuudikaviio/meToan
KoHTposto ans A®l Hatpito
KpoMOrikaT 3a nokasHukamu :
laeHTudikauis, Mposopictb
po34nHy, KonbopoBicTb
po3unHy, KucnotHicts Ta
nyxHicTtb, Okcanatu, Boga,
CynposigHi gomiwku, KinbkicHe
BU3HAYEHHS, 3a/NLLKOBI
KiNIbKOCTi OpraHiyHnx
PO3UYNHHVIKIB — NPUBELEHHS Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii E®, foaaHo
NMocuiaHHs Ha EP*.
167. | HEMPOAWUKN | Diclofenac | guknodeH | MO1AB5 | kancynu, no 10 TOB YkpaiHa | [.J1. dapma F'mM6X | ABCTpis BHECEHHS 3MiH [0 3a UA/5909/01/01
OBIT , ak HaTpito; | 5 Kancysny énicrtepi; "BAYLL peecTpauiiiHix MmaTepiasiis: peyenmo
combinatio | TiamiHy no3a6ono5 XENC 3MiHu | TUNYy - 3MiHK Woa0 M
ns rigpoxnop 6nictepis B YKPAIHA" 6e3nekn/edeKkTMBHOCTI Ta
na, KOpOOLi 3 KAPTOHY hapmakoHaragy (iHwi 3MiHKn)
(BiTaMmiH 3MiHV BHECEHO [0 TeKCTY
B1); MapKyBaHHS BTOPUHHOI
nipngokcu yNakKoBKM NiKapCbKoro 3acoby B
HY n. 17 «IHWE>». BBefeHHA 3MiH
rigpoxnop NpoTArom 6-T MicALIB nicns
na 3aTBEPKEHHSA
(BiTaMmiH
B6);
LjiaHoKo6a
namiu
(BiTamiH
B12)
168. | HEMPOPYBIH | Vitamin B1 | Tiaminy A11DB TabneTku, BKpUTI TOB YkpaiHa Brpo6HMLTBO LLBeiiua BHECEHHS 3MiH [0 6e3 UA/1950/02/01
™-POPTE in HiTpar naiBKOBOO «TeBa Hepo3cacosaHoro pisi/ peecTpaLiiHix MaTepianis: peyenma
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
NAKTAB combinatio | (BiTamiH 060/10HKO10, MO 10 YkpaiHa» NPOAYKTY, Himeuun 3MiHu | TUNY - 3MiHK 3 SKOCTI.
n with B1), Tabnetoky KOHTPO/Ib AKOCTI, Ha [oTOBMIA NiKapcbKuii 3acib.
vitamin B6 | mipugokcu 6nicTepi; no 2 [03BIi/T Ha BUMYCK 3MiHU Yy BUPOGHULTBI. 3MiHK
and/or HY 6nictepu B cepii: AumHo BMNPO6YBaHb abo A0NyCTUMMUX
vitamin rigpoxnop KapTOHHI KopobLyi Papma Arl, MeX, BCTAHOBJ/IEHUX Y
B12 na, LLiBeiuapis; cneuudikauisix, nig yac
(BiTamiH MepBuHHA Ta BMPOGHMLTBA FOTOBOrO
B6), BTOPVHHA NikapcbKoro 3acoby (iHLwi 3MiHu)
LjiaHokoba ynakoska: ALWHO PO3LUMPEHHS TPAHUYHNX MEX
namix dapma Arl', npu MixonepawiiiHoMy KOHTposi
(BiTamiH LLsenuapis; 015 nokasHuka «CepegHsi
B12) KoHTponb sikocTi: Maca» Ha eTani HaHeCEeHHS
HHAC Na6op 4-p NNiBKOBOrO NOKPUTTS Ha
Xoicnep MvbX, TabneTtkn i3 «463,9 mr £ 1,5 %»
HimeuuunHa; 00 «463,9 Mr + 3 %». Takox
fopatkosa BHOCSITbCA 3MiHU LLLOAO
naboparopis, Lo y3rofxeHHs posginis 3.2.P.3.3.
npuiiMae y4acTb B Ta 3.2.P.3.4.
KOHTPONI AKOCTi:
YHTEpP3YXYHICiHCT
nTyT Xennenep
'm6X, HimeyynHa
169. | HIKOPETTE® | nicotine HIKOTUH- NO7BAO | rymka XyBasibHa MakHin LLiBeuis MakHin Ab LLIBeuis BHECEHHS 3MiH 40 6e3 UA/10734/01/02
3MMOBA nonimepHn | 1 nikyBasnibHa no 4 Ab peecTpauiiiHux maTepiasis: peyenma
M'ATA n Mr; no 15 rymok 3MiHu | TUNY - 3MiHK LWoAo
KOMIMIEKC XyBa/IbHUX Y 6e3nekn/eeKkTMBHOCTI Ta

6nicTepi; no 2
6nictepu B
KapTOHHIN
ynakoBLj

hapmakoHarnagy. 3miHa
4yacToTu Ta/abo TepMiHiB
nofaHHA perynspHo
OHOBJIHOBAHUX 3BITIB 3 6e3nekn
NiKapCbKNxX 3aco6is - 3MiHU
4acToTV Ta TEPMIHIB NOgaHHS
perynsipHoO OHOB/IIOBAHOTO 3BITY
3 6esneku. [lirova pegakuis:
YacToTa nogaHHs perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
5 pokis. KiHueBa faTta gns
BK/TIOUYEHHS [JaHUX A0 PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku -
01.01.2020 p. Aarta nogaHHs -
31.03.2020 p. MNMponoHoBaHa
pepakuis: Yactota noaaHHs
perynspHoO OHOB/IIOBAHOIO 3BITY
3 6e3nekn 10 pokiB. KiHueBa
fJarta Ans BKIIOYEHHS JaHuX Ao
perynsipHo OHOB/IIOBAHOIO 3BITY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

3 6e3neku - 01.12.2034 p. fJaTa
nofaHHs - 01.03.2035 p.
PekomeHgoBaHo [0
3aTBEPIKEHHS BiANOBIAHO A0
nepioguYHOCTI NOAAHHS
perynsipHo OHOB/HOBAHUX 3BITiB
3 6e3nekun nikapcbknx 3acobis y
€C

170.

HIKOPETTE®
3UMOBA
M'ATA

nicotine

HIKOTUH-
nosniMepHn
7
KOMIMIEKC

NO7BAO
1

ryMKa XyBasibHa
NikyBanbHa no 2
Mmr, no 15 rymok
XYBaslbHUX Y
6nictepi; no 2
6nictepn B
KapTOHHii
ynakoBLij

MakHin
ABb

LBeuis

MakHin Ab

LBeuis

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta

thapmakoHarnsgy. 3miHa
YyacToTn Ta/abo TepMmiHiB
NoAaHHsA perynspHo
OHOB/OBaHMWX 3BITIB 3 6e3nekn
NiKapCbKnx 3ac006iB - 3MiHN
4acToTW Ta TePMiHIB NoJaHHA
perynspHoO OHOB/IIOBAHOIO 3BITY
3 6e3neku. [litoua pegakuis:
YacToTa nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
5 pokiB. KiHueBa garta ans
BK/IIOUEHHS AAaHUX 40 PErynsipHO
OHOB/IHOBAHOrO 3BITY 3 6e3neku -
01.01.2020 p. OaTta nogaHHs -
31.03.2020 p. MNMponoHoBaHa
pefakuis: Yactota nogaHHs
perynsipHoO OHOB/IHOBAHOIO 3BITY
3 6e3neku 10 pokis. KiHueBa
Jarta Ans BKIOYEHHSA faHuX Ao
perynsipHoO OHOB/IHOBAHOIO 3BITY
3 6e3neku - 01.12.2034 p. faTta
nofgaHHs - 01.03.2035 p.
PekomeHzo0BaHO [0
3aTBepKEHHA BiANOBIAHO A0
nepioguYHOCTI NOAAHHSA
perynsipHoO OHOBJ/IHOBaAHMX 3BITIB
3 6e3neku slikapcbkux 3acobiB y
eC

6e3
peuyenma

UA/10734/01/01

171.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

nicotine

HIKOTWH-
noniMmepHu
|7|
Komnekc

NO7BAO
1

rymMKa xyBasibHa
nikyBasnibHa no 4
Mr; no 15 rymok
XYB&UTbHUX Y
6nicTepi; no 2
6nictepu B

MakHin
Ab

LLIBeuis

MakHin Ab

LLIBeuis

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
YTOUHEHHS peecTpauiiiHoro
Homepa B Hakasi MO3 YkpaiHu
Ne 901 Big 03.07.2026 B
npoueci BHeCEHHs 3MiH (3MiHu

6e3
peyenma

UA/8921/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

KapTOHHii
ynaKkoBLi

| TMNy - 3MiHK Woao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa
4acToTu Ta/abo TepMmiHiB
NoAaHHsA perynsipHo
OHOB/IIOBaHVX 3BITiB 3 6e3nekn
NiKapcbknx 3acobiB - 3MiHK
4acTOTV Ta TEPMIHIB NOAaHHS
perynsipHoO OHOBJIIOBAHOTO 3BITY
3 6e3neku. [itova pegakuis:
YactoTa nofiaHHsa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
5 pokis. KiHueBa gata ans
BK/IIOYEHHS JaHNX 0 PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku -
01.01.2020 p. Oata nogaHHs -
31.03.2020 p. MNMponoHoBaHa
pepgakuis: Yactota nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3neku 10 pokis. KiHuesa
Jarta Ans BKIIOYEHHS JaHuX A0
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3neku - 01.12.2034 p. fata
nogaHHs - 01.03.2035 p.
PekomeHgoBaHo [0
3aTBEPMAKEHHS BIANOBIAHO A0
nepiofMYHOCTI MoAaHHS
perynsipHO OHOBJ/IIOBaHMX 3BITIB
3 6e3nekn fikapcbkmx 3acobiB y
€C). Pepakuis B Hakasi -
UA/8921/01/01. BipHa
pegakuis - UA/8921/01/02.

172.

HYBIIDXUN®

armodafini
|

apmogadi
Hin

NO6BA1
3

Tabnetkn no 150
Mr; no 7 TabneTok
y 6nicTepi; no 1
6nictepy B
Kopo6ui; no 10
Tabnetok y
6nicTepi; no 3
6nictepu B
KOpOoo6Li

Heypakcd
apm
dapmacb
toTikanc
C.N.

IcnaHis

BMPOGHMLTBO
Hepo3chacoBaHoi
npoaykuii,
KOHTPO/b Ccepil:
LlecpanoH TOB,
CLUA;

nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
[03BIiNT Ha BUMYCK
cepii:
MNIBA XpBatcka
[.0.0., XopsarTist

CLA/
Xopsari
A

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3miHa 3aaBHuka /13 (MIBIM)
(BnacHvika peecTpadjiiHoro

noceifYeHHs) (3riHO Hakasy
MO3 Bif 23.07.2015 Ne 460):
TepMiH BBEAEHHS 3MiH-
NpoTArom 6-T MicALIB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3araslbHEeHNX
[aHVX npo cucTemy

3a
peyenmo
M

UA/17446/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
thapmakoHarnagy (BBefeHHs

y3arasibHeHVX AaHunx Npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0CO6U,
BignoBiga/bHOI 3a 3MjACHEHHSI
thapmMakoHarnagy (Bkirovaoun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLieHHi macTep-chaiina
cucTemu chapMakoHarnsgy)
3MiHa yNnoBHOBaXKeHOT 0cobm
3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag. ditoua
pegakuisi: Oksana Bystrova.
MponoHoBaHa pefakuis: Lucia
Castrillo Soto. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOi 0co6u
3as1BHYKA, BignoBigasibHOI 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOT 0CObM 3asiBHUKA,
BignoBiganbHOI 3a
hapmakoHarnag, B Ykpaii.
MponoHoBaHa pegakuis:
[aHinosa /lapuca
BonogumupisHa. BBegeHHs
KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (papmakoHarnsg B YkpaiHi.
3MiHa MicLe3HaxoMKeHHS
mMacTep-aiina cucremu
dhapmakoHarnsgy Ta oro
Homepa. 3MiHa MicuA
3/1iiCHEHHS OCHOBHOI [isi/TbHOCTI
3 (hapmakoHarnsgy. 3Minm |
TMny - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
3MiHN BHECEHO Y TEKCT
MapKyBaHHs NepBUHHOI (M. 5)

yrnakoBKU fikapcbKoro 3acoby, a
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
came BUyYeHHs iHchopmadii
OO0 3as1BHMKA. TepMiH
BBEJEHHS 3MiH- NPOTArom 6-Tn
MicsILiB MicNs 3aTBepAKEHHS
173. | HYBIKUN® armodafini | apmopgachi | NO6BALl | Tabnetkn no 250 Heypakcg Icnanis BMPOBHMLTBO cLiA/ BHECEHHS 3MiH 40 3a UA/17446/01/03
| Hin 3 Mr; no 7 TabneTok apm Hepo3hacoBaHoi Xopsari peecTpauiiiHux maTepiasis: peyenmo
y 6nicTepi; no 1 dapmacb NPOAYKUiT, A 3MmiHa 3asBHuKa /13 (MIBIT) M
6nictepy B toTikasc KOHTPO/Ib Cepil: (BnacHuKa peecTpaujiiiHoro
Kopo6uj; no 10 C.N. LledpanoH TOB, NnocBiJYeHHs) (3rigHO Hakasy
Tabnetoky CLUA; MO3 Big 23.07.2015 Ne 460):
6nictepi; no 3 TepMiH BBEAEHHS 3MiH-
6nictepu B nepBrHHe, NPOTAroM 6-Tu MicALiB nicns
Kopoo6Li BTOPUHHE 3aTBEPKEHHSA. 3MiHU | TUny -

nakyBaHHs Ta
[03BiN Ha BUAMYCK
cepii:
MNIBA XpBatcka
[.0.0., Xopsaris

3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3arasibHeHNxX
[aHVX Npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnX Npo
cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOI 0coby,
BigNOBiAa/IbHOI 32 3[iACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVIKa 419 34iICHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBAXXEHOT 0CcO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy (Bkaovarym
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmilLieHHi macTep-thaiina
cucTemu chapMakoHarnsgy)
3MiHa yNnoBHOBaXKeHOi 0Ccobu
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnsg,. fivoua
pegakuisi: Oksana Bystrova.
MponoHoBaHa pepfakuis: Lucia
Castrillo Soto. 3MiHa KOHTaKTHUX
LaHnX yNMOBHOBaXXEHOT 0Co6U
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOT 0CObM 3asiBHUKA,
BiANoBigaNbHOT 3a
hapmakoHarnsg, B YKpaiHi.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

MponoHoBaHa peaakuis:
[JaHinosa flapuca
BonoammupisHa. BBeaeHHS
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6U 3asBHWKa, BigNOBiAaIbHOI
3a (hapmakoHarnsg, B Ykpaii.
3MiHa MicLie3HaxX0MKEHHS
MacTep-thaiina cuctemm
thapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[iACHEHHS OCHOBHOI AisNIbHOCTI
3 chapmakoHarnsgy. 3miHu |
My - 3MiHKU Woa0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHO Y TeKCT
MapKyBaHHS NepBUHHOI (M. 5)
yNakoBKM NikapcbKoro 3acoby, a
came BUyYeHHs iHchopmadii
OO0 3as1BHMKA. TepMiH
BBEJEHHS 3MiH- NPOTArom 6-Tn
MicsILiB MicNs 3aTBepAKEHHS

174.

HYBILXUN®

armodafini
|

apmogadi
HiN

NOG6BA1
3

Tabnetkn no 50
mr; no 10
Tabnetoky
6nictepi; no 3
6nictepu B
Kopoo6Li

Heypakcg
apm
dapmacb
toTikasic
C..

Icnanis

BMPOBHMLTBO
Hepo3hacoBaHoi
NPOAYKUiT,
KOHTPO/Ib Cepil:
LledpanoH TOB,
CLUA;

nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
[03BiN Ha BUAMYCK
cepii:
MNIBA XpBatcka
4.0.0., Xopsaris

Clia/
Xopsari
A

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiasis:
3MmiHa 3asBHuKa /13 (MIBIT)
(BnacHuKa peecTpaujiiiHoro

NnocBiJYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460):
TepMiH BBEAEHHS 3MiH-
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | TNy -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3arasibHeHNxX
[aHux npo cuctemy
hapmakoHarnsagy (BeefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnagy,
3MiHa YyNOBHOBaXeHOI 0coby,
BigNOBiAa/IbHOI 32 3[jCHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVIKa 419 34iICHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BifjMiHHA Bif,

3a
peyerimo
M

UA/17446/01/01




Hassa

MixHapo

Koo

203

n/n

JliKapcbK0O20
3acoby

OHa
HernameH
mosaHa
Has3sa*

pedyosuHU

ATX

dopma sunycky

(nikapcbka
¢popma,

ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

175.

HYPO®EH®

Ibuprofen,

ibynpodhe

MO1AES

YNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy (Bkao4yatum
KOHTaKTHi faHi) Ta/abo 3MiHN y

po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy)
3MiHa ynoBHOBaXXeHOi 0cobu
3asBHWMKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg,. ditoua
pegpakuis: Oksana Bystrova.
MponoHoBaHa pefakuis: Lucia

Castrillo Soto. 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXEHOT 0co6U
3asBHWMKa, BiANOBIAA/IbHOI 3a
chapmakoHarnsg,. BeegeHHs
KOHTaKTHOT 0COBU 3asiBHUKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
MponoHoBaHa peaakuis:
[JaHinosa flapuca
BonoammupisHa. BBeaeHHS
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cco6U 3asBHWKa, BigNOBiAaIbHOI
3a (hapmakoHarnsg, B Ykpaii.
3MiHa MicLie3HaxX0MKEHHS

MacTep-thaiina cuctemm
thapmakoHarnsgy Ta rioro
HoMepa. 3MiHa Micus
3[iACHEHHS OCHOBHOI AisifIbHOCTI
3 chapmakoHarnsgy. 3miHu |
My - 3MiHKU Woa0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHO Y TeKCT

MapKyBaHHS NepBUHHOI (M. 5)

yNakoBKM NikapcbKoro 3acoby, a

came BUyYeHHs iHchopmadii

OO0 3as1BHMKA. TepMiH
BBEJEHHS 3MiH- NPOTArom 6-Tn
MicsILiB MicNs 3aTBepAKEHHS

IHTEHC/B

ns

combinatio

H,

napatuera

Mon

1

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOIO; M0 6
a6o 12 TabneTok y
6nicTepi; no 1

6nictepy B

PekkiTT
BeHkizep
Xenckep
IHTepHeLw
HA NimiTeq

Benuka
BpuTaHi
P

PekkiTT BeHkizep
Xenckep

IHTepHeLLHN
NimiTeq

Benvka
BpuTaHi
A

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudikat BignoBigHOCTI/TE-

cepTudikaT BiANOBIAHOCTI

6e3
peyenma

€Bponeiicbkiit

UA/14588/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
hapmaxonei/MoHorpadii.

KapTOHHI KopobLyi

MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: Ans
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, Wo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[0MOMIXHOT PEYOBUHHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOTO BUPOOHMKA -
MogaHHA OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
CEP R1-2000-124 - Rev 09
(3aTBepmxeHo: R1-2000-124 -
Rev 08) ons gitoyoi pevoBuHU
Paracetamol Big Bxe
3aTBEPKEHOrO BUPOOHMKA
ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3miHK 3
aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONechbkil
hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: Ans
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, Wo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[0MOMIXHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe

3aTBEPKEHOrO BUPOGHMKA -
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

MofaHHA OHOBEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
CEP R1-2000-124 - Rev 10 gna
gitoyoi pevoBumHM Paracetamol
Bif] BXXE 3aTBEPAKEHOI0
BMpo6Huka ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3miHK 3
aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONechbkil
hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: aAns
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[OMOMIXHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MogaHHA OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
CEP 2000-124 - Rev 11 gns
Aitoyoi pevoBnHK Paracetamol
Bif] BXE 3aTBEPAKEHOIO
BMpo6HMka ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
China. 3miHu | TMny - 3miHK 3
skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTudcpikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
A®I; ons BuxigHoro

MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[OMOMIXHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MogaHHA OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
CEP 2000-124 - Rev 12 gns
Aitoyoi pevoBnHK Paracetamol
Bif] BXE 3aTBEPAKEHOIO
BMpo6HMka ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
China. 3miHu | Tuny - 3miHK 3
skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei: ans
A®I; onsa BuxigHoOro
Marepiany/peareHTy/npoMiXXHOTo
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
MofaHHA OHOBIEHOrO
cepTudikaTa BiANoBIAHOCTI
€Bponeiicbkiin hapmakonei Ne
R1-CEP 1996-061-Rev 15
(3aTBEepaxeHo: R1-CEP 1996-
061-REV 14) gns gitoyoi
peuoBuHm Ibuprofen Big, Bxe

3aTBEPPKEHOrO BUPOGHMKA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India.
176. | O3EMMNIK® semaglutid | cemarnytm | A10BJO po34nH ons A/T HoBo [aHis Brpo6HMLTBO [anisa/ BHECEHHS 3MiH 0 3a He UA/19176/01/01
e n- 6 iH'ekuil, 1,34 Hopgaick NPOAYKTY, KnTaiicb peecTpaLiiiHix MaTepianis: peyenmo nionsiea
aHanor mr/mn; HaMOBHEHHS Ka 3MiHM | TMNY - 3MiHK 3 AKOCTI. M €
N0ACbKOro 0,25/0,5 mr: no 1,5 KapTpuaky Ta HapogH [oTOBMIA NikapcbKuii 3aci6.
TNIOKaroHo M/1Y KapTpuaxax, KOHTPO/1b SKOCTI a 3MiHN y BUPOGHMLTBI. 3MiHa
nogiéHoro BK/T1AAEHNX Y npoaykuii in bulk; Pecny6n iMnopTepa/amiHu, Lo
nentuay-1 nonepegHb0 XiMiYHI/di3nYHI ika/ CTOCYHOTbCA BUMYCKY cepil Ta
(rnn-1), 3arnoBHeHy BUNPOBYBaHHSA, PpaHLin KOHTPO/IO AKOCTi rOTOBOrO
BUrOTOB/E 6aratofo30By MiKPOGIO/IOriYHi - nikapcbKoro 3acoby (3amiHa abo
HOro B ofHOpa3oBy CTepWIbHICTb Ta 00[aBaHHs AiNbHULI, Ha SKil
Saccharo npuL-pyudky; 1 MiKpOGiO/oriyHi - 34ilicHI0ETLCA
myces nonepegHL0 MiKpOGionoriyHa KOHTPO/b/BUNPOGYBaHHS cepil) -
cerevisiae 3anoBHeHa yuctoTa. Bunyck fofaBaHHA BUPOOHNYOI
3a wnpul-pyyka ta 6 cepii: AinbHuui HoBo Hopgick (Kutaid)
TexHosori 0 HOpPa30BUX A/T Hoeo Hopgick, dapmacbtoTikans Ko., ITa,.,
€10 ronok Hopo®aliH® [JaHis; KvTalicbka HapogHa
pekombiHa MNoC B KapPTOHHiIl Brpo6HuLTBO Pecny6nika, siKk anbTepHaTUBHOI
HTHOT AHK Kopobui; 1 mr: no NPOAYKTY, LiNbHUL BiANOBIZa/IbHOT 3a
3mny HarnoBHEHHSA HacTyMHi BUPO6HUYI cpyHKLT Ans
KapTpumKkax, KapTpuapKy Ta rOTOBOrO J1iKapCbKOro 3acoby
BK/1AAEHNX Y nepesipka sKOCTi O3emMnik® 1 Mr, po34unH 45
nonepegHb0 npoaykuii in bulk; iH’exuiii (EU/1/17/1251/005-006),
3arnoBHEHY KOMM/IEKTYBAHHS, a came: «KOHTpOsIb AKOCTI
6aratofo30By MapKyBaHHs Ta npoaykuii in bulk (B kapTpnaxi
ofHOpa3oBy BTOPWHHE no 3 mn); XiMivHi/piznyHi
npuL-pyuyky; 1 nakyBaHHs BUNPOBYBaHHSA, MiKpO6iooriyHi
nonepesHL0 roTOBOro — CTEPW/ILHICTb Ta
3arnoBHeHa nikapcbKoro MiKpo6ionoriyHi —
wnpuu-pyyka ta 4 3acoby MiKpoO6iosioriyHa YncToTax.
0 HOpPa30BUX (cemarnyTtng 1,34 BBeAeHHs 3MiH MPOTAroM 6-Tu

ronikn Hopo®aliH®
MoC B KapPTOHHiIl
KOpOoo6Li

MrI/MN, PO34YNH ANs
iH'eKUilA, Wwnpuy-
pyuka PDS290),
KOHTPO/b SIKOCTi
(XiMiuHi/di3nYHi
BMNPOOGYBaHHS)
npoAaykuii in bulk

Ta roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopgick,

[Oanis;

Brpo6H1UTBO

MiCALB NicNa 3aTBePIKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
MpoekTHMiA NpocTip Ta
nicnapeecTpavjiiiHuii NpoTokon
ynpaB/iHHA 3MiHamMW. BHeCeHHs
3MiH, Lo nepegbaveHi y
3aTBePMHKEHOMY NPOTOKONI
yNpaB/liHHA 3MiHaMK (BHECEHHSI
3MiHV aNns
6i0/10r4HOro/iMyHONOrYHOrO
niKkapcbkoro 3acooy) -
BMNPOBaPKEHHSA 3MiH,
nepego6adyeHux y
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
NPOAYKTY, 3aTBEPLKEHOMY NPOTOKONI
HarnoBHEHHA ynpasiHHA 3MiHAMW CTOCTOBHO

KapTpuaxy Ta
nepesipka AKOCTi
npoaykuii in bulk
(B kapTpuoki no 3

MJ1); KOHTPO/b
AKOCTI NPOAYKL,i in
bulk (B kapTpuaxi
no 3 mn);
XiMiuHi/i3nyHi
BMNPOOYBaHHS,
MiKpOGIONOorivHi —
CTEPUNBHICTb Ta
MiKpobionoriyHi —
MiKpo6ionoriuHa
yucrtoTa.
KoMnnekTyBaHHsA
roToBOro
nikapcbKkoro
3acoby

(cemarnyTng 1,34

Mr/MA, PO34nH gNs
iH'EKUiN, Wnpuy-

pyuka PDS290)
(ana 1 mr):
Hoso Hopgaick
(Kutait)
dapmacbioTikan3
Ko., Jita.,
Kntaiicbka
HapogHa
Pecny6nika;
KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
roToBOro
nikapcbKoro
3acoby

(cemarnytng 1,34

Mr/M/1, PO34WH A4S
iH'eKUil, wWnpuy-
pyuka PDS290),
KOHTPO/1b SIKOCTI

roToBOro

6i0/10ri4HOro roTOBOrO
nikapbckoro 3acoby O3emMnik® 1
MF, PO34YMH A5 iH eKLi
(EU/1/17/1251/005-006) ans
[ofaBaHHA BUPOBHNYOT
AinbHuui Hoeo Hopgick (Kutait)
dapmacstoTikans Ko., /T4,
KnTalicbka HapogHa
Pecny6nika, ik anbTepHaTUBHOI
AOinbHUUI, WO BignoBigaTumMe 3a
Taki BUPOGHNYI pyHKUIT
«Brpo6HMLTBO NPOAYKTY,
HaMoBHEHHS KapTpUaxXy Ta
nepesipka AKOCTi NpoAyKLUii in
bulk (B kapTpumxi no 3 mm)» VV-
REG-738182 1.0. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepakKeHHs. 3MiHu |
TUny - 3MiHM 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLUTBA A5 YacTuHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO /likapCbKOro 3acoby
(iHWi 3miHW) - foAaBaHHsA
BMPOGHWYOI AinbHULI HoBO
Hopgaick MpoatokcboH CAC,
PpaHLis, SK anbTepHaTUBHOTI,
LLIO BignoBigatume 3a HacTynHi
BMPOGHUYI OYHKLT 418 rOTOBOrO
nikapcbkoro 3acoby O3emMnik® 1
Mr, 1,34 mr/mn, B LWNpu1y- pyyli 3
KapTpUIKOM Ha 3 MmN
(EU/1/17/1251/005-
EU/1/17/1251/006), sk
«KomnneKTyBaHHs1 roTOBOro
niKkapcbKoro 3acoby
(cemarnytug, 1,34 mr/mn, po3ynH
015 iH KU, LWnpul-pyyka
PDS290). BBefieHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHK 3 sKocTi. FoTOBUIA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nikapcbKoro
3aco6by; gi3nyHi
BMNPOOYBaHHS.
Bunyck cepii (ans
1 mr):
Hoso Hopgaick
MpopatokcboH CAC,
®paHuis

nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLTBA A5 YacTnHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JlikapCbKoro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) - fofaBaHHsA
BMPOGHMYOT AinbHULI HoBO
Hopgaick MpoatokcboH CAC,
PpaHLuis, SK albTepPHATUBHOI,
LU0 BignoBigaTMMeE 3a HACTYMHi
BUPOGHMYI QYHKLT ANs
OsemMnik® 1 wr, 1,34 mr/mn, B
LUINPYL-PYYL 3 KAPTPULKOM Ha 3
mn (EU/1/17/1251/005-
EU/1/17/1251/006), a came:
«MapkyBaHHS Ta BTOPUHHE
nakyBaHHs». BBeleHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPKEHHSA. 3MiHu | Tuny -
3MiHK 3 aKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYITbCS BUMYCKY Cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHYKA, Lo
BignoBigae 3a BBeE3eHHs Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/Ib/BMNPOBYBaHHA cepii -
[04aBaHHsA BUPOOHNYOT
AinbHuui Hoso Hopgaick
MpogtokcboH CAC, ®paHuis, K
a/IbTEPHATUBHOI, LLIO
Bignosigatume 3a HacTynHi
BMPOGHUYI PYHKLT 4715 rOTOBOrO
nikapcbkoro 3acoby O3emnik® 1
Mmr, 1,34 mMr/mn, B LWUNpUL-pyYL 3
KapTpUKOM Ha 3 Mn
(EU/1/17/1251/005-
EU/1/17/1251/006), a came:
«KOHTpO/Ib AIKOCTI rOTOBOrO
NiKapcbKoro 3acoby; gi3nyHi
BMNPO6YBaHHSA. Bunyck cepii».
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3MiHV BHECEHO B IHCTPYKLiO AN
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"BypobHMKN" Ta
"Micue3HaxomKeHHs BUPOGHYKIB
Ta afpecu MicLs NPOBaKEHHS
X OisiNbHOCTI" (BHECEHHS
[04aTKOBOT AiNnbHULI ANs
[03yBaHHA 1 Mr) Ta siK Hacnigok
3aTBEPAXKYETLCA TEKCT
MapKyBaHHS yNaKkoBKU
nikapcbkoro 3acoby ans
[0AaTKOBOrO BUPOBHNMKA.
IHCTpyKUis AN MegnYHoro
3aCTOCYyBaHHSA NiKapCcbKoro
3acoby (419 fo3yBaHHA 1 Mr)
(eCTD Bepcis 0000). TekcT
MapKyBaHHS yNaKkoBKu
nikapcbKoro 3acoby y A03yBaHHi
(eCTD Bepcist 0002). BBegeHHs
3MiH NpOTAroM 6-Tn MicsuiB
nicnsa 3aTBepAKeHHs. 3MiHn |
TUMy - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHu y
BUPOGHMUTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOT AifIbHUL
BMPOGHMLTBA A/151 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(iHLWi 3MiHW) - foAaBaHHSA
BUPOBHMYOT AinbHULI HoBO
Hopgaick (Kutaii)
dapmacsbtoTikans Ko., iTa.,
KnTalicbka HapogHa
Pecny6nika, Sk anbTepHaTUBHOI,
LU0 BigNoBigaTMMeE 3a HACTYMHi
BUPOGHMYI QOYHKLT, WO
3acTocoBHI Ana O3emMnik® 1 wr,
pO3uunHy ans iH'ekuiin, 1,34
mr/mn (EU/1/17/1251/005 Ta
EU/1/17/1251/006), a came:
«KomnneKTyBaHHs1 roTOBOro
niKkapcbKoro 3acoby
(cemarnytug, 1,34 mr/mn, po3yumH
015 iH KU, LWnpul-pyyka
PDS290)». BBeieHHS 3MiH
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
NPOTArom 6-Tn MicALiB nicns
3aTBepAXeHHs. Bepcisa MKA N3
(0002).
177. | OKCUBYTUHI | oxybutynin | okcnbytuH | GO4BDO | Tabnetku, 5 mr, no AKKopp, Monbua Brpo6HuLTBO IHpia/ BHECEHHS 3MiH [0 3a UA/19193/01/01
H FrEHEAM iHy 4 10 TabneToky Xenckea nikapcbKkoro ITanis/ peecTpauiiiHix MaTepiasiis: peyenmo
rigpoxnop 6nicTepi; no 3 Moncka 3acoby, nepBuHHe | ManbTa/ 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
na, 6nicTepu y nauui Cn. 3.0.0. Ta BTOPUHHE Yexia/ [oTOBWIA NiKapcbkmii 3aci6.
nakyBaHHs, Benuka KOHTPO/Ib FOTOBOIO NiKapCbKoro
KOHTPO/b AKOCTI BputaHi 3acoby. 3miHa y MmeTogax
cepii: IHTac al BMNPOBYBaHHA roTOBOro
dapmacbtoTikasc Monbwa NiKapcbKoro 3acoby (HesHayHa

Nimiten, IHAis;
Brpo6HuLTBO
nikapcbKkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs: IHTac
dapmacbioTikasc
Nimiten, IHais;
KOHTpOsb SIKOCTI:
dapmagokc
Xenckea fliviteq,
ManbTa;
KoHTponb skocTi:
NABAHANIBIC
C.P.N., Itanis;
KoHTponb skocTi:
TOB AJNIC Yecbka
Pecny6nika,
Yexis;
KoHTposb sikocTi:
TOB AJIC Yecbka
Pecny6nika,
Yexisa; fopaTkoBa
OinbHUUS 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP/,
XEJNICKEA
NIMITEA, Benvka
BpuTaHis;
BignosiganbHuii
3a BUMYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3 0.0.

3MiHa y 3aTBEepIKEHNX MeToAax
BUNpo6yBaHHA) BHeceHHs
HE3HAYHMX 3MiH A0 aHaTITUYHUX
MeToamkK "KinbkicHe
BU3HaYeHHA" Ta "PO34nMHEHHA".
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Cknag ImnopTtepa,
MonbLla
178. | OPOCA/b - rekcetnam | RO2AA2 | po3unH s MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 6e3 niosnsiea UA/20404/02/01
H, XONiHy 0 poToBoi aKLjioHepH akuioHepHe peecTpaLiiiHix MaTepianis: peyenma €
caniumnat NOPOXHWHM; NO e TOBapuCTBO 3MiHu | TUNY - AGMiHICTPaTUBHI
, 120 mn abo no TOBapucTB hapmaLeBTUYHa 3MiHW. 3MiHa Ha3BW NikapCcbKoro
xnopbyTaH 200 M1y chnakoHi o] habpuka "Biona" 3acoby - 3miHa Ha3BK
ony CKNsTHOMY B hapmaueB NiKapcbKoro 3acooby.
remirigpar KapTOHHIN nauui 3 TUYHa 3ATBEP)XEHO: OPA/IOP
MipHUM habpuka (ORALOR).
CTakaH41KoMm; no "Biona" 3AMNPOINOHOBAHO:
120 mn abo no OPOCA/Ib (OROSAL). TepmiH
200 mn y chnakoHi BBE/lEHHS 3MiH - NPOTArom 6
nonimepHomy B MiCALB NicNa 3aTBEPAKEHHS.
KapTOHHIN nayui 3 TeKCT MapKyBaHHS ynakoBKu
MipHUM nikapcbkoro 3acoby (eCTD
CTaKaH4YMKOM Bepcis 0006) IHCcTpyKuis gns
MeAMYHOr0o 3acTOCYBaHHS
nikapcbkoro 3acoby (eCTD
Bepcist 0003). OHoBneHi MKA 13
eCTD 0003.
179. | ODTAH® - uutoxpom, | SO1XA Kpanni ouHi; no 10 CaHTeH ®iHNAHA, B1po6HMK, PiHNAHA BHECEHHS 3MiH A0 3a UA/5593/01/01
KATAXPOM a[leHO3WH, My do1akoHi 3 AT, in BiANOBIAaIbHMI 3a is/ peecTpauiiiHux maTepiasis: peyenmo
HiKOTUHaMi KpanesbHuueto, No | PiHNaHAIA BMPOGHMLTBO in Higepna 3MiHu | TUNY - AOMiHICTPaTUBHI M
b} 1 donakoHy B bulk, nepsuHHe HAY 3MiHW. BunyyeHHs BUpOOHUYOI

KapTOHHI Kopo6Li

nakyBaHHS,
KOHTPO/Tb SIKOCTI:
Hekct®apma AT,
diHNAHAIA;
Brpo6HuK
BiiNOBigabHWIA 3a
BUMYCK Cepii:
CaHTeH AT,
PiHNAHZIS;
B1po6HMK,
BiANOBIgabHUI 3a
BTOPVHHE
nakyBaHHS:
MaHydakTypiHr
MakariHr dPapmaka
(MM®) 6.B.,
Higepnanan

AinbHULI (BKOYAOYM AiNbHUL
ons A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
npoBefeHHs NakyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IBHOTO 3a
BWMYCK Cepiii, MicLe
NpoBefileHHA KOHTPOJII0 cepif)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHTty abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0CbE). BunyyeHHs
BMPOGHWYOI AiNbHNL ANs
BTOPVHHOI YNakoBKK, a came
Hekctdapma AT, PiHnaHAA
[OiNbHULSA WO BUKOHYE DYHKLHO
BTOPVHHOTIO NakKyBaHHSA
3amwaeTbea MaHnydakTypiHr
Makarinr ®apmaka (MM®) B.B.,
HigepnaHgn. 3miHu | Tuny -
3MiHK 3 sKocTi. CepTudikar
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BignosigHoCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChbkil
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikata BiANoBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTBCS Y
BUPOGHMUTBI A®I; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBReHu cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKA.
MofaHHA OHOBEHOrO
cepTucpikaTy BifgnoBigHOCTI
€Bponeiicbkiin hapmakonei CEP
R1-CEP 2004-110-Rev 05
(3atBepmxeHo: CEP R1-CEP
2004-110-Rev 04) ansa gitoyoi
peyoBuHU HikoTrHamig, Big BXe
3aTBEPLKEHOIO BUPOGHMKA
Lonza Guangzhou Nansha Ltd.,
Kutalii sikuii 3MiHMB Ha3BY Ha
Lonza Guangzhou
Pharmaceutical Ltd, Kutaii

180.

NMAKCOBAP

paclitaxel

naknitakce
n

L01CDO
1

KOHLIeHTpaT Ans
PO34nHY AnA
iHdpysiit, 6 mMr/mn;
no 5 mn (30 mr),
abo no 16,7 mn
(100 mr), abo no
25 mn (150 wmr),
a6o no 50 mn (300
Mr) y donakoHi; no
1 donakoHy B nayw

TOB
«BYCT
DPAPMA»

YKkpaiHa

dapmaxemi B.B.

Higepna
HAN

BHECEHHS 3MiH [0
peecTpauiiiHix MaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaT BiANOBILHOCTI
€Bponeiicbkii
hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei: aons
A®I; onsa BuXigHoOro
MaTepiasny/peareHTy/MpoMiXKHOro
npoaykTy, Wo
BMKOPUCTOBYIOTbCS Y

3a
peyenmo
M

UA/20331/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUPOGHMUTBI ADI; Ans
[OMNOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKA.
MofaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
CEP 2009-236 - Rev 04
(3atBepaxeHo: CEP 2009-236 -
Rev 03) ana A®I| naknitakceny
Bif] BXE 3aTBEPAKEHOIO
BMpo6Huka TEVA CZECH
INDUSTRIES S.R.O., Yecbka
Pecny6nika. 3miHun | Tuny -
3MmiHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudcpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei: ans
A®I; onsa BuxigHoOro
Marepiany/peareHTy/npoMiXXHOTo
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOGHYMKA.
MofaHHA OHOBIEHOrO
cepTudikaTa BiZnNoBIAHOCTI
€Bponeiicbkin hapmakonei Ne
CEP 2009-236 - Rev 05 gnia Aol
naknitTakceny Bif Bxe
3aTBEPLKEHOIO BUPOGHMKA
TEVA CZECH INDUSTRIES
S.R.0O., Yecbka Pecnyb6nika.
3MiHu | TURY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

€Bponeiicbkiii
thapmakonei/moHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei: ans
A®I; onsa BMxigHOro
Marepiany/peareHTy/npoMiXXHOTo
MPOAYKTY, WO
BMKOPVCTOBYIOTbCSH Y
BMPOGHMLTBI A®I; ans
[0NOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBneHWit cepTuddikaT Big yxe
3aTBEPLKEHOr0 BUPOGHYMKA.
MofaHHA OHOBIEHOrO
cepTudikaTa BiANoBIAHOCTI
€Bponeiicbkin hapmakonei Ne
CEP 2009-236 - Rev 06 gnia Adl
naknitTakceny Bif Bxe
3aTBEPLKEHOIO BUPOGHMKA
TEVA CZECH INDUSTRIES
S.R.0O., Yecbka Pecnyb6nika,
AKWiA 3mMiHnB Ha3By TAPI CZECH
INDUSTRIES S.R.O., Yexisi.

181.

NMEKTONBAH
® cTon

Cough
suppressa
nts and
expectora
nts

6yTamipar
y yuTpar,

ryalicpeHe
3UH

RO5FBO
2

Kpanni opasibHi; no
25 Mn y dhNakoHi;
no 1 dpnakoHy B
nayj 3 KapToHy

AT
"papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaT BiANOBILHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb 40
MoHorpadii AdY abo
€BponeiiceKoi hapmakonei, abo
iHLLOT HaujoHabHOT dhapmMakonei
nepxasun €C (iHLWi 3MiHW)
MpuBegeHHA cneundikaii Ta
METO/iB KOHTPOJIKO AOMOMIXKHOI
peyoBuHu "MonicopbaTt 80" y
Bi4MNOBIAHICTb 40 BAMOT
OHOB/IEHOT MOHOrpadii €P.
KOHTpo/1b 3a 3aTBEPAHKEHUM

Bes
peyenma

UA/10685/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

NOKa3HUKOM SIKOCTI "Bavkki
MeTasin" 3 BCTaHOB/IEHUM
KpUTEpieM NPUIHATHOCTI He
6inbLwe 0,001 % (10 ppm)
3amwaeTbesa y cneyudikauii Ta
MeToAax KOHTPOJIO AOMOMIKHOI
peyoBuHu "MonicopbaTt 80"

182.

NEMOS3AP

esomepra
zole

esomenpa
30N
HaTpito

A02BCO
5

MopOLLIOK
niogpinizoBaHwWit
AN PO34MHY ANns
iH'EKU Ta iHy3il
no 40 wmr, no 1
hnakoHy 3
MOPOLLKOM Yy
KapTOHHii
ynakoBLij

CaH
dapmachb
foTUKan
IHoacTpi3
Nimiteq

IHgis

CaH
dapmacbloTuKan
IHpacTpis /T4,

IHgis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo
[0oNyCTUMUX MEX MepBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro
3aco6y (BWUYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag,
3aCTapisioro NokasHukay)) -
OHOBJIEHHSA cneumdikauii ans
nakysasibHoOro matepiasty 20MM
GREY BROMOBUTYL IGLOO
RFS RUBBER STOPPER
HELVOET V9172 FM460
(EXPO), a came BUTyYEHHS
TecTiB «lgeHTudpikauisa — A» tTa
«Baxki meTanu - 12 mn po3ymHy
S». [NepernsaHyTo Ha3By TecTy
«lpeHTudpikauis b» Ha
«lgeHTudikalia 3a gonomororo
IU». Tak K TecT «laeHTndikayis
— A», BUIy4aloThb, W06 y3rogutn
cneuudikaLiio 3 YAHHO
papmakoneeto. TecT, Wwo
3anuwmBecs, laeHTudikauis b,
nepelimeHoBY€ETbCA Ha
«lgeHTudpikauis 3a gonomoroto
14>, OHOBNEHO /NLLE Ha3BY
TecTy, MeTog, aHanisy
3aMLWKnBCS 6€3 3MiH.

3a
peyerimo
M

UA/16240/01/01

183.

MIHAN

tadalafil

Taganadi

GO4BEO
8

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOt0, no 10
Mr, 1Mo 4 TabneTkn
y 6nicTepi; no 1

AT
"dapmak”

YkpaiHa

BMPOGHMLTBO
roTOBOI NiKapCbKOi
dopmu, NepBrHHA

Ta BTOPMHHA

ynakoBka:

IHais/
Ipeuis/
ManbTa/
IHais

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MmiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3MiHK y BUPOGHMLTBI. 3MiHa

3a
peyenmo
M

UA/18124/01/03
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
a6o no 2 6nictepu KoxaHc iMnopTepa/amiHu, Lo
B KQpPTOHHI nauui NavichcaiteHc CTOCYIOTbCS BUMYCKY Cepii Ta
Nimiten, IHAjN; KOHTPOJIH0 SIKOCTi FOTOBOrO
nepBuHHA nikapcbKoro 3acoby (3amiHa abo
ynaKkoBKa, [oAaBaHHA AifbHULI, Ha KR
BTOPUHHA 3[jicCHI0ETbCA
ynakoBKa, KOHTPONb/BUNPOBYBaHHSA cepi)
KOHTPO/ib Ta BBEEHHS a/lbTEPHATVBHOTO
BUMYCK Cepii: BMpOGHUMKa 13 B-EHWwyp
DxeHecpapm C.A., dapma TekHonoaxic MpalisiT
Ipeuis; Nimiten, HAjA, Wo Bignosigae 3a
MiKpO6ioorivHuiA KOHTpO/b cepii. 3miHu | Tuny -
KOHTPO/b: 3MiHu 3 sikocTi. FoTOBWMIA
AN CsicT nikapcbkuii 3aci6. 3MiHn y
Cepgices BMPOGHMLTBI. 3amiHa abo
(ManbTa) NTa, BBEAEHHS [0AATKOBOI AiNbHUL
ManbTa,; BMPOGHMLUTBA A/151 YacTuHM abo
BMPOGHMNLITBO BCbOro BUPOBGHMNYOro npouecy

roToBOI NiKapCbKoi
dopmu, NepBrHHA
ynakoBka,
BTOPUHHA
ynakoBka,
KOHTPO/Ib Cepili:
B-EHwyp ®apma
TekHonogxic
MpaiBit MimiTea,
IHAis

roTOBOrO JlikapCbKoro 3acoby
(AinbHUUS, Ha SAKIl NPOBOAATLCS
6yab-ski BUpO6HUUI cTagjl, 3a
BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 AIKOCTI, NEPBUHHOTO
Ta BTOPVMHHOTO NakyBaHHSA, 415
HeCcTepUbHUX NiKapCbKunx
3ac06iB) BBEEHHS
a/lbTEPHATUBHOIO BUPOBHMKA
N3 N3 B-EHwWwyp dapma
TekHonopxic MpaisiT JlimiTea,
IHais, wo Bianosigae 3a
BMPO6HULTBO [/13. 3MiHK | TUNY
- 3MiHu 3 saKocTi. FoToBUi
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOT AifIbHUL
BMPOGHMLTBA A/151 YacTUHU abo
BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHs) BBEEHHS
aflbTEPHATUBHOIO BUPOBHMKA
'N3 B-EHwyp ®apma
TekHonopxic MpaiisiT NlimiTen,
IHAjs, Wo Bignosigae 3a
nepBUHHE NakyBaHHS. 3MiHu |
TUny - 3MiHK 3 sKoCTi. [0TOBWMIA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLTBA A5 YacTnHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JlikapCbKoro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) BBEAEHHS
a/IbTEPHATUBHOIO BUPOBHMKaA
N3 B-EHWwyp ®apma
TekHonopxic MpavisiT JlimiTea,
IHais, wo Bianosigae 3a
BTOPWHHE NaKyBaHHS.

184.

NIHAN

tadalafil

Taganadi
n

GO4BEO
8

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr, no 1 Tabnetuyj
y 6nicTepi; no 1
6nictepy B
KapTOHHI nayw;
no 2 Tabnetkn y
6nictepi; no 1, abo
no 2, abo no 4
6nictepu B
KapTOHHI nayuy;
no 4 Tabnetkny
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN navuyj

AT
"®Gapmak”

Ykpaina

BMPOOBHMLTBO
roToBOT NiKapCbKoi
dopmu, NeperHHA

Ta BTOPMHHA

ynakoBka:
KoxaHc
NaiidpcaiteHc
Nimiten, IHAis;
nepBuHHa
ynakoBka,
BTOPVHHA
ynakoBka,

KOHTPO/Ib Ta

BUNYCK cepil:
Ixenecbapm C.A.,

Ipeuist;
MiKpobiosoriyHuniA
KOHTPO/Ib:
AN CeigpT
Cepsices
(ManbTa) N14,
ManbTa;

BMPOGHMLTBO
roToBOI NiKapCbKOi
¢opmu, NepBrHHA

ynakoBka,

BTOPUHHA

ynakoBka,
KOHTPO/Ib Cepili:
B-EHLyp dapma

Ipeuis/
ManbTta/
IHais

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPO/IIO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil)
BBE/IEHHSA a/lbTePHaTUBHOIO
BMpOGHUMKa 13 B-EHWyp
dapma TekHonoaxic Mpaiisit
NimiTeq, IHAig, Wo BignoBigae 3a
KOHTPO/Ib cepii. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FOTOBUIA
NiKapCbKuiA 3aci6. 3mMiHN y
BMPOGHMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOT AifIbHULL
BMPOGHMUTBA 4151 YacTuHM abo
BCbOro BUPOBGHMNYOro npouecy
roTOBOrO JlikapCbKoro 3acoby
(AinbHUUS, Ha SKi NPOBOAATLCS
6yab-ki BUPO6HUUI cTagjl, 3a
BWHATKOM BUMYCKY Cepil,
KOHTPOJIIO AKOCTi, NePBUHHOTO
Ta BTOPVMHHOTO NakyBaHHSA, A5
HeCTepUbHUX NiKapCbKnx

TekHonomKiC 3aco06iB) BBeAE€HHS
MpaiBit MimiTen, anbTepHaTMBHOIO BUPOGHMKa
IHAis 13 T3 B-EHWwyp ®apma

3a
peyerimo
M

UA/18124/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TekHonogxic Mpaiisit NimiTes,
IHAjA, Wo Bignosigae 3a
BMPOGHULTBO /13, 3MiHn | TUNYy
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AAaTKOBOI AiNbHUL
BMPOGHMLTBA A/15 YacTUHN abo
BCbOro BUPOBGHMYOro npouecy
roTOBOrO JlikapCbKoro 3acoby
(AinbHUUSA ANA NEPBUHHOIO
nakyBaHHs) BBEEHHSA
aflbTePHATUBHOIO BUPOBHMKaA
'N3 B-EHwyp ®apma
TekHonogic Mpaisit NimiTes,
IHais, wo signosigae 3a
nepBUMHHE nakyBaHHS. 3MiHu |
TUny - 3MiHM 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHML
BUPOGHMLUTBA A5 YacTuHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO /liKkapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs1) BBEAEHHS
a/lbTEPHATUBHOIO BUPOBHMKA
N3 B-EHWwyp ®apma
TekHonogyxic Mpansit NimiTes,
IHais, wo Bianosigae 3a
BTOPWHHE NaKyBaHHS.

185.

MIHAN

tadalafil

Taganadgi
n

GO4BEO
8

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5
mr, no 14
Tabnetok y
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI nayui

AT
"®Gapmak”

Ykpaina

BMPOBHMLTBO
roToBOT NiKapCbKoi
dopmu, NeperHHA

Ta BTOPUHHA

ynakoBka:
KoxaHc
NaiidpcaiteHc
Nimiten, IHAis;
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka,

KOHTPO/Ib Ta

BUNYCK cepil:
[xenecpapm C.A,,

IHgis/
Ipeuis/
ManbsTa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0J4aBaHHs Ai/TbHULI, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil)
BBE/IEHHSA a/lbTePHaTUBHOMO
BMpOGHUMKa 13 B-EHWyp
dapma TekHonomxic Mpaiisit

3a
peyerimo
M

UA/18124/01/02
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Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Ipeuis; NimiTen, IHAig, Wo sBignosigae 3a
MiKpOGionorivHuiA KOHTPO/b cepii. 3miHu | Tuny -
KOHTPO/Ib: 3MiHu 3 siKocTi. [oToBWMIA
ANNN CeicT nikapcbkuii 3aci6. 3MiHn y
Cepsices BMPOGHMUTBI. 3amiHa abo
(ManbTa) N14, BBeAEHHS A0AATKOBOI AiNbHUL
ManbTa; BMPOOHMLTBA 4151 YaCTUHM abo
BMPOGHMLTBO BCbOr0 BMPOGHMYOro npouecy

rOTOBOI NiKapCbKOi
¢opmMu, NepBUHHA
ynakoBka,
BTOPUHHA
ynakoBka,
KOHTPO/Ib Cepili:
B-EHwyp ®apma
TekHoNomxic
Mpaisit Mimitea,
IHais

rOTOBOrO /liKkapCbKOro 3acoby
(minbHUUSA, Ha AKili NpOBOASATLCSA
6yab-ki BUPO6HUUI cTagji, 3a
BVIHAITKOM BWMYCKY CepiiA,
KOHTPOJII0 AKOCTi, NePBUHHOIO
Ta BTOPVMHHOTO NakKyBaHHSA, 4115
HecTepUsIbHNX NiKapCbKnx
3aco06iB) BBeZleHHS
anbTepHaTUBHOIO BMPOGHMKa
N3 N3 B-EHwyp ®apma
TekHonogxic Mpaisit NimiTes,
IHAjA, Wo Bignosigae 3a
BMPOGHULTBO /13, 3MiHn | TUNYy
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AAaTKOBOI AiNbHUL
BMPOGHMLTBA A/15 YacTUHN abo
BCbOro BUPOBGHMNYOro npouecy
roTOBOrO JlikapCbKoro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHs) BBEEHHSA
afbTePHATUBHOIO BUPOBHMKaA
N3 B-EHwyp ®apma
TekHonogic Mpaisit NimiTes,
IHais, wo signosigae 3a
nepBUMHHE nakyBaHHS. 3MiHu |
TUny - 3MiHK 3 sKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBeAEHHS A0AATKOBOI AiNbHUL
BUPOGHMLUTBA A5 YacTuHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO /liKkapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs1) BBEAEHHS
a/IbTEPHATUBHOIO BUPOBHMKaA
13 B-EHWwyp ®apma
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yoBUHU c¢hopma, Ka uka & 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
TekHonogxic Mpaiisit NimiTes,
IHAjA, Wo Bignosigae 3a
BTOPUHHE NaKyBaHHs.
186. | MPEAYKTAN Trimetazid | TpumeTtasn | CO1EB1 | kancynu ne PpaHuin 3AT YropLuu BHECEHHS 3MiH [0 3a UA/17645/01/01
® Of, 40 MIr ine ONHY 5 nposioHroBaHoi gii | JIJABOPAT dapmaueBTUYHWI Ha peecTpauiiiHix MaTepiasiis: peyenmo
aurigpoxn TBEpA, no 40 wmr; YAP 3aBof ElC 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
opug no 10 kancyny CEPBE (BupobHuuTBO Ta A®I|. BUpobHuLTBO. 3MiHA

6nicTepi; no 3 abo
9 bnicTepiB y
KOpOO6LLi 3 KAPTOHY

KOHTPO/Tb SIKOCTI;
MNakyBaHHs Ta
BUMNYCK cepir)

BUPOGHMKA
BWXiZHOro/NPOMIiXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTBCSA Y
BMPOGHUYOMY npoteci AdDl, a6o
3MiHa BUPOGHMKa (BK/IHOUaouu,
e HeobxiaHo, micue
NpoBefileHHA KOHTPOJII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI
€Bponelicbkiin dhapmakonei y
3aTBEPAKEHOMY [1OCLE)
(3anponoHoBaHMin BUPOGHWMK
HanNexuTb Ao Tiel camol
BVMPOGHMYOT rpynu NignpUeMCTBs,
LLLO 11 3aTBEepAKEHNIA) 3amiHa
BMPOGHWYOI AiTbHULL BUXiZHOT
cuposuHun TMBA (2,3,4-
TPUMETOKCMOEH3aNbAETIA).
Takox 3asBHMKOM BHOCUTbCS
He3HayHe OHOBJ/IEHHS [0
po3giny "3.2.S.5 CtaHgapTHI
3pasku abo npenapartn.”.
[itoya pepakuis:
TIANJIN WISDOW CHEMICALS
4 Cui Ping road, Jixian
Economic and Technological
development zone Tianjin -
China
MponoHoBaHa pegakuis:
CANGZHOU WISDOM
PHARMA Co., Ltd
East of Jingyi Road Coastal-port
Economic and Technological
Development Zone West
Cangzhou, Hebei Province —
China
3MiHM | TUNY - 3MiHK 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BUPOGHMKa

BWXi4HOr0/MPOMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BMPO6HUKa (BK/IKOYatoum,
e HeobxiaHo, micue
NpoOBefEeHHSI KOHTPOJIHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y
3aTBEpAKEHOMY AOChE)(iHLWi
3MiH1) [JogaBaHHSA BUPOGHMKa
BWXiAHOT cMpoBuHY 2,3,4-
TpYMeTOKCcMbeH3anbaerig, a
came: SHRI VINAYAK CHEMEX
(INDIA) PRIVATE LIMITED
(T-11, MIDC Tarapur Boisar
Dist. Palghar, Pin 401 506 -
Maharashtra - India). 3minu |
TUMy - AAMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecy MicLs NpoBadKEHHS
[iSNbHOCTI BUPOBHUKA
(BKIOYAKOUK, 38 HEOOXIAHOCTI,
MicLie NpoBEeAEHHS KOHTPO/IHO
AKOCTi), ab0 BnacHuKa macTep-
(paiina Ha Adl, abo
nocravasibHuka A®1/BMxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI ADI (AKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BigCYTHOCTI
cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y
3aTBEpAXEHOMY [OCbE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PEYOBUHM (SKLLLO 3a3HAYEHO Y
[ocbke) 3MiHa Ha3Bu Ta agpecu
BMPOGHMKA BUXIAHOI PEYOBUHMN
ninepasuHy. MoyaTtkoBi eTanu
BMPOBHMLTBA BUXIAHOT
CMPOBUWHY MinepasuHy
3pilicHIOlTLCA B Kutal, ane
OCTaHHili eTan BUpo6HMLTBA, a
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TaKoX KOHTPO/Ib | BUNYCK cepil
3pjiicHoeTbCA B LUBedji. Bei
eTanu BUpOBHMLTBA,
3[iCHIOTLCS B TOMY X MicLi, @
BCi BUPOGHMUYI onepadii
3a/MwalTbCa 6e3 3MiH.
Litova pepakuis:

AKZO NOBEL
1801 Mid Haitian Rd, Xiepu
Town, Zhenhai district 315204
Ningbo City Zhejiang Province -
China
MponoHoBaHa peaakuis:
NOURYON
Uddevallavagen 17 SE-44485 —
Stenungsund - Sweden

187.

NPEAYKTAN
® 0J, 80 MI"

Trimetazid
ine

TpymeTasu
avHy
avrigpoxn
opug,

CO1EB1
5

Kancynm
NPOJIOHrOBaHoI Aji
TBEpAi, no 80 wmr;
no 10 kancyny
6nicTepi; no 3 abo
9 6nicTepiB y
KOpOOLi 3 KAPTOHY

ne
NABOPAT
YAP
CEPB'E

dpaHuis

3AT
dapmaneBTUYHNIA
3asog ErIC
(BrpobHMuTBO Ta
KOHTPO/b SIKOCTI;
MakyBaHHA Ta
BUMYCK cepii)

YropLm

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
AdI. BupobHMUTBO. 3MiHa
BMPOGHMKa
BUXiHOro/MpoMiXHOro
NpoAyKTy/pearexTy, Lo
BUKOPWCTOBYHOTHCSA Y
BMPOGHUYOMY npotieci API, ab6o
3MiHa BMPOOHUKa (BKKOYatouu,
e HeobxiaHo, micue
NpOBeEHHS KOHTPOJTHO AKOCTI)
A®| (3a BigcyTHOCTI
cepTudikata BiAnoBiAHOCTI
€sponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCHE)
(3anponoHoBaHwWit BUPOBHUK
HasiexuTb [0 Tiei camol
BMPOBHMYOT FpynNn NigNPUEMCTB,
Lo i 3aTBEpAKEHNIA) 3amiHa
BMPOGHWYOT [ibHNL BUXiLHOT
cupoBuHn TMBA (2,3,4-
TpUMEeTOKCUbeH3anbaeria).
TakoX 3asiBHUKOM BHOCUTLCS
He3HayHe OHOBJ/IEHHS A0
po3giny "3.2.S.5 CtaHgapTHI
3pasku abo npenapatn.”.
[Litova pepgakuis:
TIANJIN WISDOW CHEMICALS
4 Cui Ping road, Jixian

3a
peyerimo
M

UA/17645/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

Economic and Technological
development zone Tianjin -
China
MponoHoBaHa peaakuis:
CANGZHOU WISDOM
PHARMA Co., Ltd
East of Jingyi Road Coastal-port
Economic and Technological
Development Zone West
Cangzhou, Hebei Province —
China
3MiHu | TUNY - 3MiHK 3 AKOCTI.
AdI. Bupo6HMuTBO. 3MiHa
BMPOGHMKa
BWXiAHOro/MpOMiXXHOro
NpoayKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCSH Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHUMKa (BKOYaKOUH,
e HeobxiaHo, micue
NpoBeZleHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y
3aTBEpPKEHOMY [0ChE)(IHLLi
3MiHM) [logaBaHHSA BUPOGHMKA
BWXigHOT cpoBuHYK 2,3,4-
TpUMeTOKCMbeH3anbaeria, a
came: SHRI VINAYAK CHEMEX
(INDIA) PRIVATE LIMITED
(T-11, MIDC Tarapur Boisar
Dist. Palghar, Pin 401 506 -
Maharashtra - India). 3miHu |
MY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo
afpecu Micus NPoBaKEeHHS
LisNbHOCTI BUpOOHMKaA
(BKTHOYAKOUM, 32 HEOOXIAHOCTI,
MicLie NPOBEeAEHHS KOHTPO/O
AKOCTI), abo BnacHuKa mactep-
tharina Ha Adl, abo
noctavanibHuka A®I/BMxigHoro
matepiany/peareHTy/nPOMiKHOIo
NpPOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI ADI (AKLLO

3a3HayeHo y A0CbE Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nikapcbkuii 3acib) 3a BigCyTHOCTI
cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y
3aTBEpMXEHOMY [OCbE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PEYOBMHM (SKLLLO 3a3HAYEHO Y
[ocbe) 3MiHa Ha3Bu Ta agpecu
BMPOGHMKA BUXIAHOI PEYOBUHMN
ninepasuHy. MoyaTtkoBi eTanu
BMPOBHMLTBA BUXIAHOT
CMPOBUWHY MinepasuHy
3pilicHIOlTLCA B Kutal, ane
OCTaHHili eTan BUpo6HULTBA, a
TaKOX KOHTPO/b | BUMYCK cepil
3pilicHi0eTbesA B LUBeLji. Bei
eTanu BUpOBHMLTBA,
3[iiCHIOIOTLCA B TOMY X MicLi, a
BCi BUPOGHMUYi onepadii
3a/MwaTbes 6e3 3MiH.
[itoya pepakuis:
AKZO NOBEL
1801 Mid Haitian Rd, Xiepu
Town, Zhenhai district 315204
Ningbo City Zhejiang Province -
China
MponoHoBaHa pegakuis:
NOURYON
Uddevallavagen 17 SE-44485 —
Stenungsund - Sweden

188.

PEBIT

peTuHony
auerar
(BiTaMmiH
A); TiamiHy
rigpoxnop
na
(BiTaMmiH
B1);
pubocdnas
iH (BiTAMiH
B2);
Kkucnorta
ackop6iHo
Ba
(BiTaMmiH

0)

A11BA

napaxe, no 80 abo
no 100 gpaxe y
KOHTeliHepax; no
80 a6o no 100
apaxey
KOHTeliHepi; no 1
KOHTelHepy B
nayj 3 KapToHy

AT
"BITAMIH
n"

YkpaiHa

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocTI/lE-
cepTudikar BiANoBIiAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii.
MopaaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiii chapmakonei: gns
Adl; ansa sBuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
npoaykTy, Wo
BMKOPVCTOBYHOTbCS Y
BUPOGHMLTBI A®I; nns

6e3
peuyenma

UA/4068/01/01
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MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

[0NOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
MofaHHA OHOBIEHOrO
cepTudikata BiANoBIAHOCTI
€sponeiicbkin hapmakonei CEP
2011-077-Rev 02
(3aTBEepaxeHo: R1-CEP 2011-
077-Rev 01) gna firoyoi
pPeYOBUHM TiaMiHy ripoxiopua,
Bif, 3aTBEPAXEHOr0 BUPOGHMKA
Jiangxi Tianxin Pharmaceutical
Co., Ltd. 3minu | TMNy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONechbkil
hapmaxonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: Ans
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMIXHOT PEYOBUHHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOTO BUPOOHMKA -
MogaHHA OHOBIEHOTO
cepTudcpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP
2011-077-Rev 03 gna fjtovoi
pPeYOBUHM TiaMiHy ripoxiopua,
BiJ, 3aTBEPAKEHOr0 BUPOGHMKA
Jiangxi Tianxin Pharmaceutical
Co., Ltd. 3minu | TMny - 3MiHK 3
aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil

hapmakonei/MoHorpadii. 3miHn,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HaujoHasTbHOT dhapMakonei
Oepxasu EC (3miHa y
cneuunaikauisx, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIM HauioHanbHIN thapmakonel
nepxasu €C) MNprBegeHHn
cneuudikalii Ta MeToAiB
KOHTpO/II0 AD| TiamiHy
rigpoxnopug, "sitamiH B1"y
BiANOBIAHICTb A0 BUMOT
OHOB/EHOT MOHorpadii EP, Ak
HacnifoK BUYyYaETbCA NOKa3HUK
AKoCTi "Baxki meTanu".
189. | PE3OINMOBIH | Anti-D (rh) | cneuudiud | JO6BBO po3unH ans TOB YkpaiHa | TOB "BIO®PAPMA | YkpaiHa BHECEHHS 3MiH [0 3a UA/13033/01/02
immunogl| iaHTMTina | 1 iH'ekuii, 1500 MO "BIODAP MNA3MA", peecTpauiiiHix MmaTepiasiis: peyenmo
obulin [0 aHTu- (300 mkr MA Ykpaina 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
RhO(D) iMyHOrn06yniHy); MNA3SMA" (BUpOGHULTBO, 3MiHW [0 peecTpavjiiiHoro
(imyHorno no 2 mn B amnysi, nepBuHHE MOCBIAYEHHS BHACNIAOK iHLLMX
By niH) no 1 a6o 3, abo 5 nakyBaHHs perynsaTopHux npoueayp.
amnyn B nauui; no (amnynn), NMMV®/BA3® (macTep-thaiin Ha
2mny BTOPVHHE nnasmy/3arasibHuii goaiin Ha
nonepesHL0 nakyBaHHS BaKLUMHHWIA aHTUIeH).
HanoBHEHOMY (amnynu, BkntoyeHHs HOBOrO, OHOB/IEHOTO
wnpwui, no 1 wnpuym), ab0 3MiHeHoro mactep-cainna

wnpuuy B navwi

KOHTPO/b SIKOCTI,
BUMYyCK cepilf);
TOB "®3
"CTALA", YkpaiHa
(nepBuHHe
nakysaHHs
(wnpuy),
BTOPUHHE
nakysaHHs
(amnynu,
wnpuum))

Ha nnasmy y peectpauiiiHe
[0Cbe Ha nikapcbkuii 3acié
(npouepypa 2-ro etany Ans
MM®) (nepByHHE BK/TOYEHHSA
HOBOro MacTep-ghaiina Ha
nnasmy, Lo He BMN/INBAE Ha
B/1ACTNBOCTi FOTOBOrO
nikapcbKoro 3acoby).
BkntOYEHHSA HOBOro MacTep-
thaiina Ha nnasmy y
peecTpaLliiHe JOCbe Ha
nikapcbkuii 3acib. Mactep-goaiin
Ha nnasmy, 3aTBepMKeHNI
Hakaszom MO3 Ykpainu Big, 24
ciyHs1 2025 poky Nel55
(nepBuHHa cepTudikauis
MacTep-dhaiina Ha nnasmy, Lo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BionyckKy peecmpayitiHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BN/IMBAE Ha BNacTUBOCTI
rOTOBOrO JliKapCbKOro 3acoby).
3MiHu | TURY - 3MiHK 3 SKOCTI.
3MiHU Jo peecTpauiliHoro
NoCBiAYEeHHS BHACAIAOK IHLLUX
perynsTopHux npoueayp.
MM®/BA3® (macTep-thaiin Ha

nnasmy/3arasibHuii paiin Ha
BaKUWHHWIA aHTUTEH).
BK/l0YEHHS HOBOTO, OHOB/IEHOTO
ab0 3MiHeHoro mactep-tainna
Ha nnasmy y peectpadiiiHe
[0CbE Ha Nikapcbkuii 3acié
(npouepypa 2-ro etany Ans
MM®) (BkNHOYEHHS
OHOB/IEHOr0/3MiHEHOr0 MacTep-
thaiina Ha nnasmy, SKLLO 3MiHK
He BMAVBaloTb Ha BNACTUBOCTI
roTOBOrO JliKapCbKoro 3acoby).
Bk/11o4eHHA OHOB/IEHOTO
MacTep-haiina Ha nnasmy y
peecTpaLiiiHe AoCcbe Ha
nikapcbkuii 3aci6. fitoua
pepakuisi: Mactep-chaiin Ha
nnasmy, 3aTBepaKeHuii
Hakaszom MO3 Ykpainu Big 24
ciyHsa 2025 poky Nel55
(BHECEHHS 3MiH A0
cepTuchikoBaHOro mactep-

chaiiny Ha nnasmy Ha nikapcbki
3acobu, BUpob6ieHi 3 KpoBi abo
na3Mun KpoBi JTOAVNHN).
MponoHoBaHa pegakuis:
MacTep-chaiin Ha nnaswy,
3aTBepaxeHuii Hakazom MO3
Ykpainu Big 20 yepBHA 2025
poky Ne 995 (noBTopHa
cepTudikauis mactep-aiiny Ha
nnasmy Ha nikapcbki 3acobu,
BMPOOG/IEHi 3 KpoBi a60 nnasmu
KpOBi N0ANHN).
3MiHu | TURY - 3MiHK 3 SKOCTI.
3MiHU Jo peecTpauiliHoro
noCBiAYEHHS BHACAIAOK IHLLUX

perynsaTopHux npoueayp.
NMM®/BA3® (macTep-thaiin Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nnasmy/3arasibHuii paiin Ha
BaKUWHHWI aHTUreH).
BKOYeHHS HOBOrO, OHOB/IEHOTO
ab0o 3miHeHOro macTep-chaiina
Ha nnasmy y peectpavuiiiHe
[OCbE Ha NikapcbKuii 3acio
(npouegnypa 2-ro etany ans
MM®) (BkNHOYEHHSA
OHOBJIEHOr0/3MiHEHOIO MacTep-
thaiina Ha nnasmy, sIKLLO 3MiHU
He BMVBatoTb Ha BNACTUBOCTI
roTOBOrO JlikapcbKoro 3acoby).
Bk/1l04EHHS OHOB/IEHOTO
MacTep-thaiina Ha nnasmy y
peecTpaLiiiHe fJOCbE Ha
nikapcbkuii 3aci6. fitoua
pegakuisi: Mactep-thainn Ha
nnasmy, 3aTBepaKeHui
Hakasom MO3 Ykpainu Big 20
yepBHA 2025 poky Ne 995
(BHECEHHS 3MiH A0
cepTudikoBaHOro MacTep-
thaiiny Ha nnasmy Ha nikapcbki
3aco6u, BUpob1eHi 3 KpoBi abo
naasmu KpoBi NI0ANHN).
MponoHoBaHa pegakuis:
MacTep-chaiin Ha nnasmy,
3aTBepmaxeHuii Hakazom MO3
Ykpainu Big 31 rpyaHa 2025
poky Ne 1985 (noBTopHa
cepTudikauis mactep-caiiny Ha
nnasmMy Ha nikapcbki 3acobu,
BMPOGEHi 3 KpoBi abo nnasmu
KPOBI /II0ANHW).

190.

PE30INMOBIH

Anti-D (rh)
immunogl|
obulin

cneungivH
i aHTMTINA
[0 aHTn-
RhO(D)
(imyHorno
6y niH)

JO6BBO
1

poO3uunH ans
iH’ekuii, 1500 MO
(300 mkr
iMyHOrN0o6yniHy);
no 1 mn B amnyni,
no 1 a6o 3, abo 5
amnyn B nauyi; no
1mny
nonepegHL0
HanoBHEHOMY
wnpwui, no 1
Lnpuy B nayi

TOB
"BIO®AP
MA
MIASMA"

Ykpaina

TOB "BIO®APMA
MNA3SMA",
YKkpaiHa
(BMPOGHULTBO,
nepBuHHE
nakyBaHHs
(amnynn),
BTOPUHHE
nakyBaHHs
(amnynn,
Lnpuum),
KOHTPO/Ib SIKOCTI,

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
3MiHM g0 peecTpauiiiHoro
NOCBIAYEHHSA BHACMIAOK iHLWNX
perynsTopHux npoueayp.
MM®/BA3® (macTep-thaiin Ha
nnasmy/3aranbHuii aiin Ha
BaKLUMHHWIA aHTUreH).
BK/104EHHS HOBOrO, OHOB/1IEHOTO
abo 3miHeHoro mactep-caina
Ha njasMy y peectpadiliHe

3a
peyerimo
M

UA/13033/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BUMYCK cepiit);
TOB "®3
"CTALA", YkpaiHa
(nepBuHHE
nakyBaHHs
(wnpuuw),
BTOPVHHE
nakyBaHHs
(amnynu,
wnpuum))

[0CbE Ha nikapcbkuii 3acié
(npouepypa 2-ro etany Ans
MM®) (NnepBMHHE BK/HOYEHHS
HOBOro mMacTep-chaiina Ha
nnasmy, Lo He BM/IMBaE Ha
B/1ACTVBOCTi FOTOBOrO
nNiKapcbKoro 3acoby).
BkntoYeHHs1 HOBOro mMacTep-
thaiina Ha nniasmy y
peecTpaLiiiHe JoCcbe Ha
nikapcbkuii 3acib. Mactep-aiin
Ha nnasmy, 3aTBepmKeHNi
Hakasom MO3 Ykpainu Big 24
ciuHsa 2025 poky Nel55
(nepBuHHa cepTudikauis
macTep-haiina Ha nnasmy, Lo
BMAVBAE Ha BNacTUBOCTI
roTOBOrO JlikapcbKoro 3acoby).
3MiHY | TUNY - 3MiHK 3 AKOCTI.
3MiHN [0 peecTpauiiHoro
NOCBiAYEeHHS BHACNIAOK iHLLNX
perynsTopHux npoueayp.
MM®/BA3® (macTep-thainn Ha
nnasmy/3arasibHuii aiin Ha
BaKUMHHWIA aHTUreH).
Bk/1toueHHA HOBOro, OHOB/IEHOTO
abo 3miHeHoro mactep-cainna
Ha nnasmy y peectpaujiiHe
[0CbE Ha NiKkapcbkuii 3acio
(npouegnypa 2-ro etany gns
MM®) (BKIOUEHHSA
OHOB/1EHOrO/3MIHEHOTO MacTep-
thaiina Ha nnasmy, SKLLO 3MiHU
He BNAVBaloTb Ha BNACTUBOCTI
rOTOBOrO JliKapCbKOro 3acoby).
Bk/1l04EHHS OHOB/IEHOTO
macTep-haiina Ha nnasmy y
peecTpavujiiiHe fOCbE Ha
nikapcbkuii 3aci6. ditova
pepakuisi: Mactep-chaiin Ha
nnasmy, 3aTBepaKeHui
Hakazom MO3 Ykpainu Big 24
ciyHs 2025 poky Nel55
(BHECEHHS 3MiH A0
cepTudikoBaHOro macTep-
(haiiny Ha nnasmy Ha nikapcbki
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosBUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
3acobu, BUpob6ieHi 3 KpoBi abo
na3Mun KpoBi /TI0ANHN).
MponoHoBaHa pegakuis:
MacTep-chaiin Ha nnaswy,
3aTBepaxeHuii Hakazom MO3
Ykpainu Big 20 yepBHA 2025
poky Ne 995 (noBTopHa

cepTudikauis mactep-caiiny Ha
nnasmy Ha nikapcbki 3acobu,
BMpPOOG/IEHi 3 KpoBi a60 nnasmu
KpOBi N0ANHN).
3MiHu | TURY - 3MiHK 3 SKOCTI.
3MiHU Jo peecTpauiliHoro
NoCBiAYEHHS BHACAIAOK IHLLUX
perynsTopHux npoueayp.
MM®/BA3® (macTep-thaiin Ha
nnasmy/3arasibHuii paiin Ha
BaKUWHHWIA aHTUTEH).
BK/1l0YEHHS HOBOTO, OHOB/IEHOTO
ab0 3MiHeHoro mactep-tainna
Ha nnasmy y peectpadiiiHe
[0CbE Ha Nnikapcbkuii 3acié
(npouepypa 2-ro etany Ans
MM®) (BkNHOYEHHS
OHOB/IEHOr0/3MiHEHOr0 MacTep-
thaiina Ha nnasmy, SKLLO 3MiHK
He BMAVBaloTb Ha BNACTUBOCTI
roTOBOrO JliKapCbKoro 3acoby).
Bk/11o4eHHA OHOB/IEHOTO
MacTep-haiina Ha nnasmy y
peecTpaLiiiHe AoCcbe Ha
nikapcbkuii 3aci6. fitoua
pepakuisi: Mactep-chaiin Ha
nnasmy, 3aTBepaKeHuii
Hakaszom MO3 Ykpainu Big 20
yepBHA 2025 poky Ne 995
(BHECEHHS 3MiH A0
cepTuchikoBaHOro mactep-
chaiiny Ha nnasmy Ha nikapcbki
3acobu, BUpob6ieHi 3 KpoBi abo
na3Mun KpoBi JTI0AVNHN).
MponoHoBaHa pegakuis:
MacTep-chaiin Ha nnaswy,

3aTBepaxeHuii Hakazom MO3
Ykpainu Big 31 rpyaHsa 2025
poky Ne 1985 (noBTopHa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
cepTudikauis mactep-caiiny Ha
nnasMy Ha nikapcbki 3acobu,
BMPOGEHi 3 KpoBi abo nnasmu
KPOBI JII0ANHW).
191. | PE/IBAP Vilanterol cnotmkas | RO3AK1 | mopowok ans FnakcoCwmi | Benuka "nakco Benvka BHECEHHS 3MiH 40 3a UA/14565/01/01
ENNINTA and OHY 0 iHransuin, TKnsiH BpuTaHi OnepeiiwHc HOK BputaHi peecTpauiiiHux maTepiasis: peyenmo
fluticasone | cpypoar i [030BaHuin, No 92 Ekcnopt A Nimiten A 3MiHu | TUNY - 3MiHK LWoAo M
furoate BiNaHTepo MKr/22 MKr/go3y no Nimiteq 6e3nekn/eeKkTMBHOCTI Ta
n (y dopmi 14 a6o 30 go3y hapmakoHarnagy. 3miHa
TpudpeHat NOpOLLKOBOMY 4acToTu Ta/abo TepMmiHiB
aty) iHransTopi; no 1 NnofaHHs perynsipHo
iHranaTopy y OHOBJIHOBAHUX 3BITIB 3 6e3nekn
KapTOHHIi Kopo6Lyi nikapcbkunx 3acobis. 3MiHa
4acToTV Ta TEPMIHIB NOJgaHHS
perynsipHoO OHOB/IIOBAHOTO 3BITY
3 6e3neku.
[itoua pepgakujs: MogaeTtbesa
BignoBigHO Ao n.n. 1 n. 2 rnasu
3 po3giny V Mopsgky
3[iiCHEHHS (hapMakoHarnagy
3rifHO cTaHAapTHOro rpadiky.
MponoHoBaHa pegakuis:
YacTtoTa nogaHHs perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
5 pokis. KiHueBa aaTta gns
BK/IOYEHHSA gaHux no PO3b -
09.05.2029 p. fata nogaHHA —
07.08.2029 p. PekomeHgoBaHo
[0 3aTBEPAKEHHS BigNOBIgHO 40
nepioguyYHOCTI NoAaHHSA
perynsipHO OHOBJ/IHOBaHMX 3BITIB
3 6e3nekn Nikapcbknx 3acobiB y
€C.
192. | PENBAP Vilanterol dnoTrkas | RO3AK1 | nmopollok ans FnakcoCwmi | Benwuka nakco Benwuka BHECEHHS 3MiH A0 3a UA/14564/01/01
ENNINTA and OHY 0 iHransauin, TKnsiH BpuTaHi OnepeiiwHc KOK BpuTani peecTpauiiiHux maTepiasis: peyenmo
fluticasone | chypoarti [,030BaHuiA, no Ekcnopt a NimiTen A 3MiHu | TUNY - 3MiHK Woa0 M
furoate BifaHTepo 184 mkr/22 Niviteq 6e3nekn/ethekTMBHOCTI Ta
n (y dopmi MKr/go3y; no 14 thapmakoHarnsgy. 3miHa
TpudpeHar a6o 30 po3y 4yacToTu Ta/abo TepMiHiB
arty) NOPOLLKOBOMY NoAaHHA perynspHo
iHranaTopi; mo 1 OHOB/IIOBAHUX 3BITiB 3 6e3nekn
iHransaTopy y nikapcbkuUx 3acoois.
KapTOHHiI Kopobuj 3MiHa YacToTu Ta TEPMIHIB
nofaHHA perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku.
[itoya pepakuis:
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
MopaeTbea BigNOBIAHO A0 n.n. 1
n. 2 rnasu 3 po3giny V Mopagaky
3AjficHeHHs1 hapMakoHarnagy
3riHO cTaHAapTHOro rpadiky.
MponoHoBaHa pegakuis:
YacToTta noAaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
5 pokis
KiHueBa fata gns BKIOYEHHSN
AaHnx go PO3B - 09.05.2029 p.
[Jata nogaHHsa — 07.08.2029 p.
PekomeHgoBaHo [0
3aTBEPKEHHS BiANOBIAHO A0
nepioguYHOCTI NOAAHHS
perynsipHo OHOB/IHOBAHUX 3BITiB
3 6e3nekun nikapcbknx 3acobis y
€C.
193. | PUHOMICTU - Kcunomet RO1ABO | kpanni HasasbHi, TOB Ykpaina BUNYCK cepil: Ykpaina BHECEHHS 3MiH [0 6e3 niosnsiea UA/14095/01/01
H® asoniHy 6 po3uuH, 0,1 «BANAPTI TOB "BAJIAPTIH peecTpaLiiiHix MaTepianis: peyenma €
rigpoxnop %/0,01 % no 10 H PAPMA" 3miHa 3aaBHuka /13 (MIBIM)
na, MY o1akoHi 3 PAPMA» YkpaiHa,; (BnacHuka peecTpaduiiiHoro
6eH3nnan KpanesibH1LEelo; Nno BMPOGHMLTBO, noceifYeHHs) (3riHO Hakasy
MeTun[3- 1 donakoHy B nakyBaHHs, MO3 Big 23.07.2015 Ne 460).
(mipicToin KapTOHHI nayui KOHTPO/1b SAKOCTI: 3MiHV BHECEHO B iHCTPYKLiO AN
amiHo)npo AT "®APMAK", MeMYHOro 3acTocyBaHHsA
nisljamoHi YkpaiHa nikapcbKoro 3acoby Lwoa0
10 HaliMeHyBaHHA Ta
xnopvagy MiCLie3HaxXoMKEeHHS 3asBHMKa 3
MOHoOrigpa BiAMOBIAHMMM 3MiHAMU B TEKCTI
T MapKyBaHHS yNnakoBOK

nikapcbkoro 3acoby. BeefeHHsA
3MiH NpoTArom 3-x micsAuiB nics
3aTBePMKEHHS. 3MiHM | TUny -
3MiHV Woao
6e3nekn/eeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
ab60 3MiHU [0 y3arasbHeHuX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6H,
BiNOBIAALHOT 33 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKA ANA 3AiICHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

hapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cucTemu chapmakoHarnsagy).
3MiHa yNnoBHOBaXkeHOT 0cobm
3asBHVKa, BignoBigasbHOI 3a
3fjificHeHHs chapmakoHarisay:
[itoua pepakuis: CaB4eHko
Haranis BitaniisHa.
MponoHoBaHa pegakuis:
[asngosa OneHa MukonaisHa.
3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobun
3as1BHMKA, BignoBigasibHOI 3a
3[iliCHEeHHs1 chapmakoHarnagy.
3MiHa Micusa 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHS
mMacTep-aiina cucremu
dhapmakoHarnsgy Ta oro
Homepa.

194.

PIHBOK®

upadacitini
b

ynagauut
NHI6

LO4AFO
3

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI0,
NPOJIOHroBaHoI Aji,
15 mr; Ne28: no 7
Tabnetok y
6nicTepi, no 4
6nictepn y
KapTOHHiIi1 kKopooL,i

E66BI
Biochapma
CbloTikan3

rvmeX

LBelina
pis

nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUNYCK
cepii: E66BI
C.p.n., Itanis;
BMPOBHMLTBO
nikapcbKoro
3acoby,
TeCTyBaHHS:
E66Bi AlipneHg,
HN B.B., Ipnaxgis;
TeCTyBaHHS nig,
yac 36epiraHHs:
E668I IHK., CLUA

ITanisa
/lpnangi
s /CLUA

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHA
BMPOGHMKA
BVXiAHOrO/NPOMIXXHOro
npoaykTy/peareHTy, LWo
BMKOPUCTOBYIOTbCSA Y
BMPOGHUYOMY npoueci Adl, abo
3MiHa BUpPOGHMKa (BK/TOUatouu,
e HeobxiaHo, micue
NpPOBeEHHS KOHTPOJIIO SKOCTI)
A®| (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAXEHOMY [0CbE)(3MiHN
[0 3axofiB, NOB'A3aHUX 3
KOHTposiem A®l, abo goaaBaHHs
AOinbHUU, e NpoBOANTLCA
KOHTPO/ib/BUNPOBYBaHHSA cepil)

3a
peyenmo
M

UA/18371/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

JonaBaHHA asibTepHATUBHOT
AiNbHULI BignoBiganbHOT 3a
npoBefeHHs B1UNpobysaHb
KOHTpOIO AKOCTi (release
Testing) ynagaunTuHioy, a came:
AbbVie S.r.l. (S.R. 148 Pontina,
km 52 SNC, 04011 Campoverde
di Aprilia (LT), Italy). 3minu |
IRy - 3MiHK 3 AkocTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXiAHOr0/MPOMiXHOro
npoayKTy/pearenTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdPl, abo
3MiHa BUPOGHMKa (BK/IHOHaouK,
e HeobxiaHo, micue
NpoBeAEHHSA KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTudikaTa BiANoBIAHOCTI
€Bponelicbkin dhapmakonei y
3aTBEpMKEHOMY AOCHE)(iHLLi
3MiHKn) JoaaBaHHSA
anbTepHaTMBHOI AiNbHUL
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
ynagaumTtuHiby (etan 6), a came:
AbbVie S.r.l. (S.R. 148 Pontina,
km 52 SNC, 04011 Campoverde
di Aprilia (LT), Italy).

195.

PO330P

Rosuvasta
tin and
acetylsalic
ylic acid

Kkucnorta
auertunca
niumnosa
Ta
posyBacTta
TUH (Y
BUrNAAI
posyBacTta
TUHY
KaUs1bLiit0)

C10BX0
5

Kancysm Teepgi no
75 mr/5 mr; no 7
Kancyny 6nictepi;
no 4 6nictepn y
nauj 3 KapToHy;
no 28 kancyny
6aHui; no 1 6aHu;j
y nauui 3 KapToHy

TOB HB®
«MIKPOXI
M>

Ykpaina

TOB HB®
«MIKPOXIM>»
(BignoBiganbHWi
3a BMPOOGHULTBO
Ta
KOHTPO/b/BUNPO6Y
BaHHs cepil, He
BK/IHOHAI0UM
BUMYCK Cepii;
BignoBigasibHWiA 3a
BUNYCK cepii, He
BK/IHOHAI0UM
KOHTPO/b/BMNPOBY
BaHHs cepi')

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. BuyyeHHst BUpO6HMYOT
OinbHUUI (BKNOYAKOUN AiNbHUL
ons A®l, NpoOMKHOTO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
NpoBefieHHs NaKyBaHHs,
BMPOGHMKa, BiANOBI4a/IbHOTO 3a
BWMYCK Cepiii, MicLe
NpoBefEeHHSA KOHTPO/IIO cepil)
a60 nocrtavasibHMKa BMUXiAHOTO
mMarepiany, peareHty abo
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3HayYeHo y A0CbE). BunyyeHHs
OYHKLUIT «BigNoBigansHWA 3a
BUMNYCK Cepii» ANs BUPOOHUYOI

3a
peyerimo
M

He
nionsiea
€

UA/19281/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

LinbHUUi TOB HB® "MIKPOXIM
3a agpecoto : YkpaiHa, 93400,
NyraHcbka 0671., M.
CeBepoaoHeLbK, By
Mpomucnosa, 6ya. 24-8. 3MiHN
BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
«Bupo6HWK» Ta
«MicLe3Haxo4KeHHA BUPOBGHMKa
Ta agpeca Micusi NPOBaKEHHS
i0ro JisiNbHOCTI» LWOoA0
BUJTyYEHHSI BUPOOHMYOT AiNbHULL
3a agpecoto YkpaiHa, 93400,
JNyraHcbka 0671., M.
CeBepoaoHeLbK, By/.
Mpomucnosa, 6ya. 24-8. Ak
HaC/IZLOK - BUNYYEHHS IHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHs
Ta TEKCTY MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby Ans gaHoi
OinbHULLL

196.

PO330P

Rosuvasta
tin and
acetylsalic
ylic acid

Kkucnorta
auertunca
niumnosa
Ta
posyBacTta
TUH (Y
BUrNAAI
posyBacTta
TUHY
KaUs1bLiit0)

C10BX0
5

Kancysm TBepgi no
75 mr/10 mr; no 7
Kancyny 6nictepi;
no 4 6nictepny
nauj 3 KapToHy;
no 28 kancyny
6aHui; no 1 6aHu;j
y nauui 3 KapToHy

TOB HB®
«MIKPOXI
M>

Ykpaina

TOB HB®
«MIKPOXIM>»
(BignoBiganbHWi
3a BUPOBGHULTBO
Ta
KOHTPO/1b/BUNPO6Y
BaHHs cepil, He
BK/IHOHAI0UM
BUMYCK Cepii;
BignoBigasIbHWi 3a
BUNYCK cepii, He
BK/IHOHAI0UM
KOHTPO/Tb/BNNPOBY
BaHHs cepi')

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTpPaTUBHI
3MiHW. BuyyeHHst BUpOGHMYOT
OinbHUUI (BKNOYAKOUN AiNbHUL
ons A®l, NpoOMKHOTO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
NpoBefileHHs NaKyBaHHs,
BMPO6HMKa, BiANOBI4a/IbHOTO 3a
BWMYCK Cepiii, MicLe
NpoBefEeHHs KOHTPO/IIO cepil)
a60 nocrtavyasibHMKa BMUXiAHOTO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3HayeHo y f0CbE). BunyyeHHs
OYHKLUIT «BigNoBigansHWA 3a
BUMYCK Cepii» A5 BUPOOHUYOI
AinbHuLi TOB HB® "MIKPOXIM
3a afpecoto : YkpaiHa, 93400,
NyraHcbka 0671., M.
CeBeEPOJOHELBK, BY/I.
Mpomucnosa, 6ya. 24-8. 3MiHK
BHECEHO B iHCTPYKL,il0 ANA

3a
peyerimo
M

He
nionsiea
€

UA/19281/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
MeAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
«Bupo6HWK» Ta
«MicLe3Haxo4KeHHA BUPOBGHMKa
Ta agpeca Micusi NPOBaKEHHS
A0ro AisiNbHOCTI» LWOoA0
BUJTyYEHHSI BUPOOHMYOT AiNbHULL
3a agpecoto YkpaiHa, 93400,
JNyraHcbka 0671., M.
CeBepoaoHeLbK, By/.
Mpomucnosa, 6ya. 24-8. Ak
HaC/iLOK - BUNYYEHHS IHCTPYKLiT
AN MeAUYHOro 3acToCyBaHHs
Ta TEKCTY MapKyBaHHA yNakoBKK
nikapcbkoro 3acoby Ans gaHoi
OinbHULLL
197. | PO330P Rosuvasta | kucnota C10BX0 | kancynu tBepgino | TOBHB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 3a He UA/19281/01/03
tin and aueTtunica 5 75 Mr/20 mr; no 7 «MIKPOXI «MIKPOXIM» peecTpauiiiHux maTepiais: peyenmo nionsea
acetylsalic | niyunosa Kancyny énicrepi; M» (BignoBsiganbHWi 3MiHn | TUNY - AgMIHICTpPaTUBHI M €
ylic acid Ta no 4 6nictepn y 3a BMPOOHULTBO 3MiHW. BuyyeHHst BUpOGHMYOT
po3syBacta nauui 3 KapToHY; Ta OinbHUUI (BKNOYAKOUN AiNbHUL
TUH (Y no 28 kancyny KOHTPO/b/BUNPOBY ons A®l, NpOMKHOIO NPOAYKTY
BUrNAAI 6aHui; no 1 6aHu;j BaHHs cepil, He ab0 roToBOro NiKapcbkoro
posyBacTta y nauui 3 KapToHy BK/IHOHAI0UM 3aco0y, AinbHuUi 4ns
TUHY BUNyCK cepii; NpoBeeHHs NakyBaHHs,
KaUs1bLiit0) BignoBigasibHMiA 3a BMPO6HMKa, BiANOBI4a/IbHOTO 3a

BUNYCK cepii, He
BK/IOYA0UN
KOHTPO/b/BMNPOBY
BaHHs cepi')

BWMYCK Cepiii, Micue
NpoBefEeHHs KOHTPO/IIO cepil)
a60 nocrtavasibHMKa BMUXiAHOTO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3HayeHo y f0CbE). BunyyeHHs
OYHKLUIT «BigNoBigansHWA 3a
BUMYCK Cepii» A5 BUPOOHUYOI
AinbHuLi TOB HB® "MIKPOXIM
3a afpecoto : YkpaiHa, 93400,
Nyraxcbka 0671., M.
CeBeEPOJOHELBK, BY/I.
Mpomucnosa, 6ya. 24-8. 3MiHK
BHECEHO B iHCTPYKL,il0 ANA
MeAMYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
«BupobHMK» Ta
«MicLe3HaxoMKeHHs1 BUPOGHMKa
Ta afpeca MicLis NPOBaKEHHS
oro AisnbHOCTI» Woao
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Hassa

Ha3ssa

MixHapo Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BUJTyYEHHSI BUPOOHMYOT AiNbHULL
3a agpecoto YkpaiHa, 93400,
NyraHcbka 0671., M.
CeBepoaoHeLbK, By/.
Mpomucnosa, 6ya. 24-8. Ak

HaC/ILOK - BUNYYEHHS IHCTPYKLiT

ANA MeAUYHOro 3acTOoCyBaHHs

Ta TEKCTY MapKyBaHHS YNakoBKu

nikapcbkoro 3acoby Ans gaHol

OinbHULLL
198. | PO3ICTEP® Rosuvasta | po3syBacta | C10BAO | TabneTtku, BKpUTI AT YkpaiHa EnneH Ipeuis BHECEHHS 3MiH 40 3a UA/20719/01/01
ayo tin and TUH (Y 6 NNiBKOBOKO "KMIBCbK PapmacbioTikau peecTpauiiiHux maTepiais: peyenmo
ezetimibe BUrNAAi 060/10HKOI0, N0 5 7% Ko. IHK. 3MiHu | TUNY - 3MiHK 3 SKOCTI. M

KaUTbLiito mr/10 mr; no 10 BITAMIHH CepTudoikat BignoBigHOCTI/TE-
po3syBacta Tabnetoky 77 cepTudikaT BiANOBIAHOCTI
TUHY) Ta 6nicTepi, no 3 3ABOA" €Bponeiicbkili
e3eTumio 6nictepn y nauuj

thapmakonei/MoHorpadii.
MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BIAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudikaTa BiAnNoBiAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; gns BuxigHoro
MaTepiany/peareHTy/npomixKHOro
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[ONOMDKHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPLKEHOr0 BUPOGHMKA.
MogaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei R1-
CEP 2017-153-Rev 00
(3aTBEepaxeHo: RO-CEP 2017-
153-Rev 02) gna ditoyoi
PEeYOoBVHN PO3YyBACTVH KaulbLiito
Bifl 3aTBEPPKEHOr0 BUPOOHMKA
Morepen Laboratories Limited.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkmii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCSI BUMYCKY cepii Ta
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
KOHTPO/IH0 IKOCTi FOTOBOro

nikapcbKoro 3acoby (3amiHa abo
00[aBaHHs AiNbHULI, Ha SKil
3[jiiCHI0ETbCSA
KOHTPO/Ib/BMNPOBYBaHHSA cepil).
JlogasaHHsA BUPOOHMKa
BiANOBIAA/ILHOIO 3a KOHTPO/1b
akocTi N3 (XiMivHWA/i3nyHN
KOHTpO/b), a came: ELPEN
Pharmaceutical Co. Inc. (Zapani,
Block 1048, Keratea, 190 01,
Greece). 3MiHun | TUNy - 3MiHK 3
sKoCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTposib rotoBoro
nikapcbkoro 3acoby. 3miHa 'y
mMeToAax BUNpobyBaHHSA
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAaxX
BMNPOGYBaHHSA). He3HauHi 3MiHu
B METOAWL KOHTPO/IIO 3a
nokasHukom CynposigHi
OOMILLKW, a came, onTumi3auis
aHasliTU4YHOro MeToay, Lo
BUKOPWCTOBYETLCA AN
KINIbKICHOTO BU3HAYEHHS
CYNpOBigHMX AOMILIOK. 3MiHu 11
My - 3MiHK 3 AKocTi. API.
Bupo6HMLTBO (iHLLi 3MiHWM).
3miHa agpecy BUPOGHMYOTro
MaligaHuuka komnatii Maithri
Laboratories Private Limited,
BiANOBiAa/IbHOIO 3a
BMPOGHWLITBO Ta KOHTPO/b 415
eTanis ETE2, ETH1 ta ETM1.
[itova pepakuis:
Maithri Laboratories Private
Limited
Sy. No. 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
MponoHoBaHa pegakuis:

Maithri Laboratories Private
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Limited
Sy. No. 10/1 & 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
199. | PO3ICTEP® Rosuvasta | po3syBacta | C10BAO | TabneTtku, BKpUTI AT YkpaiHa EnneH Ipeuis BHECEHHS 3MiH 40 3a UA/20719/01/04
ayo tin and TUH (Y 6 NNiBKOBOKO "KMIBCbK PapmacbioTikas peecTpauiiiHux maTepiais: peyenmo
ezetimibe BUrNAAi 060/10HKO10, MO 40 7% Ko. IHK. 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
KaUTbLiito Mmr/10 mr; no 10 BITAMIHH CepTudpikat BignoBigHOCTI/TE-
po3syBacTa Tabnetok y M cepTudikaT BiANOBIAHOCTI
TUHY) Ta 6nicTepi, no 3 3ABOA" €Bponeiicbkili
e3eTumio 6nictepn y nauuj thapmakonei/MoHorpadii.

MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BIAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudiikaTa BiAnNoBiAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; gns BuxigHoro
mMaTepiany/peareHTy/npomixkHOro
MPOAYKTY, WO
BUKOPWCTOBYHOTLCSA Y
BMPOGHMLTBI A®I; ans
[ONOMDKHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPKEHOr0 BUPOGHMKA.
MofaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiickkii hapmakonei R1-
CEP 2017-153-Rev 00
(3aTBEpaxeHo: RO-CEP 2017-
153-Rev 02) gna Oitoyoi
PEYOBVHN PO3YyBACTVH KaulbLiito
Bifl 3aTBEPPKEHOr0 BUPOBOHMKA
Morepen Laboratories Limited.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
loTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTH0 SIKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
JofaBaHHA AiNbHULI, Ha SAKIRA
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
3[jiiCHI0ETbCSA

KOHTPO/Ib/BMNPOBYBaHHSA cepil).
JlogasaHHsA BUPOOHMKa
BiANOBIAA/ILHOIO 3a KOHTPO/1b
akocTi N3 (XiMivHWA/i3nyHN
KOHTpO/b), a came: ELPEN
Pharmaceutical Co. Inc. (Zapani,
Block 1048, Keratea, 190 01,
Greece). 3MiHun | TUNy - 3MiHK 3
sKoCTi. FoTOBWIA NikapcbKuii
3aci6. KoHTposib rotoBOro
nikapcbkoro 3acoby. 3miHa 'y
mMeToAax BUNpobyBaHHSA
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MEeToAaX
BMNPOGYBaHHSA). He3HauHi 3MiHu
B METOAWL KOHTPO/IIO 3a
nokasHukom CynposigHi
OOMILLKW, a came, onTumi3auis
aHasliTU4YHOro MeToay, Lo
BUKOPWCTOBYETLCA AN
KINIbKICHOTO BU3HAYEHHS
CYNpOBigHMX AOMILIOK. 3MiHu I
My - 3MiHK 3 AKocTi. API.
Bupo6HMLTBO (iHLLi 3MiHWM).
3miHa agpecy BUPOGHMYOTo
MaligaHunka komnatii Maithri
Laboratories Private Limited,
BiANOBiAa/IbHOIO 3a
BMPOGHWLITBO Ta KOHTPO/b A/1A
eTanis ETE2, ETH1 ta ETM1.
[itova pepakuis:
Maithri Laboratories Private
Limited
Sy. No. 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
MponoHoBaHa pegakuis:
Maithri Laboratories Private
Limited
Sy. No. 10/1 & 14, IDA

Gaddapotharam,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
200. | POSICTEP® Rosuvasta | po3syBacta | C10BAO | TabneTtku, BKpUTI AT YkpaiHa EnneH Ipeuis BHECEHHS 3MiH 40 3a UA/20719/01/02
ayo tin and TUH (Y 6 NNiBKOBOKO "KMIBCbK PapmacbloTikas peecTpauiiiHux maTepiasis: peyenmo
ezetimibe BUrNAAi 060/10HKO10, NO 10 7% Ko. IHK. 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
KaUTbLiito Mmr/10 mr; no 10 BITAMIHH CepTudoikat BignoBigHOCTI/TE-
po3syBacTa Tabnetok y M cepTudikaT BiANOBIAHOCTI
TUHY) Ta 6nicTepi, no 3 3ABOA" €Bponeiicbkili
e3eTumi6 6nictepn y nauuj thapmakonei/MoHorpadii.

MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudikata BiAnNoBiAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; gns BuxigHoro
mMaTepiany/peareHTy/npomixKHOro
MPOAYKTY, WO
BUKOPWCTOBYHOTLCSA Y
BMPOGHMLTBI A®I; ans
[ONOMDKHOT pEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPLKEHOr0 BUPOOGHMKA.
MofaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiickkii hapmakonei R1-
CEP 2017-153-Rev 00
(3aTBEepaxeHo: RO-CEP 2017-
153-Rev 02) gna Oitoyoi
PEYOoBVHN PO3YyBACTVH KaulbLiito
Bifl 3aTBEPPKEHOr0 BUPOOHMKA
Morepen Laboratories Limited.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTH0 SIKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha AKIRA
3[iACHIOETbCSA
KOHTPO/Ib/BUNPOBYBaHHS cepil).
[ofaBaHHs BUpOOHUKa
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BiANOBIAA/ILHOIO 3a KOHTPO/1b

akocTi N3 (XiMivHWA/i3nyHNi
KOHTpO/b), a came: ELPEN
Pharmaceutical Co. Inc. (Zapani,
Block 1048, Keratea, 190 01,
Greece). 3MiHun | TUNy - 3MiHK 3
sKoCTi. FoTOBWIA NikapcbKuii
3aci6. KoHTposib rotoBOro
nikapcbkoro 3acoby. 3miHa 'y
mMeToAax BUNpobyBaHHSA
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MEeToAaX
BMNPOGYBaHHSA). He3HauHi 3MiHu
B METOAWL KOHTPO/IIO 3a
nokasHukom CynpoBigHi
OOMILLKW, a came, onTumi3auis
aHasliTU4YHOro MeToay, Lo
BUKOPWCTOBYETLCA AN
KINIbKICHOTO BU3HAYEHHS
CYNpOBigHMX AOMILIOK. 3MiHu 11
My - 3MiHK 3 AKocTi. API.
Bupo6HMLTBO (iHLLi 3MiHWM).
3miHa agpecy BUPOGHMYOTo
MaligaHuuka komnatii Maithri
Laboratories Private Limited,
BiANOBiAA/IbHOIO 3a
BMPOGHWLITBO Ta KOHTPO/b A/1A
eTanis ETE2, ETH1 ta ETM1.
[itova pepakuis:
Maithri Laboratories Private
Limited
Sy. No. 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
MponoHoBaHa pegakuis:
Maithri Laboratories Private
Limited
Sy. No. 10/1 & 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
India
201. | POSICTEP® Rosuvasta | po3syBacta | C10BAO | TabneTtku, BKpUTI AT YkpaiHa EnneH Ipeuis BHECEHHS 3MiH 40 3a UA/20719/01/03
ayo tin and TUH (Y 6 NNiBKOBOKO "KMIBCbK PapmacbloTikas peecTpauiiiHux maTepiais: peyenmo
ezetimibe BUrNAAi 060/10HKO10, No 20 7% Ko. HK. 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
KaUTbLiito Mmr/10 mr; no 10 BITAMIHH CepTudoikat BignoBigHOCTI/TE-
po3syBacta Tabnetok y 77 cepTudikaT BiANOBIAHOCTI
TUHY) Ta 6nicTepi, no 3 3ABOA" €Bponeiicbkili
e3eTumi6 6nictepn y nauuj thapmakonei/MoHorpadii.

MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI ab60 BU/TyYEHHS
cepTudikata BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei: gns
Adl; gns BuxigHoro
mMaTepiany/peareHTy/npomixKHOro
MPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[ONOMDKHOT PEHOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNEHWIA cepTudikar Big yxe
3aTBEPLKEHOr0 BUPOGHMKA.
MogaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei R1-
CEP 2017-153-Rev 00
(3aTBEepaxeHo: RO-CEP 2017-
153-Rev 02) gna ditoyoi
PEeYOoBVHN PO3YyBACTVH KaulbLiito
Bifl 3aTBEPPKEHOr0 BUPOOHMKA
Morepen Laboratories Limited.
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkmii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTH0 SIKOCTi TOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha AKIRA
3[iACHIOETbCSA
KOHTPO/Ib/BUNPOBYBaHHS cepil).
[ofaBaHHs BUPOOHUKA
BiANOBIAA/IbHOIO 3a KOHTPOJ/1b
akocTi [N13 (XiMivHWiA/i3nyHNi
KOHTpO/b), a came: ELPEN
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

Pharmaceutical Co. Inc. (Zapani,
Block 1048, Keratea, 190 01,
Greece). 3MiHuM | TUNy - 3MiHK 3
sKoCTi. FOTOBWMIA NikapcbKuii
3aci6. KoHTposib rotoBOro
nikapcbkoro 3acoby. 3miHa 'y
mMeToAax BUNpobyBaHHSA
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAaxX
BMNPOGYBaHHSA). He3HauHi 3MiHu
B METOAWL KOHTPO/IIO 3a
nokasHukom CynpoBigHi
OOMILLKW, a came, onTumisauis
aHasliTU4YHOro MeToay, Lo
BUKOPWCTOBYETLCA AN
KINIbKICHOTO BU3HAYEHHS
CYNpOBigHMX AOMILIOK. 3MiHu 11
My - 3MiHK 3 AKocTi. API.
Bupo6HMLTBO (iHLLi 3MiHWM).
3miHa agpecy BUPOGHMYOTro
MaligaHuuka komnatii Maithri
Laboratories Private Limited,
BiANOBiAa/IbHOIO 3a
BMPOGHWLITBO Ta KOHTPO/b 415
eTanis ETE2, ETH1 ta ETM1.
[itova pepakuis:

Maithri Laboratories Private
Limited
Sy. No. 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India
MponoHoBaHa pegakuis:
Maithri Laboratories Private
Limited
Sy. No. 10/1 & 14, IDA
Gaddapotharam,
Gaddapotharam (Village),
Jinnaram (Mandal), Sangareddy
District, Telangana, 502 319,
India

202.

PO3YBACTA
TUH KPKA

rosuvastati
n

po3yBacTta
TUH (Y

C10AA0

TabneTku, BKpUTI
N1iBKOBOO

KPKA,
Aa.4a., Hoso

CnoseHi
A

BMPOGHMLTBO "in
bulk", nepsuHHe

CnoseHi
A

BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiais:

3a
peyenmo

UA/14144/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUrNAAI
KaubLyjto
posyBacTta
TUHY)

060/10HKOI0, N0 5
mr; no 10
Tabnetoky
6nictepi; no 3, 6
abo 9 6nicTepiB y
KapTOHHiI Kopobui

MecTo

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTPO/b cepil:
NabeHa f.0.0.,
CnoBeHis

3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BMAaui peecTtpauiiHoro
nocBigyeHHs, Bkovatoun Mnax
ynpasiHHA pusmkamu (iHLi
3MiHW).
3asBHVIKOM HaJlaHO OHOBEHWIA
nnaH ynpaeniHHA pu3nkamm
Bepcia 3.1
3MiHN BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLis»,

Il «Cneupndikauis 3 6esnekn»,
Il «MnaH 3 hapmakoHarnsay»,
IV»[lnaHu wopao
nicnsapeecTpauiiHnx
pocnipkeHb edheKTNBHOCTI»,
V «3axoau 3 MiHimi3auiT
pU3MKIB»,

VI «Pe3tome nnaHy ynpasniHHA
py3nkamm»

VII «QopaTtkm»

Yy 3B’A3Ky 3 OHOB/IEHHAM
cneuugikauii 3 6e3neku ajo4voi
peyvyoBUHN pO3yBacTaTuHy,
BiANOBIAHO [0 akTyasnbHOT
pediepeHTHoI iHdhopMadii, a
TakoX Y 3B'A3KY i3 3MiHOIO
chopmaTy BiAMOBIAHO 40 BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines).

Pestome nnaHy ynpasiHHA
pu3sukamu Bepcis 3.1 fofaeTbes.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS

203.

PO3YBACTA
TUH KPKA

rosuvastati
n

posysacTta
TWH (Y
BUrNaai
KaubLyjto

C10AA0

TabneTku, BKpUTI
NNiBKOBOKO
06010HKot0, no 10
mr; no 10

KPKA,
n0.40., Hoso
MecTo

CnoBeHi
A

BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs1,

CnoBeHi
A

BHECEHHS 3MiH A0
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta

3a
peyenmo
M

UA/14144/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

po3yBacTta
TUHY)

Tabnetoky
6nictepi; no 3, 6
abo 9 6nicTepiB y
KapTOHHIi KopobLyi

KOHTPO/Ib cepil Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mMecTo, CroBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoeo
mMecTo, CroBeHis;
KOHTPO/b cepii:
NabeHa fa.0.0.,
CnoBeHis

chapmakoHarnsgy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta
YMOB BMAaui peecTpauiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBAiHHA pu3nkamu (iHLi
3MiHW).
3asBHVKOM HaJaHO OHOB/EHWIA
nnaH ynpasniHHSA pusnkamm
Bepcis 3.1
3MiHN BHECEHO [0 YaCTUH:
| «3aranbHa iHdhopmauis»,

Il «Cneupndpikauisi 3 6e3nekn»,
Il «MnaH 3 hapmakoHarnsgy»,
IV»lnanu wopao
nicnsapeecTpauiiHmnx
pocnigpkeHb e(heKTUBHOCTI»,
V «3axoau 3 MiHimizavi
pY3NKIB»,

VI «Pe3tome nnaHy ynpasniHHS
pusnkamms»

VII «dopatkun»

Yy 3B'A3Ky 3 OHOB/IEHHSAM
cneuudikauii 3 6e3neku gio4oi
peyoBMHN po3yBacTaTuHYy,
BIAMNOBIAHO A0 aKTyaslbHOT
pedhepeHTHOI iHdhopmaLi, a
TaKoX Y 3B'A3KY i3 3MiHOIO
chopmarty BiANOBIAHO A0 BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines).

Pestome nnaHy ynpasiHHA

pv3vkamu Bepcis 3.1 gogaeTbes.

BBegeHHs 3MiH npoTsArom 6-tm
MiCsILiB MicNs 3aTBepKEHHS

204.

PO3YBACTA
TUH KPKA

rosuvastati
n

po3sysacTta
TUH (Y
BUrNAAI
KaUTbLiito
posyBacTta
TUHY)

C10AA0
7

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, No 20
mr; no 10
Tabnetok y
6nictepi; no 3, 6

KPKA,
0.4a., Hoso
MecTo

CnoBeHi
A

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
BUMYCK Cepii:

CnoBeHi
A

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo
6e3nekn/eeKkTMBHOCTI Ta

thapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) A0 3060B'A3aHb Ta

3a
peyerimo
M

UA/14144/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

abo 9 6nictepiB y
KapTOHHI KopobLyi

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/Ib cepii:
NabeHa f.0.0.,
CnoBeHis

YMOB BuAaui peecTpauiiHoro
noceig4YeHHs, Bknoyaroun Mnax
ynpaBAiHHA py3nkamu (iHLwi
3MiHK).
3aABHMKOM HaJaHO OHOBJIEHW
nnaH ynpaeniHHA pu3nkamm
Bepcia 3.1
3MiHM BHECEHO [0 YaCTVH:
| «3aranbHa iHdhopmaLis»,

Il «Cneundpikais 3 6e3nexu»,
Il «MnaH 3 hapmakoHarnsgy»,
IV»lnanu wopao
nicnsapeecTpauiiHnx
pocnigpkeHb epeKTVBHOCTI»,
V «3axoan 3 MiHimi3auii
pU3MKIB»,

VI «Pesiome nnany ynpasniHHA
pr3nkamm»

VII «dogatkmn»

Y 3B’13KY 3 OHOBJIEHHAM
cneuudikauii 3 6e3neku aio4oi
peyoBMHN PO3yBacTaTuHY,
BiANOBIAHO [0 aKTyasibHOT
pedhepeHTHOT iHdhopmaLi, a
TaKoX Y 3B'A3KY i3 3MiHOIO
chopmarty BignoBigHO A0 BMMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines).

Pestlome nnaHy ynpasniHHA
pu3nkamu Bepcia 3.1 fofaeTbes.
BBefeHHs 3MiH NpoTAroM 6-Tu
MiCALIB MiC/S 3aTBEPKEHHS

205.

PO3YBACTA
TUH KPKA

rosuvastati
n

po3yBacTta
TUH (Y
BUrNAAI
KasibLito
posysacTta
TUHY)

C10AA0

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI, 10 40
mr; no 10
Tabnetoky
6nictepi; no 3, 6
abo 9 6nicTepiB y
KapTOHHI Kopobui

KPKA,
4a.4a., Hoso
MecTo

CnoseHi
a

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
naxyBaHHs,
KOHTPO/b cepii Ta
BMNYCK Ccepil:
KPKA, a.4., HoBo
MecTo, CrioBeHis;

CnoseHi
A

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHu | TMNY - 3MiHK WoA[0
6e3nekn/eheKTUBHOCTI Ta

thapmakoHarnsagy. BHeceHHs
a60 3MiHa(K) 40 3060B'A3aHb Ta

YMOB BUAaui peecTpauiiHoro
noceifgYeHHs, BkoYaroun Mnax

3a
peyenmo
M

UA/14144/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;

KOHTPO/b cepil:

NabeHa f.0.0.,

CnoBeHis

ynpasiHHA pusmkamu (iHLi
3MiHW).
3asBHVIKOM HaJlaHO OHOBEHWIA
nnaH ynpaeniHHA pu3nkamm
Bepcia 3.1
3MiHN BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLis»,

Il «Cneupndikauis 3 6esnekn»,
Il «MnaH 3 hapmakoHarnsay»,
IV»[lnaHu wopao
nicnsapeecTpauiiHnx
pocnipkeHb edheKTNBHOCTI»,
V «3axoau 3 MiHimi3auiT
pU3MKIB»,

VI «Pe3tome nnaHy ynpasniHHA
py3nkamm»

VII «QopaTtkm»

Yy 3B'A3Ky 3 OHOB/IEHHAM
cneuudikauii 3 6e3neku ajo4voi
peyvyoBMHN pO3yBacTaTuHy,
BiANOBIAHO [0 akTyasnbHOT
pediepeHTHoI iHdhopMadii, a
TakoX Y 3B'A3KY i3 3MiHOIO
chopmaTy BigMoOBIAHO 4O BUMOT
Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines).

Pestome nnaHy ynpasiHHA

pusukamu Bepcist 3.1 fogaeTbes.

BBefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS

206.

PO3YBACTA
TUH-
JAPHULIA

rosuvastati
n

posysacTta
TUH Y
BUrNaai
posysacTta
TUHY
KasibLito

C10A
AO07

TabneTku, BKpUTI
N/iBKOBOO
060/10HKO10, N0 10
mr; no 10
Tabnetok y
KOHTYpHilA
YapyHKOBIl
ynakoBLi; no 3 abo
9 KOHTYPHUX
YapyHKOBUX

MpAT
"®apmaue
BTUYHA
hipma
"fNapHuus"

YkpaiHa

MpAT
"®apmaueBTUyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/HOYaouu, 3a
Heob6XigHOCTI, Micue
NnpoBeeHHSA KOHTPOJIHO AKOCTI),
abo B/1acHMKa MacTep-chaiina

3a
peyenmo
M

UA/18441/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

yNakoBOK B nauLli

Ha A®l, abo nocTavasibHUKa
Adl/BnxigHoro
Marepiany/peareHTy/npoMiXXHOI0
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BiCYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI AOMOMIKHOI
PeyOoBMHM (SKLLIO 3a3HAYEHO Y
[0Cbe) 3MiHa Ha3BW BUPOOHMKA
A®| PosyBacTaTvH KasibLiito 3
(GLENMARK LIFE SCIENCES
LTD,INDIA Ha ALIVUS LIFE
SCIENCES LIMITED, INDIA),
6e3 3MiHN MicLA BUPOGHMLTBA.
3arBepaxeHo: GLENMARK
LIFE SCIENCES LTD,INDIA
NANTONG CHANYOO
PHARMATECH CO, LTD
CHINA 3anpornoHoBaHo:
ALIVUS LIFE SCIENCES
LIMITED, INDIA NANTONG
CHANYOO PHARMATECH
CO., LTD CHINA npoekt MKA
(Bepcis eCTD 0013). BeeaeHHs
3MiH NpPOTAroM 6-Tn Micauis
nicns 3aTBepKeHHs

207.

PO3YBACTA
TUH-
JAPHULIA

rosuvastati
n

posysacTta
TUH Y
BUrNaai
posysacTta
TUHY
KasibLito

C10A
AO07

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, No 20
mr; no 10
Tabnetok y
KOHTYpHil
YapyHKOBIl
ynakoBLi; no 3 abo
9 KOHTYPHUX
YapyHKOBUX
YNakoBOK B NauLii

MpAT
"®apmaue
BTUYHA
hipma
"fNapHuus"

YKkpaiHa

MpAT
"®apmaueBTUyHa
chipma "HapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MaTepiasiis:
3MiHu | TUNY - AOMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/HOYaouu, 3a
Heob6XigHOCTI, Micue
NnpoBeeHHSA KOHTPOJIHO AKOCTI),
abo BrlacHMka mactep-caiina
Ha A®l, ab6o noctavasibHVKa
Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
MPOAYKTY, L0 3aCTOCOBYHTbCSH Y
BMPOGHMLTBI AP (SKLLLO
3a3Ha4yeHo y [10CbE Ha

3a
peyenmo
M

UA/18441/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

nikapcbkuii 3acib) 3a BiCYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI AOMOMKHOI
PEYOoBMHM (SKLLIO 3a3HAYEHO Y
[0Cbe) 3MiHa Ha3BW BUPOBHMKA
A®| PosyBacTaTvH KasibLiito 3
(GLENMARK LIFE SCIENCES
LTD,INDIA Ha ALIVUS LIFE
SCIENCES LIMITED, INDIA),
6e3 3MiHN MicLA BUPOGHMLTBA.
3arBepaxeHo: GLENMARK
LIFE SCIENCES LTD,INDIA
NANTONG CHANYOO
PHARMATECH CO, LTD
CHINA 3anpornoHoBaHo:
ALIVUS LIFE SCIENCES
LIMITED, INDIA NANTONG
CHANYOO PHARMATECH
CO., LTD CHINA npoekt MKA
(Bepcis eCTD 0013). BeeaeHHs
3MiH NpPOTAroM 6-Tn Micauis
nicns 3aTBepKeHHs

208.

PO3UIH
PIHFEP-
NAKTATHWIA

Electrolyte
s

HaTpito
xnopug,
HaTpito
nakrar,
Kanito
xnopug,
KaubLyjto
xnopugy
aurigpat

BO5BBO
1

PO34MH Ans
iHdpy3in, no 200
M abo 400 mny
nnsLwKax

TOB
"FOpis-
Papm”

YkpaiHa

TOB "lOpia-®apm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaT BiANOBILHOCTI
€Bponeiicbkii
hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa
BiZANOBIAHOCTI 260 BUYyYEHHSA
cepTudikaTta BignoBigHOCTI
€Bponeiicbkiin hapmakonei: aons
A®I; ons BuXigHoOro
MaTepiasny/peareHTy/MpoMixKHOro
npoaykTy, Wo
BMKOPUCTOBYIOTbCSA Y
BUPO6HMUTBI ADI; ans
L0MNOMDKHOT peyYOBUHU
(cepTudbikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) -
HoBwuii cepTudpikat Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA -

3a
peyenmo
M

UA/0872/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

noJaHHa HOBOro cepTudpikara
BiANOBIAHOCTI EBPONENChbkil
thapmakonei CEP 2018-159-Rev
01 ana A®l kanito xnopug Big,
yXe 3aTBEPKEHOrO0 BUPOOHMKA
«Macco Organiques, S.r.0.»,
Yecbka Pecnybnika.
3arsepgxeHo: DMF
3anponoHoBaHo: CEP 2018-
159-Rev 01
3MiHu | TUNY - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTBCS Y
BUPOGHMUTBI ADI; Ans
[O0MOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiit hapmakoner) -
HoBwuii ceptudikar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHa HOBOro cepTuddikara
BiANOBIAHOCTI EBPONENChbkil
thapmakonei CEP R1-CEP
2006-263-Rev 01 gns Ad|
KaubLyito xsiopug, aurigpar Big
yXe 3aTBepKEHOro BUPOGHUKA
«Macco Organiques, S.r.0.»,
Yecbka Pecnybnika.
3arsepgxeHo: DMF
3anponoHosaHo: CEP R1-CEP
2006-263-Rev 01
3MiHu | TURY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudikart BiANOBIAHOCTI
€Bponeicbkii
dhapmakonei/MoHorpadii.




n/n
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Bupo6HUK

KpaiHa

PeecmpayiliHa npoyedypa

Ymosu

Peknam

Homep

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky

(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

BUPOGH
uKa

MofaHHa HOBOro a6o

BionyckKy

yBaHHs*
*

peecmpayitiHo
20
nocsioYeHHs

OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BiANoBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTBCSH Y
BUPOGHMUTBI A®I; Ans
[O0MOMDKHOT PEYOBUHM
(cepTudpikaT BignNoBIgHOCTI
€Bponeiicbkiin hapmakoner) -
HoBwuii ceptudikar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHa HOBOro cepTuddikata
BiANOBIAHOCTI EBPONENChbkil
thapmakonei CEP R1-CEP
2004-315-Rev 02 gns Ad|
HaTpito Xxnopug Bif yxe
3aTBEPPKEHOrO BUPOOHMKA «
Salinen Austria AG», AsCTpisi.
3arsepgxeHo: DMF
3anponoHoBaHo: CEP R1-CEP
2004-315-Rev 02
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNpoGyBaHb abo AONYyCTUMUX
MeX, BCTAHOBNEHNX Y
cneuudikaisx, nig vac
BMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby (iHLwi 3MiHu)
- JopaBaHHs anbTepHaTUBHOTO
MeTo4y KOHTposito 06'emy Boau
[ANA IH'eKUi Ta po34nHy

a came BaroBoro MeToay Ha
OCHOBIi NOKa3HWKIB
TEH30METPUYHUX AaTUWKIB,
IHTErpoBaHMX y TEXHO/OTIYHI
€MHOCTI.
BHECEHHS 3MiH A0

NPOMIXHOI NPOAYKLT y peakTopi,

3a

UA/17704/01/03

209. | CENbTABIP

oseltamivir

o3efbTami
Bipy
choccpat

JOS5AHO
2

Kancynu Teepgi no
75 wmr, no 10
Kancyn y 6nicrepi;

no 1 6nictepy B

Makneogc IHAia
dapmacb
H0TUKaNC

Niviteq

Makneopc
dPapmacboTrKanc
Nimiteq

IHais

peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.

peyenmo
M

0TOBWi1 NiKapCbKMii 3acib.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

KapTOHHii
ynaKkoBLi

KOHTpO/b roTOBOrO MikapCbKoro
3acoby. 3miHa napaveTpis
cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHu)
- BUAA/IEHHSI HOMepY Kancysnu i3
nokasHumka «Onunc»
Cneupmdpikanii FN3. (NpoekTu
MK$A 13 (0001) pns BCix
[03yBaHb). BBeAEHHS 3MiH
NpoTArom 6-TM MicALIB 3 Aatn
3aTBEPAKEHHS.

210.

CE/NNbTABIP

oseltamivir

o3efbTami
Bipy
hoccpat

JOS5AHO
2

Kancynu Teepgi no
45 wr, no 10
Kancyny 6nicrepi;
no 1 6nictepy B
KapTOHHIMN
ynakoBLj

Makneopc
dapmacb
roTMKanc
Nimiten

IHais Makneopc
dPapmacboTrKanc

Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
oTOBWIA NiKapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbKoro 3aco6y (iHLwi 3MiHu)
- BUJASIEHHSA HOMeEpPY Kancysu i3
rnokasHuka «onme»
Cneupmdpikanii FN13. (MpoekTu
MK$ /13 (0001) gns BCix
[03yBaHb). BBeAEHHS 3MiH
NpoTArom 6-Tn MicAuiB 3 gatn
3aTBEPKEHHS.

3a
peyenmo
M

UA/17704/01/02

211.

CENbTABIP

oseltamivir

o3efibTami
Bipy
occhat

JO5AHO
2

Kancynv Teepgj no
30 wmr, no 10
Kancyny 6nictepi;
no 1 6nictepy B
KapTOHHii
ynakoBLi

Makneogac
dapmacb
loTuKasnc

Nimiteq

IHgis Makneoac
PapmacboTrKanc

Nimiten

IHgis

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOro
NikapcbKoro 3acoby (iHLwi 3MiHu)
- BUAA/IEHHSI HOMepY Kancynu i3
rnokasHmka «Onunc»
Cneumdpikanii MN3. (MpoekTy
MK$A /13 (0001) pns BCix
[03yBaHb). BBeAEHHS 3MiH
NpOTArom 6-Tn MicsuiB 3 fatu
3aTBEPAKEHHS.

3a
peyenmo
M

UA/17704/01/01

212,

CUrHI®OP
NAP

pasireotid
e

nacupeotun
4 (y hopmi

HO1CBO
5

nopoLUoK Ans
cycneHsii gns

Pekopgari
Pea

BMNYCK cepil:
Pekopgaati Pea

dpaHuis

PpaHuis
/

BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiais:

3a
peyenmo

UA/15926/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
nacmpeoTu iH eKuii no 20 wr; Lisizec Lizizec, ®paHuis; Higepna 3MiHu | TUNY - 3MiHK WoA0 M
oy 1 cdhnakoH 3 BUMYCK Cepii: Haw/ 6e3nekn/edheKTMBHOCTI Ta
namoarty) NOPOLLKOM Y Pekopgaati Pea ABcTpisi/ thapmakoHarnsgy. BeegeHHs
KOMMNNEKTI 3 Lizizec, ®paHuis; LlBeiiua a60 3MiHM [0 y3arasibHeHNxX
PO3UYNHHWUKOM MO 2 BVMPOGHMLTBO, pis/ [aHuX npo cuctemy
M1y nonepegHbLo KOHTPO/Tb SIKOCTI, Himeyvun chapmakoHarnsgy (BBefeHHs
3anoBHEHOMY nepBuHHe Ha y3arasibHeHux faHunx npo
wnpui nakyBaHHs cuctemy thapmakoHarnsgy,
(kapmenosa PO3YMHHMKA Ta 3MiHa YNOBHOB&aXXEHOT 0Co6M,
HaTpilo, MaHIT BTOPWHHE BiANOBIAA/IbHOI 3a 34iiCHEHHS
(E421), nakyBaHHs thapmakoHarnsgy; KOHTakTHoOT
roToBOro ocobu 3 chapmakoHarnsgy

nosnokcamep 188,
BOAA AN iH'EKUIN),
1ronkoto Ta l
aflanTepom B
KapTOHHI KopobLyi

npoaykty: A660TT
Bionogxukanc
B.B., HigepnaHay;
KOHTPO/b SIKOCTI
3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
Tecty
"BakTepianbHi
€HA0TOKCUHK",
nepBuHHE
nakyBaHHS
MOPOLLIKY:
HosaprTic
dapmactoTikan
MaHydakTypiHr
'M6X, ABCTpIs;
KOHTPO/1b SIKOCTI
3a Bcima
napameTpamu 3a
BUK/IOYEHHAM
MONEKYNAPHOT
Macu nonimepy Ta
Tecty
"BakTepiasibHi
€HA0TOKCUHK™:
HoBaprTic
dPapmactoTikan
MaHydakTypiHr
'm6X, ABCTpis;
BUPOBHULTBO
nopotuky in bulk
4N cycneHsii ans
iH'eKLji:

3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B Ykpaii,
SIKLWO BOHA BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy (Bkio4yatum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLEeHHI MacTep-thaiina
cucTeMu dpapmakoHarnsagy).
3MiHa ynoBHOBaXXeHOi 0cobu
3asBHWKa, BiANOBIAA/IbHOI 3a
hapmakoHarnsg,

[Litova pepakuin: Anne Valot-
Salengro, MD
MponoHoBaHa pepakuis: Paola
Pirovano.
3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOT 0cobm
3asBHVKa, BignoBigasibHOI 3a
hapmakoHarning,
3MiHa MicLle3Hax0omKEHHS
macTep-haiina cuctemm
hapmakoHaraagy. 3miHa micus
3/1iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnagy
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
PEKOPOATI AT
Pea [lizizec
BpaHu,
LLiseiiuapis;
KOHTPO/1b AKOCTI
3a NOKa3HNKOM
"BakTepiasibHi
€HA0TOKCUHK™:
EypocpiHc
Biochapma
MpoaakT TecTiHr
MioHix Fm6X,
HimeuuunHa;
TepMiHasibHa
cTepunisauis
hNaKoHiIB:
CiHepgxu Xenc
[eHikeH AT,
LLiBeiiLapis
213. | CUTHI®OP pasireotid nacvpeotn | HO1CBO | nopoLok ans PekopgaTti | ®paHuis BMNYCK Ccepil: dpaHuis BHECEHHS 3MiH 40 3a UA/15926/01/02
NnAP e o (y dopmi | 5 cycneHsii gns Pea PekoppaTi Pea / peecTpauiiiHux maTepiais: peyenmo
nacvpeotu iH ekl no 40 wr; fisizec [izizec, ®paHuis; Higepna 3MiHu | TUNY - 3MiHK LWoA0 M
oy 1 donakoH 3 BMNYCK Ccepil: Hon/ 6e3nekn/eeKkTMBHOCTI Ta
namoary) NOPOLLIKOM Y PekoppaTi Pea ABcTpisi/ thapmakoHarnagy. BeegeHHs
KOMM/IEKTI 3 [izizec, ®paHuis; Lseliua ab60 3MiHN [0 y3arasibHeHuX
PO3UYMHHUKOM MO 2 BUPOGHMLTBO, pis/ LaHux nNpo cuctemy
My nonepeaHbLo KOHTPO/b SIKOCTI, Himeyvun chapmakoHarnsgy (BBefeHHs
3aMnoBHEHOMY nepBuHHE Ha y3arasibHeHVX AaHux npo
wnpui nakyBaHHs cuctemy thapmakoHarnsgy,
(kapmenosa PO3YMHHMKA Ta 3MiHa YNOBHOBaXXEHOT 0Co6M,
HaTpito, MaHIT BTOPUHHE BiNOBIAALHOT 32 3[iICHEHHS
(E421), nakyBaHHs hapMakoHarnagy; KOHTaKTHOI
nonokcamep 188, roToBOro ocobu 3 hapmakoHarnagy

BOJa NS iH'eKLilA),
1ronkowo Tal
afantepomM B
KapTOHHI Kopobuj

npoaykty: A66oTT
Bionogpxukanc
B.B., HigepnaHaw,;
KOHTPO/1b SKOCTI
3a BCiMa
napameTpamu 3a
BUK/THOYEHHAM
Tecty
"BakTepiasibHi
€HAO0TOKCUHN",
nepBuHHE
nakyBaHHS
MOPOLLIKY:

3asBHUKA ANA 3AiAICHEHHS
thapmakoHarniagy B Ykpaini,
SKLLO BOHA BiAMiHHa Big
YNOBHOBaXEHOT 0CcO6M,
BigNOBiAa/IbHOI 32 3[jACHEHHS
hapmakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOT 0cobm
3asBHVIKA, BignoBigasibHOI 3a
hapmakoHarniag,.
[itoya pepakuis: Anne Valot-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

HosapTic
dapmactoTikan
MaHydhakTypiHr
'M6X, ABCTpis;
KOHTPO/1b AKOCTI

3a BCimMa

napameTpamu 3a
BUK/THOYEHHAM
MOEKYNAPHOT
macu nonimepy Ta
Tecty
"BakTepianbHi
€HA0TOKCUHN™:

HosaprTic
dapmactoTikan
MaHydakTypiHr
'M6X, ABCTpIs;

BMPOGHMLTBO
nopoLuky in bulk
ONs cycneHsii gns
iH'EKL:
PEKOPOATI AT
Pea [lizizec
BpaHu,
LLiseiiuapis;
KOHTPO/1b AKOCTI
3a NOKa3HNKOM
"BakTepiasibHi
€HA0TOKCUHK™:

EypocpiHc

Biodhapma
MpoaakT TecTiHr

MtioHix Tm6X,
HimeyuunHa,;
TepMiHasibHa
cTepunisauis
hNaKoHiIB:
CiHepgxu Xenc
[eHikeH AT,
LLiBeiiLapis

Salengro, MD
MponoHoBaHa pegakuis: Paola
Pirovano.
3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3as1BHYKA, BignoBigasibHOI 3a
thapmakoHarnag,.
3MiHa MicLe3HaxomKeHHS
mMacTep-aiina cucremu
hapmMakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisNIbHOCTI
3 papmakoHarnagy

214.

CUrHI®OP
NAP

pasireotid
e

nacupeot
A4 (y chopmi
nacupeotu

ay
namoary)

HO1CBO
5

NopoLUoK A1A
cycneHsii gns

iH ekl no 60 wmr;
1 donakoH 3
MOPOLUKOM Y
KOMMJIEKTI 3

Pekopgaari
Pea
Lisizec

dpaHuis

BMNYCK Ccepil:
PekoppaTi Pea
Lizizec, PpaHuis;
BMNYCK Ccepil:
PekoppaTi Pea
[izizec, PpaHuis;

dpaHuis
/

Higepna
Hon/
ABcTpisi/
Liseiua

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK LWoAo

6e3nekn/eeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
ab60 3MiHU [10 y3arasibHeHWX

3a
peyerimo
M

UA/15926/01/03
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nonokcamvep 188,
BOAA AN iH'EKUIN),
lronkow Tal
aflanTepom B
KapTOHHiI KopobLi

npoaykty: A66oTT
Bionogpxukanc
B.B., Higepnanay;
KOHTPO/1b SIKOCTI
3a Bcima
napameTpamu 3a
BUK/IIOYEHHAM
Tecty
"BakTepianbHi
€HOOTOKCUHN",
nepBuHHe
nakyBaHHs
MOPOLLIKY:
HosapTic
dapmactoTikan
MaHydhakTypiHr
'M6X, ABCTpis;
KOHTPO/1b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/THOYEHHAM
MONEKYNAPHOT
macu nonimepy Ta
Tecty
"BakTepianbHi
€HA0TOKCUHKN™:
HosaprTic
dapmactoTikan
MaHydakTypiHr
'M6X, ABCTpIs;
BMPOGHMLTBO
nopoLuky in bulk
LNs cycneHsii gns
iH'EKL:
PEKOPOATI AT
Pea [lizizec
BpaHu,

LLiseiiuapis;

3as1BHMKA 4119 34iiCHEHHS
hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkrovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cucTemu chapmakoHarnsagy).
3MiHa yNnoBHOBaXkeHOT 0cobm
3asBHVKa, BignoBigasibHOI 3a
hapmakoHarnag,

[itoua pepakuis: Anne Valot-
Salengro, MD
MponoHoBaHa pegakuis: Paola
Pirovano.
3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobun
3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag,.
3MiHa MicLe3HaxoMKeHHS
mMacTep-aiina cuctemu
hapmMakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisifIbHOCTI

3 papmakoHarnagy

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
PO3YMHHKKOM Mo 2 BMPOBHNLTBO, pisi/ JaHux npo cuctemy
M/1Yy nonepegHLo KOHTPO/Ib AKOCTI, Himeuun thapmakoHarnsagy (BBefeHHs
3anoBHeHOMY nepBuHHe Ha y3araJiBHeHNX faHux npo
Linpuuj nakyBaHHs cuctemy hapmakoHarnagy,
(kapmenosa pPO3uYnHHKKa Ta 3MiHa yNOBHOBaXeHOi 0cobw,
HaTpilo, MaHIT BTOPUHHE BignoBiga/bHOI 3a 3MjACHEHHSI
(E421), nakyBaHHs hapMakoHarnagy; KOHTakTHoI
roToBOro 0cobu 3 hapmakoHarnsgy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

KOHTPO/b SIKOCTI
3a NOKa3HKOM
"BakTepianbHi
€HA0TOKCUHKN™:

EypocpiHc
Biodhapma
MpogakT TecTiHr
MioHix TM6X,
HimevunHa,;
TepMiHasbHa
cTepunisauis
hNaKoHiB:

CiHeppxn Xenc

[eHikeH AT,
LLiBeriuapis

215.

CUTrHILE®

levofloxaci
n

neBoIoK
cauuHy
remirigpar

SO01AEO
5

Kpanni oyHi, 0,5 %
nos5wmny
hnakoHi-
KpanenbHuui; no 1
hnakoHy B mauu,i 3
KapTOHY

CEHTICC
DAPMA
NBT. NTA4.

IHais

CEHTICC ®APMA
MnBT. NTA.

IHais

BHECEHHS 3MiH [10
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHa y

KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NlikapCbkoro
3acoby B nicnspeecTpauiiiHmi
nepiog, abo sik pesynbTar
OL}iHKM 3BiTY 3 AOCNIAKEHD,
nposefeHVX BignoBigHoO A0
nnaHy negjiaTpuyHnX
pocnigkens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) -
3MiHV BHECeHi A0 iHCTPYKLii ass
MeJMNYHOro 3aCTOCYBaHHs
niKkapcbKoro 3acoby Ao po3ainis
"Oco6MBOCTI 3aCTOCyBaHHA",
"MobiuHi peakuyji" Woao 6e3nekn
3aCTOCyBaHHSA Ait040i pevOBUHU
BigNOBIAHO A0 pekoMeHaauii
PRAC EMA (Bepcia eCTD
0004). BBeieHHs 3MiH NPOTSAroM

3a
peyenmo
M

He
niosnsiea
€

UA/12551/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
6-Tn micsauiB nicns
3aTBEPAKEHHS.
216. | CUHIYNAaP® monteluka | MOHTenyk RO3DCO | TabneTku, BKpPUTI OpraHoH LBeniua Brpo6HuK Benvka BHECEHHS 3MiH [0 3a UA/10208/01/03
st act 3 nNiBKOBOO CeHTpan pis Hepo3gacosaHoi BpuTaHi peecTpaLiiiHix MaTepianis: peyenmo
HaTpito 060/10HKO10, Mo 10 IcT FTmM6X npoaykuii, s/ 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
mr; no 14 nepBrHHa Ta Higepna CepTudpikar BignosigHocCTI/lE-
Tabnetok y BTOPVHHA Haw/ cepTudikar BiANoBIiAHOCTI
6nictepi; no 2 yrnakoBKa, Benbris €Bponeiicbkii
6nictepu B KOHTPO/1b SIKOCTI: thapmakonei/MoHorpadii.
KapTOHHI Kopobuj OpraHoH ®apma MopaaHHA HoBoro abo
(UK) Nimitea, OHOBJIEHOTO cepTudikaTa
Benvka bputaHis; BiANOBIAHOCTI 260 BUyYEHHS
MepBuHHa Ta cepTugikata BiZNOBILHOCTI
BTOPVHHA €Bponeiicbkili hapmakonei: gns
ynakoBKa, Adl; ansa sBuxigHoro
KOHTPO/Ib AKOCTI, marepiany/peareHTy/npoMiXHOro
[03BiN Ha BUNYCK NPOAYKTY, WO
cepii: BUKOPWUCTOBYIOTLCA Y
Mepk Wapn i BUPOGHULTBI A®I; ans
Joym B.B., [0MOMIDKHOT peYOBUHU
HigepnaHau; (cepTudpikat BiANOBIAHOCTI
KoHTposb sikocTi, €Bponeiicbkiii hapmakoner) -
[L,03BiN Ha BMNYCK HoBwit cepTucpikat Big HoBOro
cepii: BMPOGHMKa (3amiHa abo
OpraHoH XeWicT [OMNOBHEHHS)
6B, benbris noJaHHs HOBOro cepTuddikara
BiANOBIAHOCTI EBpONechbkil
dhapmakonei Ne R1-CEP 2014-
115-Rev 01 gna Aol
MOHTENyKacTy HaTpito Bif,
HOBOrO a/IbTEPHATUBHOIO
BMpO6HMKa Zhejiang Tianyu
Pharmaceutical Co., Ltd., China.
OHOBNEHI METOAN KOHTPOSIIO
SIKOCTi JTiKapCbKOro 3acoby
(eCTD Bepcig 0000).
217. | CIMBPUH3A Brinzolami | 6puH3ona | SO1EC5 | kpanni oyHi no 5 HosapTic Lseliua Hosapric Benebris BHECEHHS 3MiH A0 3a UA/15669/01/01
® de, Mig, 4 My doniakoHax- dapma Al pis MaHydhakTypiHr peecTpauiiiHux maTepiasis: peyenmo
combinatio | 6pMMOHIagM KpanesibHUUAX; No HB 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
ns HYy 1 a6o 3 drnakoHu A®I. BupobHuLTBO. 3MiHA
TapTpat Y KapPTOHHIl BMPOGHMKa
KOpoo6Li BWXiZHOr0/NPOMIiXHOro
NpoAyKTy/pearexTy, Lo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoteci AdDl, a6o
3MiHa BUPOBHMKa (BKKOYaKUW,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

e HeobxigHo, micue
NpoBeAEHHSA KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTudikaTa BiANoBIAHOCTI
€Bponelicbkin dhapmakonei y
3aTBEpMKEHOMY AOCHE)(iHLLi
3MiHKW) goaasaHHA Qingdao
Kingway Pharmtech Co., LTD.,
China (No. 88, Middle Haixi
Road, Jiaonan city,
Qingdao,China, Post code:
266404), 5K BUpOGHMKa
NMPOMIKHOIO NPOAYKTY 3-
(Bromoacetyl)-5-chloro-2-
thiophenesulfonamide (BK) y
BUpo6HMYOMY npoueci Ad|
6puH3onamiay Big SCI
Pharmtech, Inc sk yacTuHa
ASMF EMEA/ASMF/01518

218.

CK-Ch,
CTPEMTOKIH
A3A-
CTPENTOA0
PHA3A

Streptokin
ase,
combinatio
ns

CTPENTOKiH
asa,
CTpenToso
pHasa

BOGAAS
5

cynosuTopii
peKkTasibHi No
15000 MO/1250
MO; no 6
CynosuTopiiB y
6nictepi; no 1, 2
abo 3 6nictepn y
KapTOHHii
ynakoBLij

dapmiHa
nTg,

Monbwa

dapmiHa /lTg

Monbwa

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHn Il Tuny - 3MiHn Wwoao

6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(BopaBaHHSA HOBOTO
TepaneBTUYHOrO MokasaHHs abo
3MiHa y 3aTBepKeHoMy
nokasaHHi). 3MiH1 BHECEHO [0
IHCTPYKUT AN MeguyHoro
3acTOCyBaHHSA NikapcbKoro
3acoby fo po3giny "MokasaHHs"
(mopaBaHHA HOBOTO
TepaneBTUYHOrO MoKa3aHHs:
"3anasibHi 3aXBOpPOBaHHS
opraHiB Manoro Tasza —
KOMMNIEKC 3ananbHUX
3aXBOpPHOBaHb SIEYHNIKIB,
MaTKoBUX Tpyb Ta eHAoMeTpito,
AK AONOMIDKHE NiKyBaHHS; -
CnaiikoBa xBopoba nicns
onepawviiii Ha opraHax Masioro
Ta3a"). BBeileHHs 3MiH NPOTSArom
6-Tn micsuiB nicns
3aTBEPAKEHHS.

3a
peyerimo
M

He
nionsiea
€

UA/17590/01/01

219.

cningokc

doxylamin

noKcunami

RO6AAO

TabneTku, BKpUTI

TOB

YkpaiHa

Brpo6HMUTBO 3a

YKpaiHa

BHECEHHS 3MiH A0

Ne 10 —

He

UA/10819/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

e

Hy
cyKuMHaT

NO5CM

060/10HKO10, MO 15
mr, no 10
Tabnetoky
6nictepi; no 1 a6o
3 6nictepu B
KOpOOGLii 3 KApTOHY

"MNpepacTas
HULTBO
BAYM
PAPM
rMBX"

MOBHUM LIMK/TOMU:
TOB
"ACTPA®APM",
YKpaiHa,;
CepTudpikauis
cepii Ta Bugava
[03BONY Ha
peanisaujto
(Bunyck cepii):
TOB
"MpeAcTaBHULTBO
BAYM ®APM
TMBX",
Ykpaina

peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYITbCS BUMYCKY cepii Ta
KOHTPO/II0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHMKA, LU0
BignoBifgae 3a BBe3eHHA Ta/abo
BUMNYCK cepii) - He Bkovatoun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -
BBegeHHs 40AaTKOBOro
BMPOGHMKA BiANOBifaIbHOTO 3a
"CepTudhikauis cepii Ta Bugaya
[03B0/y Ha peanisauito (BUnycK
cepii)", a came: TOB
"MpeacTtasHnUTBO BAYM ®APM
FMBX", YkpaiHa. Y 3B'A3Ky 3
BBEJEHHAM 40aTKOBOrO
BMPOOGHWKA - f0faBaHHSA
po3ginis "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
oro pisinbHOCTI" B IHCTPYKLitO
A5 MeNYHOT0 3acToCyBaHHS
Ta K HacniaokK - BiANoBiaHi
3MiHW y TeKCTi MapKyBaHHS
YyNakoBKM NikapCbKoro 3acoby.
BBeieHHs1 3MiH npoTsrom 6-Tn
MicALB Nic/a 3aTBePIKEHHS.

6e3
peyenma;
Ne 30 — 3a
peyenmo
M

nionsiea
€

220.

CMEKTA®
BAHI/b

diosmectit
e

jocMeKTuT
(cmekTuT
Aioktaenp
WNYHWIA)

A07BCO
5

NopoLUoK A1A
opasibHOI
cycneHsiino 3r;
no 3,76 r NOpoLUKy
y nakeTtuky; no 10,
12 a6o 30
nakeTukiB y
KapTOHHI Kopobui

INCEH
KOHCbIO
MEP
XENCKEA

AKLiOHepH
e
TOBapuCTB
o
CrpOLLIEHO
ro Tuny

BO®YP INCEH
IHAYCTPI

dpaHuis

dpaHuis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoHaroun
AianasoH po3mipy cepir)
roTOBOrO NiKapCbKoro 3acoby
(36inbLueHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAKEHUM
po3mipom) 36inbLUEHHI po3Mipy
cepii roToBOro /likapcbKoro
3aco6by 3 1353,600 kr o
1598,000 kr 3 BignoBigHUM
36iNbLUEHHSIM KifTbKOCTi 06epTiB

6e3
peyenma

UA/10103/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3 300 go 360 Ha eTani
3MiLLyBaHHS 3MiHu | Tuny -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOGHWLITBA FOTOBOTO
nNiKapcbkoro 3acoby (BUyYeHHs
HecCyTTEBOro BUNPOOYyBaHHSA B
npoveci BUpobHULTBa)
BunyyeHHst HECYTTEBOTO
BMNPOOYBaHHA B NpoLeci
BMPOGHULITBA, & came MepeBipKu
cepeAHboi Macu 10 nakeTukis B
npoLeci BUPOGHNLTBA, OCKi/TbKN
O[HOPIAHICTL Mpouecy
posnoginy nepesipseTbcs
aBTOMAaTWYHO COPTYBaSIbHUM
NPVUCTPOEM MaLUVHW ANS
HarnoBHEHHA NakeTUKiB nif Yac
BMPOGHMLTBA 3MiHW | TNy -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHa po3mipy
cepii (BkOYaOuM gianasoH
po3Mipy cepil) roToBoro
nikapcbkoro 3acoby
(36inbLueHHs go 10 pasis
NOPIBHSAHO i3 3aTBEpPAKEHUM
po3mipom) BeeeHHsA
[0[aTKOBOrO 36i/bLLEHOr0
po3Mipy cepil, a came — po3mip
cepii ctaHoBKTbL 1598,000 kr
MOPOLLKY Ta MICTUTbCS B O4HOMY
KOHTEHepi 415 3MiLllyBaHHs,
LLIO Bignosigae npn6nnsHo 425
000 nakeTuKiB, 3anpoONoHOBaHO:
pOo3Mmipu cepiil cTaHOBNSATb
1598,000 kr a6o 3196,000 kr
MOPOLLKY Ta MICTATLCSA Y [BOX
KOHTeliHepax, LU0 BignoBsifae
npn6amsHo 425 000 a6o 850
000 nakeTukiB Ta HE3HAYHO

3MIHOHO NiJ Yac eTany
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

nakyBaHHs, TO6TO A0 ABOX
KOHTEiHepiB MOXYTb 6yTu
NoCnNifOBHO yNakoBaHi Ha OfHIN i
Tili camili nakyBasibHiiA MiHii.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y
MeToAax BUNpobyBaHHA Ad|
abo BuUxigHoro
Marepiasny/nmpoMixXHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLLI 3MiHU Y
mMeToAax BUNpobyBaHHSA
(Brntovatoun 3amiHy abo
[0MNoBHEHHS) A®| abo
BVXiZAHOr0/NPOMIXHOro
npoAaykTy) JogaBaHHs
aflbTePHaTMBHOrO MeToay
BUNPOOYBaHHA AN BU3HAYEHHS
napameTtpy «Aacop6uiiHa
3paTHiCTb» ansa Adl
aiocmekTuTy. Ha aaHuii yac
BMNpo6YyBaHHA aAcopbuiliHoi
3AaTHOCTiI BU3HAYa€ETLCA
MeToAoM Y&-
cnekTpodhOTOMETPIT MO KiNbKICTi
CTPUXHIHY cynbdarty,
afcopb0oBaHOro AioCMEKTUTOM.
3anponoHoBaHwui
anbTepHaTVBHUIA aHaTITUYHWIA
MeTOZ, TaKOX BU3HAYAETLCA
MeTonoM YO
cnekTpodhoTOMETPIl, ane no
BM3HAYEHHIO rekcaaMiHKo6a1bTy
Tpuxnopugy, aacopbosaHoro
3paskom, 3a J0nomMoro Y& ta €
MeTogoM ISO 3miHu | Tvny -
3MiHu 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHA APl a6o
BMXi4HOrO
Marepiasny/nmpoMixXHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLI 3MiHK Y
MeToAax BUNpobyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

(BKIKOYatOUM 3aMiHy abo
[0noBHeHHs) A®| abo
BUXIiAHOr0/MpOMiXXHOro
npoaykTy) fofaBaHHsA

anbTepHaTUBHOIO aHaniTMYHOro
meToay ANs BUNPOGYBaHHSA
napametpy «Amcop6uiiHa
34aTHICTb», L0 NPOBOANTLCS Ha
Marepiani raw clay 3
BUKOPUCTaHHAM
rekcaamiHoko6anbTy
Tpuxnopugy. Ha gaHwii yac
BMNPO6YBaHHA aacopbuiliHol
3[4aTHOCTI BU3HAYaETLCS
MeToaom YP-
cnekTpodyoToMeTpil NO KiNbKICTi
CTPUXHIHY cynbdhaTy,
afcopboBaHOro AioCMeKTUTOM
Ha raw clay. 3anponoHoBaHwii
a/ibTepHaTVBHUI aHaNITUYHWI
MeTog nepegbavae BU3HAYEHHS
KiNIbKOCTi rekcaamiHoko6aibTy
Tpuxnopugy, aacopbosaHoro
3paskom, metogom Y-
cnekTpochoTomeTpii 3MiHu |l
MRy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, a60 BUXigHWIA/NPOMIXKHWIA
npoAykT/pearexT, wo
BUKOPVCTOBYIOTBCA Y NpoLeci
BUpo6HMUTBa API (3MiHa no3a
Mexamu 3aTBepKEHOro
AianasoHy y cneuudikauii Ha
A®Il) 3miHa napameTpis
cneumdikauii A®I giocmekTuty
AN a/lbTEepPHATVBHOIO MeToAy
BMNpo6YyBaHHA «AfcopbuiiiHa
34aTHICTb» i3 NokasHukamu 80 -
150 mMEkB/100 r

221.

CMEKTA®
nonyHuuA

diosmectit
e

AiocMekTn
T (cmeknT | 5
niokraeap
WNYHWIA)

A07BCO

NnopoLLoK Ans
opasibHOI
cycneHsii, 3 r; no
3,76 I NOPOLLKY Yy

INCEH
KOHCbIO
MEP
XEJICKEA

PpaHuin

BO®YP INCEH
IHOYCTPI

PpaHLin

BHECEHHS 3MiH [10
peecTpauiiiHnx maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
0TOBWi1 NiKapCbKMii 3acib.

Bes
peyenma

UA/16117/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nakeTuky; no 12 , 3MiHM Y BUPOBHULTBI. 3MiHa
nakeTvkiB y AKLiOHepH po3mipy cepii (BktouYaroun
KapTOHHI KopobLi e AianasoH po3mipy cepii)
TOBapuCTB roTOBOrO NiKapcbKoro 3acoby
(o] (36inbLueHHs go 10 pasis
CrpoLLeHO NOPIBHSHO i3 3aTBEPKEHNM
ro Tuny

po3Mipom) 36isbLUEHHS PO3MIpY
cepii roToBOro /likapCbKoro
3acoby 3 1353,600 kr go
1598,000 Kr 3 BignoBigHUM
36iNbLUEHHAM KifTbKOCTi 06epTiB
3 300 go 360 Ha eTani
3MillyBaHHA 3MiHu | Tuny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHa po3Mipy
cepii (Bk1OYatoun gianasoH
po3mipy cepii) roToBoro
niKkapcbKoro 3acoby
(36inblueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM
po3mipoM) BBefeHHs
[04aTKOBOrO 36i/bLUEHOr0
po3mipy cepii, a came — po3mip
cepil ctaHoBUTb 1598,000 Kkr
MOPOLLKY Ta MICTUTLCS B O4HOMY
KOHTElHepi 415 3MillyBaHHs,
Lo Bignosigae npnbéausHo 425
000 nakeTukiB, 3anpONoOHOBaHO:
po3Mmipu cepiii CTaHOBNSATb
1598,000 kr a60 3196,000 Kkr
MOPOLLKY Ta MICTATLCS Y [BOX
KOHTeliHepax, L0 BignoBigae
npn6ausHo 425 000 a6o 850
000 nakeTuKiB Ta HE3HAYHO
3MiHOLO nig, yac etany
nakyBaHHs, TO6TO A0 ABOX
KOHTEiHepiB MOXYTb 6yTu
NOCNifOBHO yNakoBaHi Ha OAHIN i
Tili camili nakyBasibHiiA MiHii.
3MiHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y
MeToAax BUNpobyBaHHA Ad|
abo BuUxigHoro
Marepiasny/nmpoMixXHOro

NpoAyKTy/peareHTy, Lo
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BUKOPWCTOBYETLCS Y MPOLLECi
BMPOGHMLUTBA AP (iHLUI 3MiHK Y
MeToAax BUNpobyBaHHS
(BKKOYaLOUM 3aMiHy abo
[0noBHeHHs) A®| abo
BUXIiAHOro/MpOMiXXHOro
npoaykTy) fofaBaHHsA
anbTEPHATMBHOIO METOAY
BUMNPOOYBaHHA 4119 BUSHAYEHHS
napametpy «Amcop6uiiHa
3paTHiCTb» ana Ad|
piocmekTuTy. Ha gaHwnii yac
BMNPO6YBaHHA aacopbuiliHol
3[4aTHOCTI BU3HAYaETLCS
MeToaom YP-
cnekTpodyoToMeTpil NO KiNbKICTi
CTPUXHIHY cynbdhaTy,
aAcopb0oBaHOro [1ioCMEKTUTOM.
3anponoHoBaHui
a/ibTepHaTVBHUI aHaNITUYHWI
MeTOA, TaKoX BU3HAYAETbCA
MeToAoM Y&
cnekTpodhoTOMETPIl, ane no
BU3HAYEHHIO rekcaamiHKo6anbTy
Tpuxnopuay, agcopboBaHoro
3paskom, 3a Jonomoroto Yo 1a €
MeTogoM ISO 3minm | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®I|. 3miHa y meTogax
BMNpo6yBaHHA Ad| abo
BUXiAHOTO
mMarepiany/MpoMixXHOro
npoayKTy/pearenTy, Lo
BUKOPWCTOBYETLCS Y MPOLLECi
BMPOGHMLUTBA AP (iHLUI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYaLOUM 3aMiHy abo
[0noBHeHHs) A®| abo
BUWXIiAHOro/MpOMiXXHOro
npoaykTy) fofaBaHHsA
albTEPHATMBHOIO aHasTiTUYHOTO
meToay ANs BUNPOGYBaHHSA
napametpy «Amcop6uiiHa
3AaTHICTb», L0 NPOBOANTLCS Ha
Marepiani raw clay 3
BUKOPUCTAHHAM
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n/n

JliKapcbK0O20
3acoby

OHa

HernameH

mosaHa
Has3sa*

diroyoi
peyosuHU

ATX

dopma sunycky

(nikapcbka
¢popma,

ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep

peecmpayitiHo
20

nocsioYeHHs

222.

CONNAAEIH

Paracetam

rekcaamiHoKo6anbTy
Tpuxnopugy. Ha gaHwnit vac
BMNpo6YyBaHHA afcopbuiiiHoi
3AaTHOCTi BU3HAYa€ETbLCA
MeToaoM Y-
cnekTpod)OTOMETPIT MO KiNbKiCTi
CTPUXHIHY cynbdaTy,
aAcop6b0BaHOr0 A4i0CMEKTUTOM
Ha raw clay. 3anponoHoBaHwuii
anbTepHaTUBHUIA aHaNITUYHWIA
MeTo4 nepegbayae BU3HAYEHHS
KiNIbKOCTi rekcaamiHoKo6anbTy
Tpuxnopuay, agcopboBaHoro
3pasKomM, MeTogom Y®-
cnekTpodoTomeTpii 3miHu Il
My - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMUX MeX,
BM3HAYEHNX Y cneuudikaLisx Ha
A®I, ab60 BUXigHWIA/NPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (3miHa no3a
MeXamu 3aTBepKeHoro
Aianasony y cneuudikauii Ha
A®l) 3miHa napameTpiB
cneundikauii A®I giocmekTuTy
[ANs aNnbTepHaTUBHOTO MeToay
BMNpo6yBaHHA «AacopbuiiiHa
3[aTHICTb» i3 NokasHukamu 80 -
150 mEKB/100 r

AKTUB

ol,
combinatio
ns excl.
psycholept
ics

napauera
Mo,
KogoeiH

1

NO2BES5

TabneTku, BKpUTI
060/10HKOI0; NO 12
Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHiIi1 kKopooL,i

XaneoH
HOK
TpeigiHr
Nimiteq

Benvka
BpuTaHi
a

XaneoH AlipneHg
[axrapsaH
NimiTeq

IpnaHngis

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocCTI/lE-
cepTudikat BiANoBIAHOCTI
€Bponeiicbkiii
thapmaxonei/MoHorpadii.
MopaaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns

A®l; ansa sBuxigHoro

mMarepiany/peareHTy/npoMixXHOTo

6e3
peuyenma

UA/12239/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

MPOAYKTY, WO
BMKOPVCTOBYIOTbCSH Y
BMPOGHMLUTBI A®I; ans
[0NOMDKHOT peyYOBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
MofaHHA OHOBIEHOrO
cepTudikaTa BiZnNoBIAHOCTI
€Bponeiicbkin hapmakonei Ne
CEP 2002-020 - Rev 11
(3aTBepaxeHo: CEP 2002-020 -
Rev 10) ans A®l napauetamony
Bifl 3aTBEPKEHOr0 BUPOOHMKA
FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED,
India, Sknii 3MiHMB Ha3BYy Ha
FARMSON BASIC DRUGS
PRIVATE LIMITED, India.

223.

CMAPK®

mebeverin
e

MebeBepu
Hy
rigpoxnop
ng

AO03AA0
4

Kancynu
NPOJIOHroBaHOI Aji
TBepAi no 200 wr;
no 10 kancyny
6nictepi; no 3 abo
5 6nictepiB y
nauui 3 KapToHy

AT
"dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax
36epiraHHsA roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NpPVUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi yrnakoBKu
(niaTBEPAXKYETHCA AAaHUMU
peanibHoro yacy) 36isbLeHHs
TepMiHy npugaTtHocTi N3,y
3B'A3KY i3 OTPUMAHHAM
NO3UTUBHUX A@HWX LLOAO
[OCNiMKEeHHs cTabiNnbHOCTI Y
peanbHOMY yaci. [jtoua
pepakuis: TEPMIH
NMPUAOATHOCTI 2 pokw.
MponoHoBaHa peaakuis:
TEPMIH NPUOATHOCTI 3
POKW. 3MiHV BHECEHO B PO34in
"TepmiH npugartHocTi” B
IHCTPYKLO A58 MeAnYHOoro

3a
peyenmo
M

He
nionsiea
€

UA/15443/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
3aCTOCYyBaHHSA NiKapcbKoro
3acoby. BBeeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.
224, | cOniT- Influenza, iHakTuBoB | JO7BBO cycneHsia gns CunHoBak KuTtaiicb HanoBHEHHS, KuTtaiicb BHECEHHS 3MiH 40 3a He UA/20571/01/01
BAKUVHA inactivated | aHuii 2 iH'ekuiii; no 0,5 mn BioTek Ka nakyBaHHs, Ka peecTpauiiiHux maTepiasis: peyenmo niosnsiea
ansa , split virus | cnniT- cycnexsii y Ko., N1A4. HapoaH KOHTPO/Ib AKOCTI, HapogH 3MiHu Il TUny - 3MiHK 3 AKOCTI. M €
MPO®ITAKT or surface | Bipyc nonepegHb0 a BMNYCK Cepil: a [oTOBMIA Nikapcbknit 3aci6.
WKW reuny antigen rpuny 3arnoBHeHOMY Pecny6n CwuHoBak bioTek Pecny6n 3MiHM Yy BUPOGHULTBI. 3amiHa
YOTUPUBAN Takunx wnpuui, no 1 iKa Ko., N14., iKa abo BBefieHHA A04ATKOBOT
EHTHA, LTamiB*; nonepegHb0 Kutaiicbka OiNbHUL BUPOBHULTBA 415
IHAKTUBOBA AlVictoria/ 3arnoBHeHOMY HapogHa YyacTuHM abo BCbOro
HA 4897/2022 LUNPULLY 3 rOJIKOIO Pecny6nika; BMPOGHMYOro NpoLecy roToBoro
(HIN1)pd B 6icTepi B nauui NiKapcbkoro 3acoby (ginbHuLsA,
mO09- 3 KapToHy; no 0,5 BMPOGHMLTBO Ha Skl NpoBOAATLCS By Ab-SKi
noaibHuin* M/ CyCneHsil y Hepo3dacosaHoi BMPOGHUYI CTagji, 3a BUHATKOM
A/Croatia/ nonepegHb0 BaKLMHK BUNYCKY Cepili, NPOBEAEHHS
10136RV/ 3arnoBHeHOMY (iHakTMBOBaHUX KOHTPOJIH0 SIKOCTi Ta BTOPUHHOTO
2023(H3N wnpuui, no 10 cnniT-Bipycis nakyBaHHs, /15 NiKapCbKnX
2)- nonepegHb0 rpvny (BipioHiB)): 3acobiB
noAiGHWIA* 3arnoBHEHNX CwuHoBak bioTek 6io10riYHOro/iMyHO10riYHOrO
B/Austria/ LLNPULB 3 rOJIKOI0 Ko., N1A4., NoXoKeHHs1 abo NikapCbKux
1359417/2 B 6nicTepi, no 5 Kutaiicbka hOopM KOMMIEKCHOTO
021 6nicTepiB y naui HapogHa (cknagHoro) BUpo6GHNYOro
(B/Victoria 3 KapTOHY Pecny6nika; npouecy) BeeaeHHs AoAaTKOBOT
lineage)- OiNbHULI 3 BUPOGHMLTBA
noAiGHWIA* BMPOGHMLTBO YacTVHV BUPOGHMYOro npouecy
B/Phuket/ Hepo3chacoBaHoi roTOBOrO JliKapCbKOro 3acoby -
3073/2013 BaKLMHK MIBM CnniT-BakymHu 4ns
(B/Yamag (iHakTMBOBaHUX npoginakTvku rpuny
ata cnniT-Bipycis YOTUPUBA/IEHTHOI,
lineage)- rpvny (BipioHiB)): iHAaKTMBOBAHOI, a came
noAiGHWIA* CwuHoBak bioTek BMPOGHMLTBA Hepo3dacoBaHo|
* Ko., N1A4., BakuuHu (bulk)
KynbTneBoB Kutaiicbka CuHoBak bioTek Ko., /1T4.
aHi Ha HapogHa CxigHa yacTuHa apyroro
Kypaumx Pecny6nika nosepxy 6yaisni Ne 3, Ne 21,
eMb6pioHax ByN. TaHbdy, [aciH
340pOBUX BailiomegiciH IHgacTpian 6elic
Kypefi o) YUxyHryaHbLyHb CaiieHc

Mapk, AaciH AncTpukT, MekiH,
KvTalicbka HapogHa
Pecny6nika/ Sinovac Biotech
Co., Ltd. East side of the 2F,
Building 3, No. 21, Tianfu Street,
Daxing Biomedicine Industrial
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
Base of Zhongguancun Science
Park, Daxing District, Beijing,
P.R.China.
3MiHM BHECEHI B IHCTPYKLit0 AN
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Micue3HaxokeHH BUPOGHMKa
Ta agpeca Micusi NPOBaKEHHS
oro gisinbHocCTI". MeToamn
KoHTponto skocTi (eCTD Bepcis
0010). IHcTpyKuia ans
MeAMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby (eCTD
Bepcis 0006).
225. | CTEPOKOPT Methylpre MeTtunnpe | DO7AC1 | kpewm 0,1 %, no 15 MPAT YkpaiHa | BignoBiganbHuii 3a | YkpaiHa BHECEHHS 3MiH [0 6e3 UA/7784/01/01
® dnisolone [OHI30M0HY | 4 ry Ty6i; no 1 Ty6i "®ITOPA BMPOGHMLTBO, peecTpauiiiHix maTepianis: peyenma
auenoHar y nauyi 3 KapToHy PM" nepBrHHE, 3MiHM | TMNY - 3MiHK 3 AKOCTI.
BTOPUHHE [oTOBMIA NikapcbKuii 3aci6.
nakyBaHHs, Cucrema
KOHTPO/b SKOCTI KOHTeliHep/3aKynoproBasibHUIA
Ta BMNyCK cepil: 3aci6. 3miHa napameTpis
MPAT cneuudikauii Ta/abo
«PITOPAPM», [OMYyCTUMNX MEX NEPBUHHOT
YKpaiHa, ynakoBKW rOTOBOTO NiKapCbKOro
BiANoBigabHUI 3a 3aco6y (iHLUi 3MiHW1) OHOB/IEHO
BMNYCK cepii, He po3gin 3.2.P.7 Ta akTyasnizoBaHO
BKJ/IHOYa0UU crneundikalito Ha nepBrHHe
KOHTPO/1b/BUNPO6Y nakyBaHHs (Ty6y aslloMiHieBY):
BaHHS$ cepii: peaakuiiHi NpaBKK, KOpPeryBaHHsi
MPAT KpUTEepIiiB NPUIAHATHOCTI 3a
"®ITOPAPM", nokasHukom «MikpobiosoriyHa
YKpaiHa,; yncToTar, A4oAaHO KOHTPO/Ib 3a
BiNOBigabHWIA 3a nokasHukamm «JlatekcHe
BMPOGHMLTBO, NOKPUTTS», «[MOKPUTTS
NnepBUHHE, eManno», «<HaHeceHHsA
BTOPWHHE eNleMeHTIB Au3aiiHy»,
nakyBaHHs, «YnakoBka» Ta «YMOBU
KOHTPO/Tb SIKOCTI: 36epiraHHs i 3acTepexHi
AT "ly6Hnchapm", 3axo4u», a TakoX BUyYeHi
YKkpaiHa Aeski He3HauHi Ta 3acTapini
MOKa3HMKN.
226. | CYCTAMAP® - cyxuii MO9AX TabneTku, BKpUTI Ecnapma Himeuun ApBaHc ®apma Himeuun BHECEHHS 3MiH [0 6e3 UA/12869/01/01
EeKCTPaKT 3 nAiBKOBOO mM6X Ha v6X, HimeyunHa Ha peecTpauiiiHix MaTepianis: peyenma
KOPIHHSA 060/10HKO10, NO (BMpOGHMLTBO YTOUYHEHHS1 HaNUCaHHA YMOB
MapTiHil 480 mr; no 10 Hepo3dhacoBaHoro BiANycKy B Hakasi MO3
3anatuHoi Tabnetok y NPOAYKTY, Ykpainu Ne 885 Big 29.06.2026
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
(extractum 6nicTepi; no 2 abo nepBuHHE B npoueci BHeCeHHs 3MiH
Harpagop no 5 a6o no 10 nakyBaHHs, (3miHu | TNy - 3MiHK 3 AKOCTI.
hytum 6nicTepiB y BTOPUHHE [oTOBMIA NiKapcbKuii 3aci6.
procumbe KapTOHHIi KopobLyi nakyBaHHs, KOHTPO/Ib rOTOBOrO NiKapcbkoro
ns siccum) KOHTPO/Ib AKOCTI, 3acoby. 3miHa napaveTpis

BMMYCK cepii);
ecnapma ®apma
Cepsices 'M6X,

HimevunHa
(BTOpUHHE
nakyBaHHs);
Papma

BepHirepoge

m6X, HimeyunHa
(KOHTpOSIb AKOCTI)

cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (BUyYEHHsS
He3HaYyHOro nokasHuka
(Hanpuknag, 3actapinoro
nokasHuka, Takoro ik 3anax ta
cMak, abo igeHTudikauis
6apBHYKIB Y/ CMaKOBUX
[06aB0K)) BHECEHHS 3MiH A0
Cneuudpikauii 13, 3okpema:
BW/Ty4YaETLCA KOHTPO/Ib
6apBHUKa AioKCUA TUTaHYy.
KoHTponb 6apBHUKIB B TOTOBOMY
NPOAYKTI BU3HAHO 3acTapinnm
3rigHo variation guideline
Commission Regulation (EC) No
1234/2008. 3MiHu | TUNY - 3MiHK
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. KoHTponb rotoBoro
niKkapcbkoro 3acoby. 3mMiHa
napameTpiB cneuudikauiii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(AONOBHEHHS1 ab60 3amiHa
nokasHuka cneuudikauii 3a
pesynbTaTamu AOCNifKeHb 3
6e3nekn abo AkocTi (3a
BVHSITKOM JlikapCbknx 3aco6iB
6ionoriyHoro/iMyHoO0r4YHOr0
NnoxoMxeHHs)) BBegeHHs HOBOro
nokasHuka Cneuudikayii 13 Ha
Bunyck "MiponisangnHoBi
ankanoign's kputepiamm
NPUAHATHOCTI < 0,3 MKI/Kr 3
BiAMNOBIAHUM METOA0M
KOHTPO/H0, L0 ONuCaHuii B
p.3.2.5.4.2. AHaniTuuHi
MeTOAMKM Ta A0 aBaHHAM
MPUMITKM - "NOKa3HMK
KOHTPOJIIOETLCS Y CUPOBUHI".
3MiHM | TMNY - 3MiHK 3 AKOCTI.
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
[oTOBMIA NikapcbKuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa napaveTpis
cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka
(Hanpwknag 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cmak, abo igeHTudikauis
6GapBHVIKIB Y/ CMaKOBUX
[06aBoK)) BHeceHHs 3MiH f0
Creuumdpikauii N3, 3okpema:
BW/y4a€ETbCA KOHTPO/b
6apBHuka 3aniza okeug (l11).
KoHTpO/b 6apBHUKIB B TOTOBOMY
NPOAYKTI BU3HAHO 3acTapinnm
3rigHo variation guideline
Commission Regulation (EC) No
1234/2008). Pepakuis B Hakasi -
3a peuenTtoM. BipHa pepgakuis -
6e3 peuenTa.
227. | TAUBEPB lapatinib nanatuHi6 | LOLEHO | Ta6neTku, BKpUTI HosapTic LLiselina Bupo6HMLTBO Benvka BHECEHHS 3MiH 40 3a He UA/8847/01/01
y thopmi 1 NNiBKOBOKO Papma Al pis Hepo3hacoBaHoi BpuTaHi peecTpauiiiHux maTepiasis: peyenmo niosnsiea
nanaTuiHi6 060/10HKOI0, NO NPOAYKUiT, al 3MiHu | TUNY - AgMIHICTpPaTUBHI M €
y 250 mr; no 10 a6o KOHTPO/Tb SIKOCTI: Icnanis/ 3MiHN. 3MiHa HaliMeHyBaHHs
autocunar no 12 rabneTtok y "nakco PymyHisa/ Ta/abo agpecu micus
y 6nicTepi; no 7 OnepeliwHc OK Yecbka NPOBaPKEHHA AiANbHOCTI
MOHoOrigpa 6nictepiB y Nimitea, wo Pecny6n | Bupo6HMKa/iMnopTepa roToBoro
Ty KapTOHHii 3[jicHI0E ika nikapcbKoro 3acoby, BKIOYaKUn
Kopob6uji; no 70 KomepLiiHy AinbHUL BUNYCKy cepii abo
a6o no 84 LiSNbHICTb 5K MicLie MPOBeAEHHS KOHTPO/THO
Tabnetkn y "nakco Bennkom AKOCTI. (BifNIbHICTb, 3a AKY
dnakoHi; no 1 OnepeliLHc, BiAnoBigae BUPOGHUK/iMNopTep,
hnakoHy B Benvka BputaHis; BKJ/THOYAOUN BUMYCK CEPIlA).

KapTOHHI Kopobui

3MiHa Ha3Bu Ta agpecu

MepBuHHaA Ta BMPOGHMKA, BiAMNOBIfa/IbHOTO 3a
BTOPVHHA BMPOBHMLTBO Hepo3dhacoBaHoi
ynakoBka: NPOAYKLIi, NepBUHHA Ta

nakco Bennkom BTOPVHHA YNakoBKa, YacTKOBUIA

C.A., IcnaHisi; KOHTPO/Ib SIKOCTI, 403BIN Ha

Bunyck cepii N3, 3 CaHgos

Brpo6HuLTBO C.P.N1.,, Byn. NiseseHi, 7A,

Hepo3chacoBaHoi 540472, Tupry MypeLu, okpyr
npoaykuii, Mypeu, PymyHis Ha HoBapTic
nepBrHHA Ta Papmackiotukanc C.P.J1., Byn.
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Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BTOPVHHA NiBeseHi, 7A, MyHiunnanitet
ynakoBKa, Tupry Mypelu, okpyr Mypetu,
YyacTKoBWiA nowToBwuiA iHaekc 540472,

KOHTPO/b SIKOCTI,
[03BIiNT Ha BUMYCK
cepii:
HosapTic
PapmacboTrKanc
C.P.J1., PymyHisi;
YacTkoBuii
KOHTPO/Ib AKOCTI:
€BpodiHc
Bio®apma
MpoaakT TecTiHr
Yex Penabnik
c.p.0., Yecbka
Pecny6nika

PymyHis.
3MiHW BHECEHI B iHCTPYKLit0 Ans
MeAMYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
«Bupo6HWK» Ta
«MicLe3HaxomKeHHs BUPOGHYKa
Ta afpeca MicLs NPOBaKEHHS
0ro fisinbHOCTI», sSIK HACIfOK —
BigNoBiAHI 3MiHN BHECEHO B
TEKCT MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. TepmiH
BBEJEHHS 3MiH - TPOTAroM 6
MicALiB Nicnsa 3aTBepIKEHHS.
3MiHn | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISNbHOCTI
BMPOGHMKa (BK/IKOYakouu, 3a
Heob6XigHOCTI, Micue
NpoBefEeHHSI KOHTPO/IIO AKOCTI),
abo BracHuka mactep-caiina
Ha A®l, abo nocTavasibHUKa
Adl/BnxigHoro
Marepiany/peareHTy/npoMiXXHOTo
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHMLTBI AP (SKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BiCYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPAKEHOMY AOCbE, ab0
BMPOGHMKA HOBOI AOMNOMDKHOI
PeyOoBMHM (SKLLIO 3a3HAYEHO Y
[0OCbE).
3MiHa HaiMeHyBaHHA Ta agpecu
BMPOGHMKa (MicLe NpoBeAeHHs
KOHTpoOsIto sikocTi) AdI, 3 CaHf03
C.P.N., Byn. fliBe3eHi, 7A,
540472, Tupry MypeLu, okpyr
MypeL, PymyHis Ha HoapTic
$apmacsiotukanc C.P.J1., Byn.
NiBe3eHi, 7A, MyHiumnanitet
Tupry MypeLu, okpyr Mypetu,
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
nowToBwuit iHaekc 540472,

PymyHis. TepMiH BBeAEHHS 3MiH
- npoTarom 6 micAuiB nicns
3aTBEPMKEHHS. 3MiHK | TUny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYaK4n
LOinbHUL BUNYCKY cepii abo
MicLe NpoBeAEeHHS KOHTPO/IHO
AKOCTI. (QiSNbHICTb, 3a AKY
BignoBigae BUPOGHUK/iMnopTep,
He BK/104aoum BUMYCK Cepiii).
3MiHa Ha3BM Ta OHOB/EHHS
afpecu BUpobHuKa,
BiANOBIA@/IbHOIO 3@ KOHTPO/Ib
AKOCTi FOTOBOrO NiKapCbKOro
3acoby, 3 /lyHapia cron. ¢ p.o.,
BigeHcbka 204/125, 619 00,
BpHo, Yecbka Pecny6rnika Ha
€spodyiHc Biodapma MpogakT
TecTiHr Yex Penabnik c.p.o.,
BigeHcbka 204/125, MpispeHiue,
619 00 bpHo, Yecbka
Pecny6nika. 3miHa
MiCL,e3Haxo4KeHHS1 BUPOGHMKa
BiACYTHS.

TepMmiH BBEEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHK | TUny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/KOYaouu, 3a
HeobXiAHOCTI, Micue
NPOBeAEeHHS KOHTPOJIO SKOCTI),
ab0o BnacHuka macTtep-caina
Ha A®l, abo nocTavasibHMKa
Adl/BMXxigHOrO
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y

BUPOGHMUTBI ADI (SKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI

cepTudpikata BifnoBigHOCTI
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
€Bponeiicbkiii hapmakonei y
3aTBEPKEHOMY [OCLE, 260
BMPOGHMKA HOBOI AOMOMKHOI
PeyOoBMHM (SIKLLIO 3a3HAYEHO Y
[ocbe). 3MiHa Ha3Bu Ta
OHOBJIEHHS afpecy BUPOGHUKa,
BiANOBIAA/ILHOIO 3a KOHTPO/1b
saKkocTi A®l, 3 flyHapia cnon. ¢
p.o., BigeHcbka 204/125, 619
00, bpHo, Yecbka Pecnybnika Ha
€spocpiHc Biodapma MpogakT
TecTiHr Yex Penabnik c.p.o.,
BigeHcbka 204/125, MNpi3peHiue,
619 00 bpHo, Yecbka
Pecnyb6nika. 3miHa
MiCLLe3HaxoMKeHHS BUPOOHMKa
BiACYTHS. TepMiH BBEAEHHS 3MiH
- npoTarom 6 micAuiB nicns
3aTBEPAKEHHS.
228. | TEKCIHOP tenoxicam | TeHokcuka | MO1ACO | niogoinizat gis 3AT JInToBCb YOPNA4 Typeuun BHECEHHS 3MiH 40 3a UA/21019/01/01
M 2 pO34nHy AN «®apmira Ka MEANUNH INAY Ha peecTpauiiHix maTepianis: peyenmo
iH'ekUili mo 20 wr; » Pecny6n CAH. BE TIOX. BUMNpPaB/IEHHSA TEXHIYHOI M
3 thnakoHn 3 ika A.LL. nomMuskn gonyuieHoi B MKA 13
niocpinizaTtom ans (3aTBepmkeHi Hakazom MO3
PO3UnHY AN Ykpainu Big 03.10.2025 Ne
iH'eKUin y 1516). 3atBepmxeHo MKA N13:
KOMMNNEKTi 3 3 10. KinbkicHe BU3HaYeHHs
amnynamu Po3unHHMK: 3MiLytoTb 500 Mn
PO34MHHMKA NO 2 MeTaHosy i 500 ma Boan
M (Boga Ans ounLLeHol. KopuryoTb 3Ha4YeHHA
iH'eKUil) y pH go 3,2 + 0,05 3a gonomoroto
KOHTYPHili pO36aB/IEHOI0 PO3UNHY
YapyHKOBIl opTodhocaTHoi KUCNoTu.
ynakosLi; 1 MponoHosaHo MKA /13: 10.
KOHTypHa KinbkicHe BU3HaYeHHs
YapyHkoBa Po3umHHMK: 3MmiwytoTb 500 mMn
ynakoBka y aueToHiTpuny i 500 mn Bogm
KapTOHHiIi1 kKopooL,i ouuLLEeHOI. KopuryloTb 3Ha4YeHHs
pH go 3,2 + 0,05 3a gonomororo
po36aB/1IeHOro PO3UYNHY
opTodhocdaTHoi KNCaoTu
229. | TEMNO®EH® | Ibuprofen, | ibynpoce MO1AES5 | Tabnetku, BKpUTI AT Bonrapi Brpo6HMLTBO Monbwa BHECEHHS 3MiH [0 6e3 UA/20122/01/01
Ayo combinatio | H, 1 nAiBKOBOO "Cocpapma A Hepo3gacosaHoi / peecTpauiiiHix MaTepianis: peyenma
ns napaueta 060/10HKO10; No 10 " npoaykKuii, Bonrapi 3MiHn | TUNY - AgMiHICTpaTUBHI
Mon TabneTok y nepBuHHA Ta P 3MiHU. BunyyeHHs BUpOGHMYOT
6nicTepi; no 1 BTOPVHHA AiNbHULI (BKAKOYa0YM AiNbHUL
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
6nictepy B ynakoBKa, ons A®l, NpOMKHOIO NPOAYKTY
KapTOHHI nauui KOHTPO/Ib AKOCTI: ab0 roToBOro likapcbkoro
dapmaveBTUYHI 3acoby, AinbHuui Ans
3aBoau npoBeAeHHs NakyBaHHS,
Monbhapma C.A., BMPOGHWKA, BiAMOBifa/IbHOTO 3a
Monbuwa; [03Bin BWMYCK Cepiii, MicLe
Ha BUMYCK cepii: NpoBefileHHA KOHTPOIO cepil)
AT "Codchapma”, a60 nocTtavasibHMKa BMUXiAHOTO
Bonrapis mMarepiany, peareHty abo
O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayYeHo y JOChLE) -
BunyueHHsi BUpo6Huka Ad®I
napauetamon NOVACYL,
France/ ginbHuus BUpo6HULTBA:
NOVACYL (WUXI)
PHARMACEUTICAL CO., LTD.,
CHINA. OHoBneHi MKSA (Bepcis
eCTD 0001)
230. | TMIFTOPACT-1 | fexofenadi | dhekcodpeH | ROBAX2 | TabneTku, BKpUTI AHaHTa Benwuka ApTypa IHAis BHECEHHS 3MiH [0 6e3 nionsiea UA/2730/01/01
20 ne agnHy 6 NNiBKOBOKO Megikeap BpuTaHi dapmacbioTikans peecTpauiiiHix MmaTepiasiis: peyenma €
rigpoxnop 060/10HKO10, MO nra. a ret. 114, IHAiS; 3MiHu | TUNY - AOMiHICTPaTUBHI
na 120 mr; no 10 3MiHW. BunyyeHHs BUPOOHUYOI
Tabnetok y AHaHTa Mepgjikeap OiNbHUUI (BKIKOYAOUN AiNbHUL

6nicTepi; no 1 abo
3 6nicTepu y nayuj

Nimiteq, IHAais

onsa A®l, NPOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, ginbHuLi oas
npoBefeHHs NakyBaHHS,
BMPOGHMKA, BiAMNOBIfa/IbHOTO 3a
BUNYCK Cepil, micue
NpoBefileHHA KOHTPOJII0 cepil)
abo noctavasibHMKa BUXiAHOrO
MaTtepiany, peareHTy abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y fockbe) BunyyeHts
BMPOBHNYOT AiNbHULL FOTOBOrO
nikapcbkoro 3acoby dnamiHro
dapmacbtoTvkasc Nta.,IHais.
3MiHM BHECEHI B iHCTPYKLitO ANns
MeAUYHOr0o 3aCTOCYBaHHS y
po3ainu «BMpoGHMK»,
«MicLe3HaxoMKeHHs1 BUPOGHMKa
Ta afpeca MicLis NPOBaKEHHS
oro fisinbHOCTI» WoA0
BUJTyYEHHS BUPOGHMKA
nikapcbKkoro 3acoby «®namiHro
PapmacbroTukanc Jitg.», aK
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

HacnigoK — BUNYYEHHS IHCTPYKLT
A5 MeNYHOT0 3acTOCyBaHHS
Ta TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby a1s Lboro
BMPOGHUKA. TepMiH BBEAEHHS
3MiH - NpoTAroM 3 MicAuiB nicns
3aTBEPAKEHHS.

231.

TUrOPACT-1
80

fexofenadi
ne

ekcodpeH
aanHy
rigpoxnop
nn

RO6AX2
6

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, MO
180 wr; no 10
Tabnetok y
6nictepi; no 1 a6o
3 6nicTepun y navuyi

AHaHTa
Megikeap
nra.

Benuka
BpuTaHi
P

ApTtypa
dapmachbioTikans
MBT. N14., IHAIA

AHaHTa Mepgjikeap
Nimitea, IHaia

IHgis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. BuyyeHHst BUpO6HMYOT
OinbHUUI (BKNOYAKOUN AiNbHUL
ons A®l, NpOMKHOIO NPOAYKTY
ab0 roToBOro NiKapcbkoro
3acoby, AinbHuui Ans
NpoBefileHHs NaKyBaHHs,
BMPO6HMKa, BiANOBI4a/IbHOTO 3a
BWMYCK Cepiii, Micue
NpoBefEeHHs KOHTPO/IIO cepil)
a60 nocrtavasibHMKa BMUXiAHOTO
Marepiany, peareHty abo
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3HavyeHo y Aocbe) BunyyeHts
BMPOGHWYOI AiNbHMLj FOTOBOrO
nikapcbkoro 3acoby dnamiHro
dapmacbtoTukasnc /1T4.,IHais.
3MiHM BHECEHI B iHCTPYKLto Ans
MeJMYHOro 3aCTOCYBaHHS y
po34inn «BUpo6HUK»,
«MicLe3HaxomKeHHs BUPOGHYMKa
Ta agpeca MicusA NpoBaKEHHS
0ro f[isiNIbHOCTI» LWOoA0
BW/TyYEHHSI BUPOOHUKA
nNiKapcbKoro 3acoby «daamiHro
dPapmacbioTmkanc J1Tg.», aK
HacnigoK — BUMYYEHHS IHCTPYKLT
ONA MeNYHOTo 3acTOCyBaHHS
Ta TEKCTY MapKyBaHHS yMaKkoBKn
nikapcbKoro 3acoby Ans uporo
BMPOGHUKA. TepMiH BBEEHHS
3MiH - NpoTsArom 3 MicsiyiB micns
3aTBEPAKEHHS.

6e3
peyenma

nidsnsiea
€

UA/2730/01/02

232.

TIANPITAH®

tiapride

Tianpugy
rigpoxnop
na

NO5ALO
3

Tabnetkn no 100
mr; no 20
Tabnetoky
6nicTepi; no 1 abo

TOB
"BAYLU
XENC
YKPAIHA"

YkpaiHa

Brpo6HMuTBO Ta
nakyBaHHS,
KOHTPO/Tb SIKOCTI:
I.J1. ®apma 'm6X,

AscTpis

BHECEHHS 3MiH A0
peecTpauiiHux maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
IOTOBWiA NiKapCbKMii 3acib.

3a
peyerimo
M

UA/10161/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
3 6nictepu y ABCTpIS; 3MiHM Y BUPOBHULITBI. 3amiHa
KOpPOOGLii 3 KapTOHY KoHTposb sikocTi: abo BBeAEeHHA 404ATKOBOT
lHcTnTyT AGES AiNbHULI BUpOGHULTBa AN1s
MeanyHoi YacTuHM abo BCbOro
Mikpo6ionorii Ta BMPOBHNYOrO NpoLecy roToBoro
ririeHn, ABCTpis; nikapcbKoro 3acoby (iHLwi 3MiHu)
I.J1. dapma 'm6X, 3a3HayYeHHs BUPOGHWKIB 13 Ta
ABCTpIS; X chyHKLUl BigNoBIAHO JO
Brpo6HWK, LWo marepianis peecTpauiiHoro
Bignosigae 3a [ocbe
BUMYCK Cepii:
I.J1. ®apma 'm6X,
ABCTpist
233. | TIAPATPIO® | Valsartan, | amnoguniH | CO9DX0 | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 3a He UA/15069/01/01
amlodipine | y 6ecunart, | 1 NNiBKOBOIO "®hapmaue "papmaLeBTUYHa peecTpauiiiHux maTepiais: peyenmo niosnsiea
and rigpoxnop 060/10HKO10, Mo 10 BTUYHA ipma "dapHuua" 3MiHu | TUNY - 3MiHK LWoAo M €
hydrochlor | Tiasug, mr/12,5 mr/160 wr; ipma 6e3nekn/eeKkTMBHOCTI Ta
othiazide BasicapTaH no 7 Tabnetok y "OapHuus” hapmakoHarnagy. 3miHa y

KOHTYPHIlA
YapyHKOBIW
ynakoBLj; no 2 Ta
N0 4 KOHTYpHI
YapyHKOBI
ynakoBKW B naulyj;
no 14 tabneTtok y
KOHTYPHili
YapyHKOBIl
ynakosui; no 1, no
2 abono 6
KOHTYPHUX
YapyHKOBUX
YNaKoBOK B NauLii

KOPOTKili XapakTepucTu,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NiKapCcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesynbTart
OLiHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunxX BifgnoBifHO Ao
naaHy negiaTpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHom)
3MiHV BHECEHO B iHCTPYKLi0 AN
MeJIM4YHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao posginis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHi peakuii" BiANOBIAHO A0
OHOB/EHOT iHhopMaLii Woao
6e3nekn 3acTocyBaHHs Ajityoi
PEeYoBUHM 3rigHO 3
pekomeHgauieto PRAC. TepmiH
BBEJEHHS 3MiH NPOTAroM 6
MicsILLiB NIiCNsA 3aTBEPPKEHHS.
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
234. | TIAPATPIO® | Valsartan, | amnoguniH [ CO9DXO0 | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 3a He UA/15070/01/01
amlodipine | y 6ecunar, | 1 NNiBKOBOKO "®hapmaue "®apmMaueBTNYHA peecTpavuiiiHix maTepiasis: peyenmo nidnsiea
and rigpoxnop 060/10HKO10, N0 5 BTUYHA ipma "JapHuus"” 3MiHn | TUny - 3MiHK Woao M €
hydrochlor | Tia3ug, mr/12,5 mr/160 wmr; hipma 6e3nekn/edeKkTMBHOCTI Ta
othiazide BavsicapTaH no 7 Tabnetok y "NapHuus" thapmakoHarnsgy. 3miHa y
KOHTYPHIli KOPOTKili XapakTepucTu,i
YapyHKOBIl NiKapcbKoro 3acoby, TeKcTi
ynakoBLj; no 2 1a MapKyBaHHS Ta IHCTPYKUiT Ans
N0 4 KOHTYPHi MeAMYHOro 3aCTOCYBaHHS Ha
YapyHKOBI nigcTasi perynspHo
yNakoBKM B nauLli; OHOB/tOBAHOIO 3BITY 3 6e3nekn
no 14 tabneTtok y nikapcbkoro 3acoby, abo
KOHTYpHilA nocnimpkeHs 3 6e3neku
YapyHKOBIl 3aCTOCYBaHHS NikapCbKoro
ynakoBLuj; no 1, no 3acoby B nicnsipeecTpauiiiHmi
2 ab0o 6 KOHTYPHUX nepiog, abo sk pesynbTar
YapyHKOBMX OL|iHKM 3BITY 3 AOCIAKEHD,
YyNakoBOK B mauLli npoBefeHnX BigNoBigHO A0
nnaHy negjaTpuyHnX
pocnigxeHb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHNUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO B iIHCTPYKLiO ans
MeAMYHOro 3acTOCYBaHHS
niKkapcbKoro 3acoby Ao po3ainis
"Oco6nM1BOCTI 3aCTOCYBaHHSA" Ta
"Mo6iuHi peakuii" BignoBigHO 40
OHOBNEHOT iHGhopMaLii Wwoao
6e3nekn 3acTocyBaHHs Ajito4oi
PEyOoBMHW 3rigHO 3
pekomeHgauieto PRAC. TepMmiH
BBE/€HHS 3MiH NpoTArom 6
MiCSILLIB NiCNs 3aTBEPPKEHHS.
235. | TIKONMIH® Citicoline uutukonin | NO6BXO | TabneTtku, BKpUTI TOB HB® | YkpaiHa | BignoBiganbHuii 3a | YkpaiHa BHECEHHS 3MiH [0 3a He UA/17695/02/01
HaTpito 6 NNiBKOBOKO «MIKPOXI BMPOGHMLTBO Ta peecTpauiiiHnx maTepiasis: peyenmo niosnsiea
060/10HKOH, NO M» KOHTpPO/Ib/BUNPO6Y TexHiyHa nomuska (3rigHo M €
500 mr; no 7 BaHHs cepii, He Haka3zy MO3 Bif 23.07.2015 Ne
Tabnetok y BK/THOYAOUM 460). BunpaBneHo TeXHiYHy
6nicTepi; no 4 BMnNyck cepii: TOB NOMWJIKY B IHCTPYKUi AN
6nictepn y nauui 3 HB® Me[MYHOro 3acTocyBaHHsA
KapToHy; no 10 «MIKPOXIM>, NiKapcbKoro 3acoby, AonyLeHy
Tabnetok y YKpaiHa, nig, vyac nepepeecTpaduii,
6nicTepi; no 3 BiiNOBIgabHWIA 3a 3arBepKeHoi Hakasom MO3
6nicTepn y nauuj 3 BMNYCK cepii, He YKpainu Big 27.06.2025 Ne
KapToHY BKJ/IHOYa0UU 1029, y posgini
KOHTPO/1b/BUNPOBY «Micue3HaxomKeHHs




281

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
BaHHsA cepii: TOB 3aaBHMKa». 30Kpema,
HB® BMNpasieHo opdrorpadiyHy
«MIKPOXIM», NOMW/IKY B afpeci e1eKTPOHHOI
YKpaiHa,; noLTK cuctemun
BiANOBIAaIbHMI 3a hapmakoHarnsgy TOB HB®
BMPOGHMLTBO Ta «MIKPOXIM». 3aTBepxeHo:
KOHTpO/b/ MosigomnT Npo HebaxaHe
BMNPOOYBaHHSA ABMLLE NPV 3aCTOCYBaHHi
cepii, He nikapcbKoro 3acoby Bu moxeTe
BK/IHOHAI0UM yepes cuctemy
BUNYycCK cepii: AT hapmakoHarnsgy TOB HB®
"KUIBMEAMPENA «MIKPOXIM» Ha Homep
PAT", YkpaiHa TenedoHy: +38 (050) 309-83-54
(uinogo6oBo) abo Ha e-mail:
phamacovigilance@microkhim.c
om. 3anponoHOBaHo:
MosigomnTy Npo HebaxaHe
ABMLLE NPU 3aCTOCYBaHHI
nikapcbKoro 3acoby By moxete
yepes cuctemy
hapmakoHarnsgy TOB HB®
«MIKPOXIM» Ha Homep
TenedpoHy: +38 (050) 309-83-54
(uinogo60B0O) abo Ha e-mail:
pharmacovigilance@microkhim.
com. 3a3HayeHe BUMNpaB/IeHHsA
BiANOBigae matepiaiam
peecTpaLiiHoro Aocbe.
236. | TIKONIH® Citicoline untrkoniH | NO6BX0 | po3unH gis TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 3a He UA/18445/01/01
HaTpito 6 iH'ekyin, 125 "MIKPOXI "MIKPOXIM", peecTpauiiiHux maTepiais: peyenmo niosnsiea
Mr/Mi; o 4 mn B [\ YKkpaiHa TexHiyHa nomuska (3rigHo M €
amnyni; no 5 (BignoBiganbHWiA Haka3y MO3 Big 23.07.2015 Ne
amnyny KkaceTtiy 3a BUPOGHNLTBO 460). BunpaBneHo TeXHiYHy
nayj 3 KapToHy; Ta NOMWJSIKY B IHCTPYKLIT Ans
no 4 mn B amnyni; KOHTPO/Tb/BNNPOBY MeANYHOro 3acTOCyBaHHs
no 5 amnyny BaHHA cepii, He nikapcbKoro 3acoby, AonyLuieHy
KaceTi; no 2 BK/IHOYat0UN nif yac nepepeectpadlii,
KaceTn y nauuj 3 BMMNYCK Cepil; 3aTBeEpKEHOI Hakasom MO3

KapToHy

BignoBigasnbHWi 3a
BUMNYCK cepil, He

Ykpainu Big 03.12.2025 Ne
1838, y po3gini

BK/1OYAI0U Y «MicLe3HaxomKeHHSs
KOHTPO/b/BUNPOGY 3asBHUKa». 30Kpema,
BaHHSA cepii); AT BUNpasieHo opdhorpacdiyHy
"Tanmudpapm”, NMOMW/IKY B apeci eNeKTPOHHOT
YkpaiHa noLuTN cucTemun
(BignoBiganbHWi hapmakoHarnsgy TOB HB®
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
3a BUPOOHULITBO «MIKPOXIM». 3aTBEpAXeHO:
Ta MoBsigomnTy Npo HebaxaHe
KOHTPO/Ib/BUNPO6Y ABMLLE NPV 3aCTOCYBaHHi
BaHHs cepii, He nikapcbKoro 3acoby Bu moxete
BK/IOYAK0UN yepes cuctemy
BUMNYCK cepil) hapmakoHarnsgy TOB HB®
«MIKPOXIM» Ha Homep
TenedpoHy: +38 (050) 309-83-54
(uinogo60B0O) a6o Ha e-mail:
phamacovigilance@microkhim.c
om. 3anpornoHoBaHo:
MoBigomnTH Npo HebaxaHe
ABMLLE NP 3aCTOCYBaHHI
nikapcbKoro 3acoby Bu moxeTe
yepes cuctemy
thapmakoHarnagy TOB HB®
«MIKPOXIM» Ha Homep
TenedpoHy: +38 (050) 309-83-54
(uinopo60B0) abo Ha e-mail:
pharmacovigilance@microkhim.
com. 3a3HayeHe BUNpPaB/IeHHS
BignoBigae marepianam
PEECTPALLHOIO JOCHE.
237. | TIKONIH® Citicoline untukoniH | NO6BX0 | po3unH gns TOB HB® | YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 3a He UA/18445/01/02
HaTpito 6 iH'eKuili, 250 "MIKPOXI "MIKPOXIM", peecTpaliiiHix maTepianis: peyenmo nionsiea
Mmr/mn; no 4 mn B M YkpaiHa TexHiyHa nomwuska (3rigHo M €
amnyni; no 5 (BignoBigansHwWia Haka3y MO3 Big 23.07.2015 Ne
amnyn y kaceti 'y 3a BUPOBHNLTBO 460). BunpasneHo TEeXHIYHY
nauui 3 KapToOHY; Ta NOMWJIKY B iIHCTPYKUi ons
no 4 mn B amnyni; KOHTPO/b/BUNPOGY MeAMYHOr0o 3aCTOCYBaHHS
no 5 amnyny BaHHs cepii, He nNikapcbKoro 3acoby, fonyLLeHy
KaceTi; no 2 BK/THOYAOUM nig yac nepepeecTpaduji,
KaceTu y nauuj 3 BUNYCK Cepil; 3aTBeppkeHoi Haka3zoMm MO3

KapToHy

BiiNOBIgabHWIA 3a
BMNYCK cepii, He
BK/IHOHAI0UM
KOHTPO/1b/BUNPO6Y
BaHHA cepii); AT
"Tanuugapm”,
YKkpaiHa
(BignoBiganbHWiA
3a BUPOGHNLTBO
Ta
KOHTPO/Tb/BNNPOBY
BaHHA cepil, He
BK/IHOHAH0YM

Ykpainu Big 03.12.2025 Ne
1838, y po3gini
«MicLe3HaxomKeHHs
3as1BHVKa». 30Kpema,
BMNpaBfieHo opdhorpagoivHy
NOMU/IKY B afipeci eNeKkTPOHHOT
noLUTK cUCTEMMN
thapmakoHarnsgy TOB HB®
«MIKPOXIM». 3aTBepxeHo:
MosigomnTy Npo HebaxaHe
SIBULLLE NPV 3aCTOCYBaHHI
nikapcbKkoro 3acoby Bu moxeTte
yepes cuctemy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUNYyCK cepii)

thapmakoHarnagy TOB HB®
«MIKPOXIM» Ha Homep
TenedpoHy: +38 (050) 309-83-54
(uinopo60B0) abo Ha e-mail:
phamacovigilance@microkhim.c
om. 3anponoHOBaHoO:
MosigomnT Npo HebaxaHe
ABMLLE NPV 3aCTOCYBaHHi
nikapcbKoro 3acoby Bu moxeTe
yepes cuctemy
hapmakoHarnsgy TOB HB®
«MIKPOXIM» Ha Homep
TenedoHy: +38 (050) 309-83-54
(uinogo6oBo) abo Ha e-mail:
pharmacovigilance@microkhim.
com. 3a3HayeHe BUNPaB/IeHHS
BiANoBigae marepiasiam
peecTpaLiiHoro 0ChE.

238.

TPOMBOHET
®-DAPMAK

clopidogrel

Knonigorp
eno
6icynbgat
(knonigorp
eno
rigpocynb

thar)

BO1ACO
4

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOM, N0 75
mr; no 10
Tabnetok y
6nicTepi; no 1 abo
3,a60 6, abo 8
6nicTepiB y nauui

AT
"papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHu | TUNY - 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHn y

KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeZMNYHOro 3aCTOCYBaHHs
reHepuyHnx/ribpuaHnx/6ionoaio
HUX NiKapCcbknx 3acobiB nicns
BHECEeHHS Tiel caMoi 3MiHW Ha
pedhepeHTHM1 npenapat (3MiHa
He noTpebye HaJaHHS XOOHNX
HOBUWX 0OAATKOBUX AaHWX).
3MiHN BHECEHO A0 IHCTPYKLU,i
A1 MeNYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactneocTi”,
"MokasaHHs", "OcobamBoCTi
3acTocyBaHHs", "Cnoci6
3acToCcyBaHHA Ta 031" 3rigHO 3
iHhopMmauiero Wwoa0 MeguyHoro
3acTocyBaHHS ped)epeHTHOro
nikapcbKoro 3acoby
(NNABIKC®, TabneTtkn, BKpUTI
nniBKOBOK 060/10HKOO, MO 75
Mr). BBeieHHS 3MiH NPOTAroM 6-

3a
peyenmo
M

He
niosnsiea
€

UA/17513/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
TW MiCALIB Nicasa 3aTBepIKEHHS
239. | T-CENT® benzydami | 6eHsngami | AOLADO | cnpei gns Amakca Benvka AVCIEH Monbha Monbwa BHECEHHS 3MiH 40 6e3 niosnsiea UA/13494/02/01
ne HY 2 poToBOI nrtp BpuTaHi Xewys Ec.Ei. peecTpauiiiHux maTepiais: peyenma 5
rigpoxnop NOPOXHUHN, a 3MiHu | TUNY - AgMIHICTPaTUBHI
na, po3uuH, 1,5 mr/mn 3MiHW. 3MiHa HaliMeHyBaHHs
no 30 mny Ta/abo agpecy 3asiBHMKa
hnakoHi 3 (BnacHvka peecTpadjiiHoro

NpVCTPOEM Ans
PO3NUIOBaHHS; NO
1 donakoHy B
KapTOHHIi1 KopooL,i

nocBigYeHHs1). 3MiHa Ha3Bu
3asBHUKa 3 Amakca f1IT/[ Ha
Amakca Jita y 3B'A3Ky 3
NepBUHHO HEKOPEKTHOIO
3a3HavyeHHs popmu BNaCHOCTI
HopuAnYHOI 0cobu Limited sk
abpesiatypu (LTD) 3amicTb
KOPEKTHOT0 3a3HayeHHs AK
cKopoyeHHs (Ltd) ykpaiHCcbkoto
Ta aHrincLKO MOBOK. 3MiHK
BHECEeHO A0 iHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
"3anBHuKK" 3 BignoBigHUMN
3MiHaMu y TEeKCTi MapKyBaHHs
YNaKoBKM NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-t
MicSLLB NIiCNSA 3aTBEPIPKEHHS.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIli XapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnimxkeHb 3 6e3nekn
3aCcTOCyBaHHSA NikapcbKoro
3acoby B micnsipeecTpauiiHnii
nepiod, abo Ak pe3ynbTart
OL|iHKW 3BITY 3 JOC/IKEHD,
npoBeAeHVX BigMnoBigHO A0
nnaHy negjiaTpuyHnX
pocnigxeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHNUM
YMOBHOB&XEHNM OpPraHomMm).
3MiHN BHECEHO A0 IHCTPYKLUi
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
0151 MeMYHOro 3acToCyBaHHS

NiKapcbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyAAH" BignoBsigHO Ao
OHOB/IEHOT iHhopMaLii 3
6e3nekun 4ityoi pevyoBUHN.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNSA 3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHV BHECEHO A0 IHCTPYKLUIT
A5 MeNYHOT0 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain
"Mo6iyHi peakui™ woano
BaXK/IMBOCTI 3BITYBaHHS Npo
no6iyvHi peakLii, a Takox Ao
po3ainy "YnakoBka"
(y3rompkeHHs iHchopmaii 3rigHo
3 peecTpauiiHimM
nocBigyYeHHsIM). OHOB/IEHHSA
iHchopmawii B TEKCTI MapKyBaHHS
BTOPWHHOT YNakoBKM iKapCbKOro
3acoby (n.8, n.12, n.13), a Takox
BWyYeHO nepeknag, iHhopmavii
pociiicbkolo MoBOI. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepakKeHHs. 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecy MicLs NpoBaKEHHS
OisiNbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKYaum
OinbHWU BUNYycKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKY
BiANoBigae BUpoGHuK/iMnopTep,
BK/1O4AK0UY BUMYCK CEPIlA).
3MiHa NoLWTOBOrO iHAEKCY B
appeci BupobHuka ANCIEH
Monbcpa Xewwys Ec.Eii.,
Monbuya 3 "35-959" Ha "35-105".
3MiHU BHECEHO A0 IHCTPYKLU,i

[NA MefIYHOT0 3aCTOCYBaHHS




286

Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
niKapcbkoro 3acoby y po3ain
"Micue3HaxomkeHHs1 BUPOGHMKa
Ta afpeca MicLs NPOBaKEHHS
oro gisnbHocTi" 3 BiANOBIAHMMU
3MiHaMK y TEeKCTi MapKyBaHHS
YNakoBKM NikapCbKoro 3acooby.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNs 3aTBEPPKEHHS.
240. | YPOJIECAH® - Anui - cupon in bulk: no NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [0 - UA/9518/01/01
onis, 90 mn y 6aHLj; no "Tanuuda "rannuchapm” peecTpauiiiHix MaTepianis:
M'ATN 48 6aHOK y pm" YTOUYHEHHS HanucaHHA
nepueBsoi Kopob6ax BMpPOGHUKIB B Hakasi MO3
onis, KapTOHHMX; in YkpaiHu Ne 885 Big 29.06.2026
MOPKBU bulk: no 180 mny B Npoueci BHeCEHHS 3MiH
OuKoil hnakoHi; no 30 (3MiHn | TMNY - 3MiHM 3 AKOCTI.
nnogis dnaKkoHiB y A®|. Cucrema
eKCTpakT Kopobax KOHTeliHep/3aKynoproBasibHUIA
pigKunia KapTOHHUX 3aci6. 3miHa y 6e3nocepegHii
Extractum ynakosui A®| (iHLi 3MiHW) -
fructuum BHECEHHS YTOYHEHHS [0 p.
Dauci 3.2.5.6 "Cucrtema
sativi KOHTelHep/3akynoptoBasibHUIA
fluidum, 3aci6" A®| Anuui onis, onis
XMernto (cybcTaHuis) B M3 YponecaH,
LUMLLIOK cupon, a came BUyYeHHs
eKCTpakT (iKCOBAHOrO 3HAYEHHSI MacK
pigKunia cy6cTaHUii y nonimepHii 6oui,
Extractum 06yMOB/IEHE akTyasnisauiero
fructuum BUMOT /10 NaKyBaHHS 3
Strobili ypaxyBaHHAM cneungikv
lupuli BUPOBHMYMX NpoLeciB Ta
fluidum, BapiaTMBHOCTI BUXOA4Y Macu
MaTepuHK cepiii A®l.MaTtepian 6040k
1 Tpasu noniMepHKX 3 KpuLLKamu
eKCTpakT 3a/IMWAETLCA HE3MIHHUM -
pigKuia nonieTuneH HA3bLKOro TUCKY
Extractum (HDPE)). Pepakuin B Hakasi - yci
herbae cTagji BUpo6GHNLTBa, 3a
Origani BUHATKOM NEPBUHHOIO
fluidum nakyBaHHs B calue: MNAT

"Tannuchapm”, YkpaiHa,;
NnepBUHHE NaKyBaHHA B calle:
TOB "®apmaLeBTUYHa KoMNaHis
"3p0poB's", YkpaiHa. BipHa
pepakuis - NAT "lanuudcapm”,
YKpaiHa.
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
241. | YPO®YPATIH | furazidin doypariH JO1XEO Tabnetku, no 50 AT Monbwa AT "Apavep Monbwa BHECEHHS 3MiH A0 6e3 UA/15368/01/01
3 mr, no 30 "Afamven Papma", MonbLua; peecTpavuiiiHix maTepiasis: peyenma
Tabnetoky dapma” BMPOGHMK, 3MiHu Il Tuny - 3miHK 3 AKOCTI.
6nictepi; no 1 BiANOBigabHUI 3a (iHWi 3MiHM) OHOBNEHHSA
6nictepy B 30BHILLHE BiAKPWTOI Ta 3aKPUTOI YaCTUH
KapTOHHiI Kopobui nabopartopHe onoBHoro chaiiny akTMBHOI
OOCNIMKEHHSA peyoBuHu (ASMF),
BMiCTY 3arBepmxeHo: AP/Version
HITPO3aMiHiIB: 03/2013-10-18, RP/Version
TOB NNa6opaTopis 02/2013-10-18
XimiyHoro AHanisy 3anponoHosaHo: AP/Bepcis
Cnapk-/1a6, 06/2024-12-15 /, RP/Bepcis
Monbua 05/2024-12-15.
242. | YPODYPATIH | furazidin dypariH JO1XEO Tabnetkn, no 100 AT Monbwa AT «Agameq, Monbwa BHECEHHS 3MiH 40 3a UA/20084/01/01
MAKC 3 mr; no 15 "Apamvefq, $apmay, MNonbLua,; peecTpauiiiHux maTepiais: peyenmo
Tabnetok y Papma” Brpo6HuK 3MiHu | TUNY - 3MiHK 3 SKOCTI. M
6nictepi; no 1 BignoBigasibHMiA 3a oTOBMIA Nikapcbkuni 3aci6.
6nictepy B KOHTPO/b cepii 3a 3MiHU Yy BUPOGHMLTBI. 3MiHa

KapTOHHI Kopobuj

NoKa3HUKOM
"BmicT
HITpO3aMiHiB":
Na6opartopis
aHaUi3y xiMmiyHoro
Cnapk-/la6 Cn. 3
0. 0., MonbLa

iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil)
[OJaBaHHA OiNbHUL
BiANoBifas/IbHOT 38 KOHTPO/1b
cepii 3a NnokasHukom "BmicT
HiTpo3aMmiHIiB" JTabopaTopis
aHanisy ximiuHoro Cnapk-/1a6
Cn. 3 0. 0., By/. 3BULIEHCTBA
96/98, 81-451, m. [AnHS,
Monbwa/ LABORATORIUM
ANALIZ CHEMICZNYCH
SPARK —-LAB Sp. z 0. 0., ul.
Zwyciestwa 96/98, 81-451
Gdynia, Poland. 3MmiHn | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneumdikauii
Ta/abo [onycTUMUX MeX
roTOBOro NikapcbKoro 3acoby
(AonoBHEHHS cneumdikawi
HOBMM MOKa3HVKOM 3
BiAiNOBIAHWM METO0M
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
BUNPO6YBaAHHS) - AOMNOBHEHHSA
cneuudikaLii Ha BUNycKk Ta
NpOTAroM TEPMiHY NPMAATHOCTI
HOBUM MOKa3HUKOM
“HitposamiHn: NDMA” 3 mexeto
«He 6inbLwe 0,24 ppm» Ta
BiAMNOBIAHUM METOA0M
BMNpobyBaHHA BEPX 3 mac-
petektopom (LC-MS). BeegeHHs
3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepikKeHHs.
243. | ®UITPACTU filgrastim cpinrpactn | LOBAAO | po3uunH ans ToBapucT | YkpaiHa BMPOGHMLTBO I13pains/ BHECEHHS 3MiH [0 3a UA/20634/01/01
M-BICTA M 2 iH'eKL;jii abo BO 3 roToBOI NiKapCbKOi NutBa peecTpauiiiHix maTepianis: peyenmo
iHdpy3ii no 30 MH | 06MexXeHo ¢opmun, NepBrMHHA 3MiHM | TMNY - 3MiHK 3 AKOCTI. M
MO/0,5 mn; no 0,5 10 Ta BTOPMHHA [oToBMIA NikapcbKuii 3aci6.
M (30 maH MO) y Bignosiga ynakoBKa, Cucrema
nonepegHb0 NbHICTIO KOHTPO/Tb SIKOCTI, KOHTeliHep/3aKynoproBasibHUIA
HarnoBHEHOMY "BYCT BUNYyCcK cepii: TeBa 3aci6. 3miHa napameTpiB
Lnpui, 3 PAPMA" PapmavuesTikan cneuudikauii Ta/abo
NPUCTPOEM ANA IHpgacTpi3 N174,., J0NyCTUMUX MEX NEPBUHHOT
6e3neyHoro 13painb; KOHTPO/b yNaKoBKM rOTOBOTO NiKapCbKOro
BBefeHHs; No 5 akocTi: FOAB Tesa 3ac006y (3BYXeHHS f0MyCTUMUX
nonepefHb0 BanTikc, /lntBa MeX, BU3HaUYeHuX y
HarnoBHEHWX cneuuagikawii)
LINpuULiB 3 MocuneHHs mex cneundikadii
NPUCTPOEM ANA Bi3yaslbHOr0 KOHTPO/IO 415
6e3neyHoro cTepunbHoro wnpuua Hypak

BBEAEHHS y nauui

(NepBrHHOTO NakyBasIbHOrO
KOMMOHEHTA), L0
BUKOPVCTOBYETLCA 415
6e3nocepeHbLOro nakyBaHHs
roTOBOrO /likapCbKoro 3acoby, —
Bif, 3arayibHUX Bi3yaslbHUX
KpuTepiis (Hanpuknag,
BiACYTHICTb TPILMH, PO3/1OMIB,
AedhopmalLii abo MOLIKOAXEHb)
[0 po3LUMPEHIX, AeTaslbHO
BU3HAYEHWNX BUMOT Bi3yaslbHOTO
KOHTPO/TI0
3MiHu | TUNY - 3MiHK 3 SKOCTI.
A®l. KoHTposib A®I. 3miHa y
MeToAax BUNpobyBaHHs AdI
abo BuxigHoro
MaTepiany/npoMikKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
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Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BMpO6HULTBA API (BUTYyYEHHS
mMeToAy BUNpobyBaHHA 41A
Adl/peareHTy/npomiXHOro

NPOAYKTY, SKLLO
anbTepHaTUBHUI MeTOg, BXe
3aTBEpMKEHWIT) BunyueHHs

MeToAMKM BUNpobyBaHHSA GSH

(cbepmeHTaTUBHUIA MeTOA) ANA
BWXiAHOT CUPOBUHY —
rnyTaTioHy (BigHOBNEHOT
dopmu), LLIO BUKOPUCTOBYETHCSA
Y BUPOGHMYOMY MPOLECI
BMPOOHULITBA Ai0YOT peYOBUHMN
doinrpactumy. 3miHum | Tuny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa

HalilmeHyBaHHs1 Ta/abo agpecu
MiCL MPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
Heob6XigHOCTI, Micue
NpoBefEeHHSI KOHTPOJIIO AKOCTI),
abo BracHuka mactep-caiina

Ha A®l, abo nocTavasbHUKa

Adl/BnxigHoro
Marepiany/peareHTy/npoMiXXHOT0
NPOAYKTY, L0 3aCTOCOBYOTLCA Y

BMPOGHMLTBI AP (SKLLO
3a3HayeHo y JOCbE Ha
nikapcbkuii 3acib) 3a BiCYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin dpapmakonei y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOI AOMOMKHOI
PeyOoBMHM (SKLLIO 3a3HAYEHO Y
[ocbe) 3MiHa Ha3Bwu
nocTavanbHuika,
BigNoBiga/IbHOro 3a NocTaYaHHs
BUXiQHOro Matepiany ryaHignHy
rigpoxnopugy (ryaHiaumHito
xnopugy), Wwo
BUKOPWCTOBYETLCA Y
BMPOGHMLTBI 4il04OT PEYOBUHN
dinrpactumy, 3 NIGU Chemie
GmbH Ha Alzchem Trostberg
GmbH. 3minu | Tvny - 3miHK 3
skocTi. CepTudpikar

BignosigHocTI/TE-cepTucpikat
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
BiANoBigHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLLOT HaujioHabHOT dhapMakonei
aepxasu €C (3miHa y
cneuudikauisix, NnoB'A3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIM HauioHanbHIN thapmakonel
nepxasu €C) 3miHa
cneuudikauin ans Polysorbate
80 3 MeTOl NpUBEAEHHA Y
BiAMNOBIAHICTb 4O OHOBJ/IEHHS
MoHorpadii 0428 €sponencbkoi
dapmakonei (Ph. Eur.)
244. | ®INFPACTU filgrastim dinrpactn | LO3AAO | po3uuH ans ToBapucT | YkpaiHa BMPOGHMLTBO I13pains/ BHECEHHS 3MiH [0 3a UA/20634/01/02
M-BICTA M 2 iH'eKLili abo BO 3 roTOBOI NiKapCbKOT NntBa peecTpauiiiHix MmaTepiasiis: peyenmo
iHdpy3iii no 48 MAH | 06MeXeHo hopmMu, NepBUHHA 3MiHY | TUNY - 3MiHK 3 AKOCTI. M
MO/0,8 mn; no 0,8 10 Ta BTOPUHHA loTOBWIA Nikapcbkuii 3aci6.
M (48 mniH MO) y Bignosiga ynakoBKa, Cunctema
nonepesHL0 NBHICTIO KOHTPO/b IKOCTI, KOHTelHep/3aKynoptoBasibHUI
HarnoBHeHOMY "BYCT BUMNYyCK cepii: Tesa 3aci6. 3miHa napameTpis
wnpwi, 3 DAPMA" dapmavnesTikan crneundikaui Ta/abo
NPUCTPOEM ANA IHpacTpi3 NTa,, O0oNyCTUMNX MEX NEePBUHHOT
6e3neyHoro 13painb; KOHTPO/b yNakKoBKM FOTOBOTO NiKapCbKOro
BBEAEHHS ; N0 5 sKocTi: FOAB TeBa 3aco6y (3BY>XEHHS 4ONYCTUMMX
nonepesHL0 Banrike, Nlutea MeX, BU3HAUEHUX Y
HarnoBHEeHMX cneumdikalir)
wnpuuie 3 MocuneHHs mex cneuudikauii
NpUCTPOEM AnA Bi3yasIbHOr0 KOHTPO/IO AN
6e3neyHoro cTepunbHoro wnpuua Hypak

BBEAEHHSA Y nauuj

(NepBUHHOrO NakyBaslbHOrO
KOMMOHEHTA), Lo
BUKOPWCTOBYETLCA 4151
6e3nocepeHbLOro nakyBaHHs
roTOBOrO NiKapcbkoro 3acoby, —
Bifl 3araslbHUX Bi3yaslbHUX
KpUTepIiiB (Hanpuknag,
BiICYTHICTb TPILMH, PO3/OMIB,
AedhopmaLii abo NOLIKOAXEHb)
[10 PO3LWMPEHNX, AeTaslbHO
BU3HAYEHWNX BUMOT Bi3yaslbHOTO
KOHTPO/II0
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3MiHY | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y
MeToAax BUNpobyBaHHs AdI
abo BuxigHoro
mMarepiany/MpoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y MPOLLECi
BMPO6HMLTBA API (BUYYEHHSR
mMeToAy BUNPOOYBaHHSA A/1A
Adl/peareHTy/NpOMiXHOro
NPOAYKTY, SIKLLO
albTEPHATUBHUI METO[, BXe
3aTBepAKeHnii) BunyyeHus
MeToAnKM BUNpobyBaHHsS GSH
(cdbepmeHTaTUBHUIA METOA) ANA
BUXIAHOT CUPOBUHN —
rnyTarioHy (BigHOBMEHOT
dhopmu), LLIO BUKOPUCTOBYETHCS
y BUPOGHMYOMY npoLieci
BMPOOHULITBA Ait04OT peYOBUHMN
dhinrpactumy. 3minm | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil MPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IlOYaKOUK, 3a
HeobxigHoCTI, micue
NpoOBeLieHHS KOHTPOJIIO SKOCTI),
abo BflacHuka mactep-chaiina
Ha A®l, abo noctavasibHVKa
Adl/BMXigHOrO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCSH Y
BMPOGHMLTBI AP (SKLLO
3a3HayeHo y AOCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudcpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY [OCLE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PeyOoBMHM (SIKLLIO 3a3HAYEHO Y
[0CbE) 3MiHa Has3Bu
noctavasnbHuKa,
Bi4NoBiga/IbHOro 3a nocTayaHHs
BVXiLHOrO Matepiasty ryaHiguHy
rigpoxnopugy (ryaHiauHito

xn10puay), Wo
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUKOPWCTOBYETLCA Y
BMPOGHMLTBI 4il04OT pEYOBUHN
dinrpactumy, 3 NIGU Chemie
GmbH Ha Alzchem Trostberg
GmbH. 3minu | Tvny - 3MiHK 3
skocTi. CepTudpikar
BignosigHoCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChbkil
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLLOT HaujoHasbHOT dhapMakonei
Oepxasu EC (3miHa y
cneumaikauisx, nos'asaHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkii hapmakonei, abo
iHLWIM HauioHanbHIN thapmakonel
Aepxasun €C) 3miHa
cneuudikauin ans Polysorbate
80 3 MeTol NpUBEAEHHA Y
BIANOBIAHICTb A0 OHOB/MEHHS
MoHorpadii 0428 €Bponeicbkol
chapmakonei (Ph. Eur.)

245,

D/IOKCAN®

ofloxacin

odpsiokcaly,
WH

SO1A
EO1

Masb o4Ha 0,3 %
no3ry
namiHoBaHili Ty6i;
no1Ty6iB
KapTOHHI Kopobui

TOB
«BAYLL
XEJIC»

Ykpaina

Ap. Tepxapg,
MaHH XeMm.-dhapm.
Pabpuk MM6X

Himeuun
Ha

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
YTOUHEHHS1 HanMcaHHA
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHu Ne 885
BiA 29.06.2026 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny -
3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NlikapCbkoro
3acoby B nicnspeecTpauiiiHmi
nepiog, abo sik pesynbTart

3a
peyerimo
M

UA/8528/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHunX BignoBigHO A0
nnaxy negjiaTpuyHnX
pocnipkeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHoMm)
3MiHV BHeCceHOo A0 [HCTpyKu,i
A5 MeNYHOr0 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMK
nNiKapcbknMy 3acobamu Ta iHLWi
BMAM B3aEMOSjin",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaa”, "3aartHicTb BANBaTH
Ha LWBUAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMOPTOM
abo iHWKMKN MexaHi3mammn”
o0 6e3neku 3acTocyBaHHs
Ait04O0T pevoBUHN OhNOKCALMH.
BeefieHHs 3MiH npoTsrom 6-n
MiCAILiB NicNs 3aTBEPOKEHHS).
Pepakuis B Hakaai -
UA/8528/01/01. BipHa
pepakuis - UA/8528/02/01.

246.

DNOAITEK

carbocistei
ne

KapboumcT
eiH

RO5CBO
3

cupon 2 %; no 125
M/1Y do1aKoHi; No
1 cdhnakoHy 3
[03yBa/IbHUM
CTakaH4MKOM B
KapTOHHIlA
ynakoBLj

NabopaTo
pis
IHHOTEK
IHTepHacb
ioHanb

dpaHuis

Bupo6HMK
BignoBigasnbHWi 3a
KOHTPO/ib Ta
BMNYCK Ccepil:
IHHOTepa LLys3i,
PpaHLis;
Bupo6HMK
BignoBigasnbHWi 3a
BMPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Cepil:
lOHiTep NikBig
MaHyekuypiHr,
dpaHuis

dpaHuis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkni 3aci6.
KOHTPO/Ib AONOMDKHUX PEYOBUH.
3MiHa y meTofax BUNpobyBaHHsA
[0MOMIDKHOT peUYOBMHM (iHLLUI
3MiHN Yy MeToAax BUNPoGyBaHHSA
(BKntOYaroum 3amiHy abo
[0JaBaHHs)) - 3amiHa
aHaniTMYHOT MEeTOAUKN
BUNPOBYyBaHHA 415
iaeHTndikau,ii (rasoBa
Xpomarorpadqist) JONOMDKHOT
peyoBuHM apomMaTtmsaTopa
6aHaHOBOr0. 3MiHa CTOCYETbCSA
N3 ®NOAITEK, cupon 2%.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudikat BignoBigHOCTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit

6e3
peyenma

UA/8082/01/01




294

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

hapmaxonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: Ans
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, Wo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[0MOMIXHOT PEYOBUHHM
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBReHwWit cepTuddikaT Big yxe
3aTBEPAKEHOTO BUPOOHMKA -
MogaHHA OHOBIEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP
Ne R1-CEP 1997-037-Rev 06
(3atBepmxeHo CEP Ne R1-CEP
1997-037-Rev 03) gns Adl
Kap6ouMCTEeIH Bif yxe
3aTBEPKEHOrO BUPOOHMKA
MOEHS CATALANA S.L.

247.

DNOAITEK

carbocistei
ne

KapboumcT
eiH

RO5CBO
3

cupon 5 %; no 125
M/1Y do1aKoHi; No
1 cdhnakoHy 3
[03yBa/IbHUM
CTakaH4MKOM B
KapTOHHIlA
ynakoBLj

NabopaTo
pis
IHHOTEK
IHTepHacb
ioHanb

dpaHuis

Bupo6HMK
BignoBigasnbHWi 3a
KOHTPO/ib Ta
BMNYCK Ccepil:
IHHOTepa LLys3i,
PpaHLis;
Bupo6HMK
BignoBigasnbHWi 3a
BMPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Cepil:
lOHiTep NikBig
MaHyekuypiHr,
dpaHuis

dpaHuis

BHECEHHS 3MiH 40
peecTpauiiiHux maTepiais:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkni 3aci6.
KOHTPO/Ib AONOMDKHUX PEYOBUH.
3MiHa y meTofax BUNpobyBaHHsA
[0MOMIDKHOT peUYOBMHM (iHLLUI
3MiHN Yy MeToAax BUNPoGyBaHHSA
(BKntOYaroum 3amiHy abo
[0JaBaHHs)) - 3amiHa
aHaniTMYHOT MEeTOAUKN
BUMNPOBYBaHHS AnA
iaeHTndikau,ii (rasoBa
Xpomarorpadqist) JONOMDKHOT
peyoBuHM apomMaTtmsaTopa
KapamenieBoro. 3miHa
ctocyeTbes 13 PNOAITEK,
cupon 5%. 3MiHn | Tuny - 3MiHK
3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa

6e3
peyenma

UA/8082/01/02
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEeX
rOTOBOrO /liKkapCbKOro 3acoby
(AonoBHeHHs cnevumdikauil
HOBWM MOKA3HVKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHSA) - [loAaBaHHs y
crneundikauito N3 dnogiTek,
cupon 5 % HOBOro NoKasHuKa
«MpoaykT po3nagy» (SKui
3aMiHIOE NOKa3HWK «CynyTHI
[OMILLKM») 3 BIANOBIAHWM
MeTOZ0M BU3HaueHHs (BEPX). Y
cneuudikaLiio Ha TepMiH
npuaaTHOCTI A0AAETLCA
KiNbKiCHe BU3HAYEHHS [OMILLOK
— cynbhoKkenay KapbouncTeiHy,
C1,A2,B3, iHLWINX AOMILLOK Ta
CyMW BCiX AOMILLOK; a ANs
nakrtamy kapbouucTteiny Ta
Jomiwkn A2 fofaetbes
KinbKicHe BU3Ha4YeHHS nig vyac
Bunycky cepii (BEPX
€Bp.$.2.2.29, pitova pepq,.).
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo
[O0MyCTUMUX MEX rOTOBOr0
nNiKapcbkoro 3acoby (BUyYeHHs
He3HayHOro nokasHuka
(Hanpvknag 3actapinoro
nokasHuKa, Takoro sk 3anax Ta
cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX
[06aBoK)) - BunyyeHHs 3i
cneuudikavii M3 ¢AKOAITEK,
cupon 5% nokasHuka «L-
UuCTEiH». 3MiHM | TUNY - 3MiHK 3
AKOCTI. [OTOBWIA NikapCbkuii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby (iHLWi 3MiHW)
- OHOB/MEHHS METOAIB KOHTPOHO
akocTti (MKSA) Ha TN3
PNOAITEK, cupon 5% y 3B’83kKy
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

3 NpuBeLeHHAM crneuudikauii
'N3 po cneundikauii 3asaBHMKa
Ta Bi4NOBIAHUMMN 3MiHAMM Y
nopsaKy BUKNaAeHHS MeToAnK
KOHTposo y MKA (Homepw
NoCcVNaHHA Ha METOANKN
aHanisy y cneuudikadii,
ocTaHHiin ctoBnuvk) ansa M3.
Takox y BiAgnoBigHOCTI A0
cneuugikaLii 3aaBHUKa
Mikpo6iosioriyHa unctoTa byge
KOHTPO/IOBATMCSA TaKOX Nif, Yac
TepMiHy npuaaTHOCTi. 3MiHK |
TUMy - 3MiHK 3 AKoCTi. F0TOBWMI
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3miHa napameTpis cneuudikawii
Ta/abo [oMyCTUMUX MeX
roTOBOrO JlikapCbKoro 3acoby
(iHWi 3miHW) - MpuBeaeHHA
napameTpy «O6’em
HanoBHEHHS», A0 cnevumdikauii
3asBHVKa ana M3 ®AOLITEK,
cupon 5%, a came:
BUNPaB/IEHHS MOMUSIKN
nepeknagy HasBsu
BUNpo6yBaHHA Ha «CepepHii
06’eM» Ta NOCWMNAHHS Ha MEeTo[,
3 €8p.9.2.9.28 Ha MeTOAUKY
BMPOGHMKaA. 3MiHU | TUMY - 3MiHK
3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkil
hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI a60 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: aAns
A®l; ons BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
npoaykTy, Wo
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[OMOMIXHOT PEYOBUHHN

(cepTudpikat BiANOBIAHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

€Bponeiicbkiit hapmakoner) -
OHoBReHW cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
MofaHHA OHOBIEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei CEP
Ne R1-CEP 1997-037-Rev 06
(3atBepmxeHo CEP Ne R1-CEP
1997-037-Rev 03) ana Adl
KapbouucTeiH Bif yxe
3aTBEPLKEHOIO BUPOOHMKA
MOEHS CATALANA S.L. 3MiHn
| TNy - 3miHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikadliii
Ta/abo fonyCTUMUX MEeX
rOTOBOrO /likapCbKOro 3acoby
(AonoBHeHHs cneumdikadil
HOBWM MOKA3HVKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) - loaaBaHHA A0
cneuudikavii M3 ¢AKOAITEK,
cupon 5%. gpyroi ineHTudikauii
ons A®l kapéouuncTteiH (BEPX,
€Bp.®$.2.2.29) y BiANOBIAHOCTI 3
aitounm KepiBHuytBom ICH Q6A
(3aTBEepmxeHuii meToa — TLUX
(€Bp.9.2.2.27). 3miHn | TUNY -
3MiHu 3 aKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag
3acTapisioro NokasHuka, Takoro
AIK 3anax Ta cmak, abo
ileHTnikalisa 6apBHUKIB Un
CMakoBux 406aBoKk)) -
BunyueHHs 3i cneumdikauii
NPOTArom TepMiHy NpuaaTHOCTI
Ha N3 ®NOAITEK, cupon 5%
nokasHuka “BigHocHa ryctmHa”
Ta "loKa3HWK 3a/10MNEHHS”
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

OCKiflbKW BOHU He
PO3rNsAanTbCsA AK KPUTUYHI Ta
He € NoKasHMKkaMm CTabifIbHOCTi.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acib.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco6y. 3miHa napameTpis
cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHW)
- BBefieHHs1 KOHTpONIO AR
nokasHuka “MikpobionoriyHa
YucToTa” MPOTATOM TEPMIHY
npugaTHocTi y cneumndikauii N3
®IIOAITEK, cupon 5%. 3minm Il
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEeX
rOTOBOrO /liKkapCbKOro 3acoby
(3MiHa 3HaxoANTbLCA No3a
3aTBEPAKEHNMU JONYCTUMUMM
Mexamy cneuudikauiii) - 3miHa
LOMyCTUMMX MeX Y cnevudikauii
Ha N3 ®NOAITEK, cupon 5%
3a NOKa3HUKOM «pH».
3arBepaxeHo: 5,70-6,50.
3anponoHoBaHo: 5,7-6,5. 3MiHK
Il TNy - 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby
(3miHa 3HaxoauTbCA no3a
3aTBEPAKEHNMUN JONYCTUMUMM
mMexamu cneundikauiii) - 3miHa
OONyCTUMUX MEX Y crieumdikawii
npv BUNYCKy Ta NPOTArOM
TepMiHy npugatHocTi Ha N3
®NHOAITEK, cupon 5% 3a
nokasHukom “KinbkicHe
BM3HAYEHHS kapbouucTeiHy”.
3aTBepmkeHo: 4,75-5,25 r/100
M1 (95-105%). 3anponoHoBaHo:
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

4,7-5,3 1/100 mn (94-106%).
3MiHn Il Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO MikapCcbKoro
3acoby. 3miHa napaveTpis
cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (3miHa
3HaxoAuTbCA No3a
3aTBEPAKEHNMUN JONYCTUMUMM
mMexamu cneundikauiii) - 3miHa
OONyCTUMUX MEX Y crieumdikawii
npv BUNYCKy Ta NPOTATOM
TepMiHy npugatHocTi Ha N3
PNHOAITEK, cupon 5% 3a
nokasHukom “KinbkicHoro
BU3HAYEHHS
MeTuanaparigpokcnbeHsoarty”.
3arsepaxeHo: 142,5-157,5
mr/100 mn (95-105%).
3anponoHoBaHo: Npy BUMYCKY
143-157 mr/100 Mn1; NpoTArom
TepMiHy npugartHocTi: 139-157
mr/100 mn (92,6-104,6%).

248.

DOPAKOPT®
200

Formoterol
and
budesonid
e

6yaecoHig
Ta
chopmoTep
ony
dymapar

RO3AKO
7

aepososib AnA
iHransuin,
n[o30BaHuii, 200
MKr/6 MKr/go3y; no
120 po3 B
antomiHieBoMy
KOHTElHepi 3
003y0Unm
KnanaHom; no 1
KOHTeHepy, SKWii
Mae
noninponisieHoBuiA
posnutoBad i3
3aXUCHUM
KOBMa4koM, y
KapTOHHI Kopobuj

Lvnna
nra.

IHais

Megicnpeii
Jlabopatopic lNBT.
nTa.

IHais

BHECEHHS 3MiH [0
peecTpauiiiHnx maTepiasis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnisgy. 3miHn y

KOPOTKili XapakTepucTu,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHnx/ribpuaHnx/6ionoaio
HUX NiKapCcbknx 3acobiB nicns
BHECEeHHS Tiel caMoi 3MiHW Ha
pedhepeHTHM1 npenapaT (3MiHa
He noTpebye HaJaHHS XOOHNX
HOBUWX 0OAATKOBUX AaHNX).
3MiHN BHECEHO A0 IHCTPYKLU,i
A1 MeNYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu

"®apMaKonorivHi
BracTmsocTi","Moka3aHHsA",

"B3aemMogis 3 iHWMMKn
NiKapcbknMmy 3acobamu Ta iHLWi

3a
peyenmo
M

He
niosnsiea
€

UA/12985/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
BMAM B3aemogiit”, "OcobimeocTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta fo3n",
"Mepeno3syBaHHs", "M06IYHI
peakuii" 3rigHo 3 iHchopmauieto
00 MEAUYHOrO 3aCTOCYBaHHS
pedyepeHTHOro NikapcbKoro
3acoby (SYMBICORT
INHALATION AEROSOL).
BBeneHHs 3MiH NpoTAroM 6-tu
MiCALIB MiCNs 3aTBEPAKEHHS
249. | PYKOPUUH - oyKCUH DO8AX po34nH ans mn Ykpaina M "Kinadpdg" Ykpaina BHECEHHS 3MiH [0 6e3 UA/15715/01/01
OCHOBHWIA, 30BHILLHLOrO "Kinadhap" peecTpauiiiHix maTepianis: peyenma
KncnoTta 3acTOCyBaHHs, 3MiHu | TMNY - 3MiHK WoA0
60pHa, cnupToBUiA, Mo 25 6e3nekn/eheKTUBHOCTI Ta
eHon, My donakoHax hapmakoHarnagy (iHwi 3mMiHn)
aLeToH, 3MiHN BHECEHO Y TeKCT
pe3opuyH MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby (n. 8, 11,12,
13,17)
250. | XENMMNEKC® Paracetam | napaueta NO2BE5 | nopoluok ans TOB "MoBi | YkpaiHa BMPOGHMLTBO 3a LLBeiiua BHECEHHS 3MiH [0 6e3 UA/15354/01/01
AHTUKONA, ol, Morn, 1 opasibHoro Xenc" NOBHUM LMK/IOM: pis/ peecTpauiiiHux matepianis: peyenma
HEO combinatio | nesoueTn PO34nHy 3 Annekc ®apma ITanisa 3MmiHu | TUNY - 3MiHK 3 SKOCTI.
ns excl. pU3NHY JIMMOHHUM CA, Weeiiyapis; CepTudpikart BignosigHoOCTI/TE-
psycholept | gurigpoxn CMakoMm; no 4 r nepBuHHE Ta cepTudikart BiAnNoBIAHOCTI
ics opva, NOPOLLIKY B calle; BTOPUHHE €Bponeiicbkii
heHinedp no 10 cawe B nakyBaHHs: flamn thapmakonei/MoHorpadii.
NHY KapTOHHiI Kopobuj CaH lMpocnepo MogaHHA HoBoro abo
rigpoxnop CIMA, Itanis OHOBJ/IEHOTO cepTudikaTa
na, BiANOBIAHOCTI 260 BUyYEHHS

cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/MpoMixKHOro
npoaykTy, Wwo
BUKOPWCTOBYHOTHCS Y
BUPOGHMLTBI A®I; Ans
[OMOMIKHOT PEYOBUHM
(cepTudpikat BigMNoOBIAHOCTI
€sponeiicbkili hapmakoner) -
HoBwuii cepTudpikar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHsa HOBOro cepTudikarty
BiANOBIAHOCTI EBpONenchbkil
thapmakonei Ne CEP 2025-384 -
Rev 00 (3aTBepoKeHo: MacTep-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

haiin) Ha A®| neBoLETUPU3UHY
avrigpoxnopug Bif Bxe
3aTBEPAKEHOrO BUPOOHMKaA
Symed Labs Limited (Unit-11),
India

251.

XENNEKC®
AHTUKONL,
HEO

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauera
mon,
nesouet
pV3NHY
avrigpoxn
opua,
heHinedp
NHY
rigpoxnop
na

NO2BE5
1

NopoLLOK ANs
opasibHOro
PO34MHy 3
Ma/IMHOBUM
cMakom; no 4 r
NOPOLLIKY B calle;
no 10 cawe B
KapTOHHI Kopobuj

TOB "Mosi
Xenc"

YkpaiHa

BMPOGHMLTBO 3a
NOBHWUM LMK/IOM:
Annekc ®apma
CA, Weeiiyapis;
nepBuHHe Ta
BTOPUHHE
nakysaHHs: Jlamn
CaH Npocnepo
CIMA, Itanis

Lselina
pisi/
ITanisa

BHECEHHS 3MiH [0
peecTpauiiiHux matepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI.
CepTuddikar BignosigHocCTI/lE-
cepTudikat BiANoBIAHOCTI
€Bponeiicbkiii
thapmaxonei/MoHorpadii.
MopaaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: gns
A®l; ansa sBuxigHoro
MaTepiany/peareHTy/MpoMiXHOro
npoaykTy, Wo
BMKOPVCTOBYHOTLCS Y
BUPOGHULTBI A®I; ans
[0MOMIDKHOT peYOBMHU
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
HoBwuii cepTudikar Big, Bxe
3aTBEPAXEHOr0 BUPOBHUKA -
NoAaHHA HOBOTO cepTudikaty
BiAMNOBIAHOCTI €BpONENChKil
thapmakonei Ne CEP 2025-384 -
Rev 00 (3aTBepKeHo: MacTep-
haiin) Ha AD| neBOLETUPUINHY
avrigpoxnopuy, Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Symed Labs Limited (Unit-11),
India

6e3
peuyenma

UA/15355/01/01

252,

XONNOKCAH®
ir

ifosfamide

igpocchami
il

LO1AAOQ
6

NnopoLUoK Ans
PO34MNHY ANs
iH'ekuyiimolr; 1
hnakoH 3
MOPOLLKOM Y
KapTOHHI Kopobui

Bakctep
[oliunang,
v6X

Himeyun
Ha

Cimtpa [JoiiunaHg,
6X

Himeyun
Ha

BHECEHHS 3MiH A0
peecTpauiiiHux maTepiasis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW)
BUMNpPaB/IEHHA HETOYHOCTI B

3a
peyerimo
M

He
niosnsiea
€

UA/2024/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

maTepianax [oCbe, a came
meToA ANsi napameTpy
«lpeHTudikayis» y cneumdikawii
NPOTArom TepMiHy NpuaaTHOCTI
N3 BunpasneHo Ha BEPX(3 1Y).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa y MmeTogax
BUNPOOYBaHHS rOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHu)
BUMPaB/IEHHS HETOYHOCTI B
maTepianax focbe, y
cneuudikawii Ha BUNycKk Ta
NpPOTAroM TEPMiHY NPUAATHOCTI
a came BUMNpaB/IEHO NOCUNAHHSA
Ha MeToZ AN napameTpy
«BMicT BOAW» BUMPaBIEHO Ha
Ph. Eur.2.5.12(3 Ph. Eur.
2.5.32). 3minHum | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs1 Ta/abo agpecu
MiCL MPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWLU BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/0
AKOCTI. (BiSNbHICTb, 3a Ky
BiAgnoBigae BUpoGHMK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepiid) 3MiHa
HaliMeHyBaHHs BUpo6HUKa N3,
BK/THOHAIOUMN [i/TbHULIO BUMYCKY
cepii Ta MicLe NpoBeAeHHs
KOHTPOIIO AKOCTi 3 Baxter
Oncology GmbH Ha Simtra
Deutschland GmbH, 6e3 3miHn y
afpeci mMicusi NpoBaKEeHHS
AiSNIbHOCTI. 3MiHW BHECEHO B
po3ain "BMpo6HMK" B iIHCTPYKLHO
AN MeAMYHOro 3acToCyBaHHSA y
3B'A3KY 3i 3MIHOK HaliMeHyBaHHS
BMPOGHMKA Ta SIK HAC/IOoK - Y
TEKCT MapKyBaHHSA ynakoBKu
nikapcbkoro 3acoby. BeefeHHs
3MiH NpoTAroM 6-Tn Micsuis
nicns 3aTBepAKeHHs. 3MiHun |
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

TMNY - AOMIHICTPATUBHI 3MiHU.
3miHa HalimeHyBaHHSA Ta/abo
afipecu Micus NPoBaKeHHS

[iSNbHOCTI BUPOOHUKaA

(BKKOYAOUM, 3a HEOOXiZHOCTI,
MicLie NpOBeAEHHS KOHTPO/0

AKOCTI), a60 BNacHuKa mactep-

(paiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y
BMPOGHMLTBI AP (KO
3a3HayeHo y AOChbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudcpikaTa BiANOBIAHOCTI

€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY [OCLE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PeyOoBMHM (SIKLLIO 3a3HAYEHO Y
[OCbE) 3MiHA HallMeHyBaHHS
BMPOGHMKA Ait04O0T PEHOBUHN

idhocpaminy, 3 Baxter Oncology

GmbH Ha Simtra Deutschland

GmbH, 6e3 3miHn y agpeci
MicUs NPOBaKEHHS AisiNIbHOCTI.

BBefeHHs1 3MiH NpoTArom 6-u

MiCALIB MiC/1A 3aTBEPIKEHHS

253.

XOJNNTOKCAH®
2r

ifosfamide

idpocchami
il

LO1AAOQ
6

nopoLUoK Ans
PO34nHyY Ans
iH'ekuinno2r; 1
hNakoH 3
NMOPOLLKOM Yy
KapTOHHI Kopobui

Bbakctep
[oliunang,
rM6X

Himeyun
Ha

CimTpa [loitunaHp,
6X

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
loTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbKoro 3aco6y (iHLwi 3MiHu)
BUMPaB/IEHHS HETOYHOCTI B
marepianiax 4OCbe, a came
meToA 4Ns napameTpy
«lpeHTucpikauis» y cneyudikauii
NPOTSArOM TePMiHY MPUAATHOCTI
N3 BunpasneHo Ha BEPX(3 I4).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeToAax

3a
peyenmo
M

He
niosnsiea
€

UA/2025/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

BUNPOOYBaHHS rOTOBOrO
NikapcbKoro 3acoby (iHLwi 3MiHu)
BUMPaB/IEHHS HETOYHOCTI B
maTepianax focbe, y
cneuudikaLii Ha BUNycKk Ta
NpPOTAroM TEPMiHY NPUAATHOCTI
a came BUMNpaB/IEHO NOCUNAHHSA
Ha MeTof AN napameTpy
«BMicT BOAW» BUMPaBIEHO Ha
Ph. Eur.2.5.12(3 Ph. Eur.
2.5.32). 3miHum | Tvny -
AAMiHICTpaTUBHI 3MiHK. 3MiHa
HalilmeHyBaHHs1 Ta/abo agpecu
MiCL MPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKYaum
AinbHWLU BUNYCKy cepii abo
MicLie NpOBeAEHHS KOHTPO/0
AKOCTI. (BiSNIbHICTb, 3a Ky
BiAgnoBigae BUpoGHMK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepiid) 3MiHa
HaliMeHyBaHHs BUpo6HUKa N3,
BK/THOHAIOUMN [i/TbHULIO BUMYCKY
cepii Ta MicLe NpoBeAeHHs
KOHTPOIIO AKOCTi 3 Baxter
Oncology GmbH Ha Simtra
Deutschland GmbH, 6e3 3miHn y
afpeci mMicusi NpoBaKeHHS
AiSNIbHOCTI. 3MiHW BHECEHO B
po3ain "BMpo6HMK" B iIHCTPYKLHO
AN MeAMYHOro 3acToCyBaHHSA y
3B'A3KY 3i 3MIHOKO HaliMeHyBaHHS
BMPOGHMKA Ta SIK HAC/IOK - Y
TEKCT MapKyBaHHSA ynakoBKu
nikapcbkoro 3acoby. BeefeHHs
3MiH NpoTAroM 6-Tn Micsuis
nicnsa 3aTBepAKeHHs. 3MiHn |
UMy - AGMIHICTPaTVBHI 3MiHW.
3miHa HaliMeHyBaHHSA Ta/abo
afpecu Micua NPoBaKeHHs
[iSNbHOCTI BUPOOHMKa
(BKTtOYatouM, 3a He0bXigHOCTI,
MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI), abo BlacHuka macTep-
thaiina Ha A®I, abo
nocravanbHuka Adl/BuxigHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHMLTBI AP (KO
3a3HayeHo y AOChbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin papmakonei y
3aTBEPKEHOMY [OCLE, 260
BMPOGHMKA HOBOI AOMOMIKHOI
PeYOoBMHM (SIKLLIO 3a3HAYEHO Y
[OCbE) 3MiHA HallMeHyBaHHS
BMPOGHMKA Ait04O0T PEHOBUHN
idhocpaminy, 3 Baxter Oncology
GmbH Ha Simtra Deutschland
GmbH, 6e3 3miHn y agpeci
MicUs NPOBaKEHHS AisiNIbHOCTI.
BBefeHHs1 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEPIKEHHS

254,

XOJNNTOKCAH®
500 MI

ifosfamide

igoocchami
il

LO1AAOQ
6

NnopoLUoK Ans
PO34MHY ANs
iH'ekujin no 500 wr;
1 donaxoH 3
MOPOLLKOM Y
KapTOHHI Kopobui

Bbakctep
[oliunang,
rM6X

Himeyun
Ha

CimTpa [loitunaHg,
6X

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHY | TUNY - 3MiHK 3 AKOCTI.
loTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbKoro 3aco6y (iHLwi 3MiHu)
BUMNpPaB/IEHHA HETOYHOCTI B
marepianiax 4OCbe, a came
meToA 4Ns napameTpy
«lpeHTucpikauis» y cneyudikauii
NPOTSArOM TePMiHY NPUAATHOCTI
N3 BunpasneHo Ha BEPX(3 IY).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
oTOBMIA Nikapcbkuni 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbKoro 3aco6y (iHLwi 3MiHu)
BUMNpPaB/IEHHA HETOYHOCTI B
marepianax 4OCbe, y
cneuudikaLii Ha BUNycK Ta
NPOTAroM TEPMiHY NPUAATHOCTI
a came BWMNpPaB/IEHO NOCWUNAHHSA
Ha MeTof, ANA napameTpy
«BMiCT BOAM» BUMNpPaBAEHO Ha

3a
peyenmo
M

He
niosnsiea
€

UA/2026/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HernameH | pe4yosUHU ¢hopma, Ka uka * 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*

Ph. Eur.2.5.12(3 Ph. Eur.
2.5.32). 3minHum | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs1 Ta/abo agpecu
MiCL MPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYCKy cepii abo
MicLie NpOBeAEHHS KOHTPO/0
AKOCTI. (BiSNbHICTb, 3a Ky
BiAgnoBigae BUpo6HuK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepiid) 3MiHa
HaliMeHyBaHHs BUpo6HUKa N3,
BK/THOHAIOUMN [iNTbHULIO BUMYCKY
cepii Ta MicLe NpoBeAeHHs
KOHTPOII0 AKOCTi 3 Baxter
Oncology GmbH Ha Simtra
Deutschland GmbH, 6e3 3miHn y
afpeci Micusi NpoBaKEeHHS
AiSNIbHOCTI. 3MiHW BHECEHO B
po3ain "BMpo6HMK" B iIHCTPYKLHO
AN MeAMYHOro 3acToCyBaHHSA y
3B'A3KY 3i 3MIHOKO HaliMeHyBaHHS
BMPOGHMKA Ta SIK HAC/IJOK - Y
TEKCT MapKyBaHHSA ynakoBKu
nikapcbkoro 3acoby. BeefeHHs
3MiH NpoTAroM 6-Tu MicsuiB
nicnsa 3aTBepAKeHHs. 3MiHn |
UMy - AGMIHICTPaTVBHI 3MiHW.
3miHa HaliMeHyBaHHSA Ta/abo
afpecu Micua NPoBaKeHHs
[iSNbHOCTI BUPOOHMKa
(BKTtOYatouM, 3a HeobXigHOCTI,
MicLie NPOBEeAEHHS KOHTPO/IO
AKOCTI), abo BlacHuka macTep-
thaiina Ha A®I, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOGHMUTBI ADI (SKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikata BiANoBIAHOCTI
€Bponeiicbkiin dhapmakonei y
3aTBEPAKEHOMY [OCbE, a60
BYPOBGHMKA HOBOI JONOMiXHOIT
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Peknam

n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

PeYOoBMHM (SIKLLIO 3a3HAYEHO Y
[OCbE) 3MiHA HallMeHyBaHHS
BMPOGHMKA Ait04O0T PEHOBUHN
idhocpaminy, 3 Baxter Oncology
GmbH Ha Simtra Deutschland
GmbH, 6e3 3miHn y agpeci
MicUs NPOBaKEHHS AisiNIbHOCTI.
BBefeHHs1 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEPMKEHHS

255.

LETPUMAK

levocetirizi
ne

nesoueTn
pU3NHY
aurigpoxn
opug,

ROG6AEO
9

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOM, N0 5
mr; no 10
Tabnetok y
6nicTepi; no 1 abo
3 6nictepu y
KapTOHHIMN
ynakoBLj

Makneogc
dapmacb
roTMKanc

Nimiten

IHais

Makneopc
dPapmacboTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiiHiX MaTepiasiis:
3MiHu | TUNYy - 3MiHK Woa0

6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHVX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBe4eHHS
y3arasibHeHNX faHux Npo
cuctemy chapmakoHarnsagy,
3MiHa YNMOBHOBaXKEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHS!
thapmakoHarnsgy; KOHTakTHoOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
SIKLO BOHA BiAMIHHA Bif
YMOBHOBaXeHOT 0cobwm,
BiiNOBIAAbHOT 32 3[iICHEHHSA
hapMakoHarniagy (Bkirovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-thaiina
cucTemMn hapMakoHarnisgy)
3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT ocobm
3asBHVIKA, BignoBigasibHOI 3a
3[jliCHEeHHSs dhapmakoHarnagy.
3MiHa micus 34iiCHEHHS
OCHOBHOI gisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa

6e3
peyenma

3a

UA/16082/01/01

UA/17046/01/02

256.

LE®TAINAN
M

ceftazidim
e

uedrasmg,
nmy
neHrarigp

JO1DDO
2

MOPOLLIOK A/1sA

PO34nHyY ANst
iH'eKuili no 2000

[hxeHodpa
pm T4

Benvka
BpuTaHi

A

HCIC Xebei
XyamiH
PapmacbloTikan

Kutaii

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasis:
3MiHu | TMnNy - 3MiHK 3 SKOCTI.

peyenmo

M
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Hassa*
ar mr; no 1 a6o 10 Komnai Mimiteq [oTOBMIA NikapcbKuii 3aci6.
doNaKkoHiB 3 3MiHu y BUPOGHMLTBI. 3MiHa
NOPOLLKOM Y po3mipy cepii (BktoYaKun
KapTOHHIi KopobLyi Jiana3oH po3mipy cepir)
roTOBOrO JliKapCbKOro 3acoby
(3meHweHHs o 10 pasis) -
3MeHLUEeHHs1 po3Mipy cepii MN3
[0 10000 chnakoHis.
3aTBepaKeHo: Bif MiH. 20000
hnakoHiB fo makc. 80000
dhnakoHiB. 3anponoHOBaHO: Bif
MiH. 10000 chnakoHiB A0 Makc.
80000 chniakoHiB
257. | LE®TPUAKC | ceftriaxon uecprtpiakc | JOLDDO | nopolok ans TOBAPUC | YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 40 3a He UA/19484/01/01
OH e OH (Y 4 pO34nHy ANns TBO 3 akuioHepHe peecTpauiiiHux maTepiais: peyenmo niosnsiea
BUrNAAi iH'ekuili no 1000 OBMEXE TOBapunCTBO 3MmiHa 3asBHuKa /13 (MIBIT) M €
LedTpiakc Mmr; 1 dolakoH 3 HOO "HaykoBo- (BnacHuKa peecTpaujiiiHoro
OHY nopoLukom B nayyi | BIANOBIA BMPOGHUYMIA NnocBiJYeHHs) (3rigHO Hakasy
HaTpieBoi ANbHICT LeHTp MO3 Big 23.07.2015 Ne 460).
coni 0 "BopLuariBcbknii 3MiHu | TMNY - 3MiHK WoA[0
CTepusbHO «®APMIC XiMiKo- 6e3nekv/edekTMBHOCTI Ta
)} NTa» chapmaueBTUYHNI thapmakoHarnagy. BeefeHHs
3aBog" ab0 3MiHM [0 y3arasibHeHNxX

[aHux npo cuctemy
hapmakoHarnsagy (BBefeHHs
y3arasibHeHUX faHunx npo
cuctemy hapmakoHarnagy,
3MiHa YyNOBHOBaXeHOI 0coby,
BigNOBiAa/IbHOI 32 3[jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVIKa 419 34iCHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXXEHOT 0CcO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy (sBkaovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmilLieHHi macTep-thaiina
cucTemMu hapmakoHarnsagy).
3MiHa yNnoBHOBaXKeHOi 0Ccobu
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnag,. fivoua
peaakuisi: YceHko Biktop
®epoposuy. NponoHoBaHa
pepakuisi: NaTeHko Mapraputa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixHapo
OHa
HernameH
mosaHa
Has3sa*

Hassa
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs*
*

Howmep
peecmpayitiHo
20
nocsioYeHHs

[xixaaiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOi 0co6u
3as1BHYMKA, BignoBigasibHOI 3a

hapmakoHarnag. 3miHa
MiCL,e3HaXOMKEHHS MacTep-
thaiina cuctemu
dhapmakoHarnsgy Ta oro
Homepa. 3MiHa MicuA
3/1iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 (hapmakoHarnsgy. 3minm |
TMny - 3MiHK Woa0
6e3nekn/ecdheKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu).
3MiHV BHECEHO B iIHCTPYKLiO ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3zin
"YnakoBka" (YTOUHEHHS) Ta B
po3gin "MobiuHi peakuii" wono
Ba&XX/IMBOCTI 3BiTYBaHHs Npo
nigo3proBaHi NOGiYHi peakLii.
3MiHN BHECEHO B TEKCT
MapKyBaHHS1 BTOPUHHOI (MyHKTU
1,2,4,5,7,14,17) Ta
nepBUHHOT (MYHKTU 1, 2, 6)

yrnakoBKU fikapcbKoro 3acoby, a

TakKoX BUyYeHO iHdopmMaLito
POCiiCbKOK MOBOH.

258.

UMCNNATUH
-TEBA

cisplatin

umcnnatu
H

LO1XAO
1

KOHLIeHTpaT Ans
PO34nHY AnA
iHdpysin, no 1
mr/mi; no 100 mn
y thnakoHi; no 1
hnakoHy y nauui

TOB
«TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
Papmaxemi b.B.,
Higepnangu;
KOHTPO/Ib Cepil:
MNIBA XpBartcka
[.0.0., XopsarTis

Higepna
Hon/
Xopsari
A

BHECEHHS 3MiH [0
peecTpauiiiHix MmaTepiasiis:
3MiHu | TUNYy - 3MiHK Woa0

6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHSI TEKCTY MapKyBaHHS
NnepBUHHOT Ta BTOPUHHOT
YNaKoBOK NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTAroM 6-t
MiCALIB MiCNA 3aTBEPKEHHS

3a
peyenmo
M

UA/7552/01/02

259.

UMCNNATUH
-TEBA

cisplatin

uymcnnatum
H

LO1XAO
1

KOHLIeHTpaT Ans
PO34mnHy ans
iHdpysiit, 0,5
Mr/mi; o 20 mn
a6o no 50 mn, abo
no 100 mny
donakoHi; no 1
hnakoHy y nauui

TOB
«TeBa
YkpaiHa»

YkpaiHa

BVMPOGHMLTBO 3a
MOBHUM LK/IOM:
dapmaxemi b.B.,
HigepnaHvgy;
KOHTPO/b cepil:
MNIBA XpBaTcka
[.0.0., XopsarTis

Higepna
How/
Xopsari
b

BHECEHHS 3MiH [10
peecTpauiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK LWoAao
6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHu).
OHOB/EHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT
YNaKoBOK NiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tn

3a
peyenmo
M

UA/7552/01/01
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Ne Hassa MixHapo Hassa Koo dopma sunycky 3assHUK Kpaina Bupo6HUK Kpaina PeecmpayiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH BiOMycKy | yBaHHs* | peecmpayiliHo
3acoby HenameH | pe4oBUHU ¢hopma, Ka uKa ki 20
mosaHa ynakoska) nocsioYeHHs1
Ha3sa*
MicsILiB Micns 3aTBepAKEHHS
260. | FKOHIAOKC doxycyclin | pgokcuumkn | JO1AAOQ TabneTku, LWo YEMJADA | Himeuumn BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 40 3a UA/4694/01/01
COJNIIOTAB® e iHYy chopmi | 2 aucnepryoTbes, PM Ha NOBHWM LK/IOM: Ha peecTpauiiiHux maTepiais: peyenmo
[OKCULIMKN no 100 wmr; no 10 ApuHainmit nepBuHHe 3MiHu | TUNY - 3MiHK LWoA0 M
iHy Tabnetok y Tenb nakyBaHHs, 6e3nekn/eeKkTMBHOCTI Ta
MOHorigpa 6nicTepi; no 1 rM6X BTOPWHHE thapmakoHarnagy. BeegeHHs
Y 6nictepy y nakyBaHHs, a60 3MiHM [0 y3arasibHeHNX
KapTOHHiIin KopooL,i BMPOBHMLTBO LaHux nNpo cuctemy
Hepo3hacoBaHoi thapmakoHarnagy (BBefeHHs

NPOAYKLT, BUMYCK
cepii, KOHTPONb
AKocTi (cpiznko-
XiMiYHWI TeCT):
[LpareHochapm

Anotekep lMNywnb

M6X, HimeyuunHa,;
BMNPOOYBaHHSA

KOHTPO/IIO AKOCTi-

Mikpo6ionoriunHuii
TecT: Jlabop /1IC

CE & Ko KT,
Himeuunna

y3arasibHeHVX AaHux npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6H,
BiiNOBIAAbHOT 32 3[iICHEHHSA
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
hapmakoHarniagy B Ykpaini,
SKLLO BOHA BiAMiHHa Bif
YNOBHOBaXEHOT 0Cco6U,
BigNOBiAa/IbHOI 32 3[jACHEHHS
hapmakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHu y
PO3MiLEeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOT 0cobm
3asBHVIKA, BignoBigasibHOI 3a
thapmakoHarnag,.
[itoya pepaxkuis: Dr. Juliane
Niessen-Erkel. NponoHoBaHa

pepakuis: Dr. Thomas Emmrich.

3MiHa KOHTaKTHUX OaHUX
YMOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBifaIbHOI 3a
hapmakoHarnsg.

** pa3i BHECEHHSI 3MiH 00 IHCMPYKUIT PO MeouYHe 3acmocyBaHHs

HauvannbHukK

(I)apMEII.IEBTI/I‘-IHOFO ynpaBJ'liHHH

* gidnosioHo do iHhopmayii ogpiyitiHozo catimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuyHux docnidxens (https://www.whocc.no/atc_ddd_index/)
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ITEPEJIIK

AopaTok 4
[0 Haka3y MiHicTepcTBa OXOPOHMU

3popoB’a  YkpaiHm «[po  pepxaBHY
peecTpauiio (nepepeecTpaliiio)
NiKapCbKNUX 3aco6iB (MeanYHNX
iMyHOGionoriyHux npenaparis) Ta

BHeCeHHA 3MiH Ao
marepianis»
Big_ 15 smmaa 2026 poky Ne 971

peecTpauiiHux

JIIKAPCBKIX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIl ABO Y

BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

Ne Ha3zsa dopma 3asBHUK Kpaina Bupo6HUK Kpaina riocmasa lMpoyedypa
n/n | nikapcbKko20 BUIMYCKY
3aco6by
1. OPTAH® Kpanni o4Hi; no CaHTeH AT PiHNAHAIA MaHydhakTypiHr Makariir ) 3acigaHHa HTP . . .
KATAXPOM 10 Mn y onakoHi dapmaka (MMN®) 6.B., Hipepnanan/ | no 25 gig BigmoBuTM 'y 3aTBEPKEHHI - 3mim | Tuny -
3 HinepnaHay (BMpoGHMK diHnAHain 25 06.2026 afMiHiCTpaTMBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo
KpanesibHuueto, BiANOBIfaNbHMI 3a agpecu Micus MpOBa/KEHHA _p.iﬂm_;Hocﬂ BUPOGHMKa
no 1 chnakoHy B BTOPUHHE NaKyBaHHS); (Bkntovatoun, 3a  HeobXigHOCTi, Micue npoBeAeHHSs
KapPTOHHilA HekcT®apma AT quHl'IﬂH’,EI.iH KOHTPOJII0 SIKOCTI), @60 BnacHuKa macTtep-chainna Ha AdI,
Kopoo6Li (BMPOGHWK, BiANOBIAABHWIA a6o _ nocTavarnbHuka Adl/BuxigHoro
3a BUPOBHMLTEO in bulk, matepiasy/peareHTy/npoMixHOro NPOAYKTY, o
NepBUHHE NaKyBaHHs 3aCTOCOBYIOTLCA Y BUPOOHMLTBI AD| (SKLLO 3a3HaYeHO y
KOHTPOAb AKOCTI): CaHT’EH [l0CbE Ha /ikapcbkuWii 3acib) 3a BigCcyTHOCTI cepTudikata
AT, GinnaHgis (B'VIp06HVIK BignosigHoCTi €Bponeicbkiii thapmakonei y
Bi,u,ﬁosi,u,aanmﬁ 38 BUNYCK 3aTBEpPAKEHOMY  Jocbe, abo  BMPOOHWMKA  HOBOI
cepii) [ONOMDKHOT PEYOBUHY (SIKLLO 3a3HayeHo Yy Aocbe) (A.4.
IA), ockinbkn 3asBneHa BsignosigHa 3miHa - (B.II.1.
(a)-2,1A)
HauanbHUK

dapmaneBTUYHOr0 ynpaB/IiHHSA
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