MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis
31 mumHs 2026 poky Ne 1060

IIpo gep)kaBHY peecTpailo JTiKapChbKHX 3aco0iB (MeJUUHUX iMyHOOio/T0TiUYHHX
npenapariB) Ta BHeCEHHS 3MiH /|0 peeCcTpaliilHUX MaTepiaiB

BignoBigHo o crarti 9 3akoHy Ykpainu «IIpo Jsiikapchki 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mep>kaBHOI peectpariii (TiepepeecTpaiiii) JIiKapCbKUX 3aco0iB,
3aTBep/IPKeHOT0 TIocTaHoBO KabiHety MiHicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376 (B pemakuii rnocraHoBu Kabinery MinicTpie Ykpainu Bin 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MANYHKTY 12 myHKTY 4 [Tosio’keHHS TIpo
MiHicTepcTBO OXOPOHM 3/I0pOB’sl YKpaiHH, 3aTBep/KeHOro mocraHoBoro KabiHeTy
MinicTpiB Ykpainu Big 25 6epe3nss 2015 poky Ne 267 (B pepakiii mocTaHOBU
Kabinery MinicTpiB Ykpainu Big 24 ciuna 2020 poky Ne 90), Ha miacrasi
pe3y/bTaTiB eKCIIePTU3U PeeCTpalliiitHuX MaTepiaiiB TiKapchbKUX 3aco0iB (MeauUHMX
iMyHOOionOTiYHMX TIperapariB), 10 TIOAAHI Ha Jep>KaBHY PeECTpallif0 Ta BHECEHHS
3MiH [0 peeCTpalliMHUX MaTepiasiB, TpPOBeJeHUX [Aep>KaBHUM ITiAIPUEMCTBOM
«/lep>KaBHUM €KCIepTHUM 1]eHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIB 1110710 e(heKTHUBHOCTi, 0e3meuHoCTi Ta SIKOCTi JiKapCchKoro 3acoly, Imo
TIPOTIOHYETLCST [0 JlepKaBHOI peecTpallii, 010 BHECEHHSI 3MiH /10 peeCcTpaLjiiHUX
MaTepiasiiB Ta peKOMeH/allii #ioro Ao JepkaBHOI peectpailii abo BHeCeHHS 3MiH 10
peecTpaljiiHUX MaTepianiB, W0 HaAiluuid A0 MiHicTepcTBa OXOPOHM 370pOB’A
YKpaiHM /MCTOM [lep)KaBHOTO MiANpUEMCTBA «/lep)KaBHUM €KCIIepTHUM LIeHTP
MiHicTepcTBa OXOPOHM 340pOB’S YKpaiuw» Bif 24 qunHsa 2026 poky Ne 3165/22.2-
26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpy JTiKapChbKUX 3ac00iB 3TiiHO 3 foAaTKOM 1.



2. BHecTu 3MiHHU /10 peecTpalliiHMX MaTepiasliB Ha JiikapCbKi 3acobu (MeanuHi
iMmyHobGiosnoriuHi rpenapaTtH) Ta Ao Jep>kaBHOTO peeCTPy JIiKapChbKUX 3aco0iB 3rigHO
3 I0JJaTKOM 2.

3. @apmaieBTHUHOMY yripaBiiHHiO  (Jlrogmuti  SIpko)  3abe3meunTy
OTIPU/TFOJHEHHST I[bOTO HaKa3dy Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH
3[0pOB’d YKpaiHu.

4. KOHTpOJIb 3a BUKOHAHHSM LIbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa

€sreHiga ['oHuapa.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), AAKI
BHOCATBCHA 10O AEP)KABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

HopaTok 1

A0 Haka3y MiHicTepcTBa 0X0poHU

3p0poB’sa Ykpainu «IIpo aepxaBHY
peecTpaniio TiKapchbKHX 3aco0iB (MegUUHHX
iMyHOOGio/I0riuHKX MpenapariB) Ta BHeCEHHS
3MiH /10 peecTpariiHuX MaTepiaiiB»

Big 31 nmunHa 2026 poky Ne 1060

Ne Ha3ssa MiXHapooH Hassa Koo Popma 3asasHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroqoi ATX BUMYCKY 3asiBHUKa BUPOOHUK npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU (nikapcbka a 20
oBaHa ¢hopma, nocsioyeHHs1
Ha3sa* ynakoska)
1. | ATOPUC® atorvastatin e3eTnMi6 C10B TabneTky BKpUTI KPKA, CnoBeHis KPKA, a.4., CnoseHis PeecTpauja Ha 5 poki 3a He UA/21380/01/01
Aanoc and Ta A05 NiBKOBOIO a.4., Hoso Hoso mecTo peyernmom nionsizae
ezetimibe aTopBacTa 060/10HKO0, 10 MecTo Pestome MYP Bepcis 1.0
TUHY mr/10 mr; no 10 popaetbes. MNMepiognyHicTb
KasibLiito Tabnetok y nofaHHs perynsipHo
Tpurigpat 6nictepi; no 3 OHOBJIOBAHOTO 3BITY 3
abono 9 6e3neku, BigMnoBigHO A0
6nicTepis y Mopsiaky 34iCHEHHS
KapTOHHI hapmakoHarniagy,
KOpo6Li 3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTPOKaMU, 3a3Ha4YeHNMU Y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
2. | ATOPUC® atorvastatin e3eTnmi6 ci0B TabneTkv BKpUTI KPKA, CroBeHis KPKA, o.4., CnoBeHis PeecTpauis Ha 5 pokis 3a He UA/21380/01/02
nnoc and Ta AO5 nNiBKOBOO 4.4a., Hoso HoBo mecTo peuyenmom niossieae
ezetimibe aTopsacTta 060/10HKO, 10 MecTo Pestome MNYP Bepcia 1.0




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Hassa* ynakoska)
TUHY mr/20 mr; no 10 [ofaetbes. MNMepiognyHicTb
KasbLito TabneTok y nofaHHa perynspHo
Tpurigpat 6nictepi; no 3 OHOBJ/IOBAHOTO 3BITY 3
abo no 9 6e3neku, BigNoOBIgHO A0
6nicTepiB y Mopsaaky 34iACHEeHHS
KapTOHHIi hapmakoHarnsgy,
Kopo6ui 3aTBEPAKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTsi tocTuii
YKpainmn 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTPOKaMu, 3a3Ha4YEHNMU Y
nepioguYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6esneku.
3. | ATOPUC® atorvastatin e3eTumi6 C10B TabneTkun BKpUTI KPKA, CnoBeHis KPKA, 4.4., CnoseHis PeecTpauisa Ha 5 poki 3a He UA/21380/01/03
nnoc and Ta A05 nAiBKOBOIO an.4a., Hoeo HoBo mecTo peyenmom nidnsieae
ezetimibe aTopBacTta 060/10HKO0, 10 MecTo Pestome MYP Bepcia 1.0
TUHY Mmr/40 mr; no 10 nopaetben. MNepiognyHicTb
KasbLito TabneToky nofaHHA perynspHo
Tpurigpat 6nicTepi; no 3 OHOBJIOBAHOTO 3BITY 3
abono9 6e3neku, BignoBigHO A0
6nicTepiB y Mopsaky 34iACHEeHHS
KapTOHHIi hapmakoHarnagy,
Kopoo6Li

3aTBEPKEHOTO Haka3om
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpPOHU
34,0p0B'st YKpaiHu Big 26




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Haszsa* ynakoska)
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
4. | ATOPUC® atorvastatin e3eTnmib ci0B TabneTkv BKpUTI KPKA, CnoBeHis KPKA, o.4., CnoBeHis PeecTpauis Ha 5 pokis 3a He UA/21380/01/04
nntoc and Ta AO5 nNiBKOBOO 4a.4., Hoso HoBo mecTo peyenmom niossieae
ezetimibe aTopsacTta 060/10HKO, 10 MecTo Pestome MYP Bepcia 1.0
TUHY mr/80 mr; no 10 nopaetbes. MNepiognyHicTb
KasnbLito TabneTok y nofaHHa perynspHo
Tpurigpat 6nictepi; no 3 OHOB/OBAHOTO 3BITY 3
abo no 9 6e3neku, BignNoBigHO A0
6nicTepiB y Mopsaaky 34iACHEeHHS
KapTOHHii hapmakoHarnsgy,
Kopoo6ui 3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoOBaHoOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3rigHO 3i
CTPOKaMu, 3a3Ha4YeHNMU y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.
5. | DAPECTIA dienogest ecTpagion | GO3A | TabneTku, BkpuTi | ®Papmaues Monbwa KOHTPO/b Icnanis PeecTpauis Ha 5 pokis 3a He UA/21381/01/01
and estradiol | y Banepart, | B08 MN/1iBKOBOIO TUYHWI AKOCTI Ta peyenmom nionsizae
aieHorecT 060/10HKO0 MO 1 3aBof, KOHTPO/b Pestome Mnany
Mr, 3 mr, 2 mr/2 «MONb®A cTabinbHoCTI ynpasniHHA p3nkamm
Mmr, 2 Mr/3 wmr, PMA» ONs1 BCiX Bepcis 0.2 gopaetbes.
nnaue6o, no 28 C.A. [03yBaHb: MepiognyHiCTb NoAaHHSA
TabneTok, Nab6opaTopioc perynsipHO OHOB/IOBAHOTO
BKPUTUX Cindpa C.A., 3BITY 3 6esnekwy,
NNiBKOBOO IcnaHis; BignosigHo o Mopagky
060/10HKOIO (2 BVMPOGHMLTBO 3AiiCHEHHS
TabneTku Ta KOHTPO/Ib dhapmakoHarnsgy,




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Haszsa* ynakoska)
TEMHO-)XOBTOro SKOCTi (OKpiM 3aTBEPAKEHOr0 HakasoMm
Konbopy, 5 Mikpo6ios106iy MiHicTepcTBa OXOPOHU
TabneTok HOT YnCTOTK) 3[0pOB’A YKpaiHu Big, 27
poxeBoro ans TabneTok rpygHa 2006 poky Ne 898,
konbopy, 17 i3 fO3yBaHHA 2 3apeecTpoBaHoOro B
TabneTok Mr/3 mr: MiHicTepcTsi tocTuii
CBIT/10-KOBTOrO NabopaTopioc YKpainmn 29 ciuna 2007
Konbopy, 2 INeoH ®apwma, poky 3a Ne 73/13340 (y
TabneTkun C.A., IcnaHis; pefakuii Hakasy
KOPUYHEBOrO KOHTPO/Ib MiHicTepcTBa OXOPOHU
Konbopy, 2 AKOCTI 3[,0pOB'A YKpaiHu Big, 26
TabneTkun (mikpo6ionobiy BepecHs 2016 poky Ne
nnaue6o 6inoro Ha yncToTa) 996), CTaHOBUTb: 3rigHO 3i
KONbopy) Yy ans TabneTtok CTPOKaMu, 3a3Ha4YeHNMU Y
6nicTepi, no 1 i3 fO3yBaHHA 2 nepiofMYHOCTI NofaHHA
6nictepy B Mr/3 mr: perynsipHux 3BiTiB 3
KapTOHHIl Na6opaTopio 6e3neku.
Kopoo6Li EueBapHe,
C.A., IcnaHis;
BVPOGHMLTBO
(Tabnetok i3
[03yBaHHAM 1
Mmr, 3 Mr Ta 2
Mr/2 wr),
nakyBaHHS,
KOHTPO/b
AKOCTI,
KOHTPO/Ib
cTabinbHoCTI
Ta BUMYyCK
cepit:
Cingia ®apma
C.N., IcnaHis
6. | AIKIOMAKC diclofenac ovknocpeH | MO2A renb 23,2 mr/r, TOB Natsiiicbk BVMPOGHMLTBO IcnaHis PeecTpauia Ha 5 poki 6e3 niossieae UA/21382/01/01
POPTE aky A15 no 50 r a6o 100 "IHPAPM a 3a NOBHUM peyenma
avetunami ryTy6i,nol A Pecny6nik LMKIOM: Pestome MYP Bepcisa 0.1
H Ty6i y KAPTOHHiIl TpeigiHr" a KepH ®apma nofaetbes. MNMepiognyHicTb
Kopobui C.N. nofaHHs perynsipHo

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigMnoBigHO A0
Mopsagky 3AiicCHEHHS
dhapmakoHarnsgy,




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Hassa* ynakoska)
3aTBEPPKEHOrO HakasoM
MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big, 27
rpygHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTsi tocTuii
YKpainmn 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTPOKaMu, 3a3Ha4YeHNMU Y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esnexu.
7. | NOPHAAOO lornoxicam nopHokcuk | MO1A | niocpinizaT gns TOB Ykpaina YOPNA TypeyuunH peecTpavuia Ha 5 pokis 3a He UA/21383/01/01
am C05 pO3unHy ANns «YOPNA MEOMUNH a peyenmom nidnsieae
iH'eKLji1 no 8 wmr, MEANLN INAY CAH. BE Pestome nnaHy
niogpinisat gns H» TIOK. A.LL. ynpas/iHHA pu3nkamu
pO3unHy ANns Bepcis 3.0 gogaeTbes.
iH'eKLin y MepiognyHICTb NoAAHHSA
onakoHi B perynsapHoO OHOB/OBAHOIO

KOMMNAEeKTi 3 2
M1 PO3YMHHMKA
(Boga ans
iH'eKLR ) B
amnyni; 1
onakoH 3
niodpinizatom
NS pO34nHy
ans iH'ekuin Ta 1
amnyna
PO34MHHVKA B
KapTOHHii
kopobui; 3
oNakoHu 3
niodpinizatom
NS pO3UnHY
ans iH'ekuii Ta 3
amnynm
PO3YMHHVKA B

3BITY 3 6Gesnekw,
BignosigHo Ao Mopagky
3[jiiCHEHHS!
chapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHU
3040pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HauyeHuMn y
nepiognYHOCTi NOAAHHS




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Haszsa* ynakoska)
KOHTYpPHilA perynsipHux 3BiTiB 3
YapyHKOBIlA 6e3neku
ynakosui, 1
KOHTYpHa
YyapyHkoBa
ynakoBska B
KapTOHHI
KopooLi
8. | MIKPOMOKC moxifloxacin | mokcucbno | SOLAE | kpanni ouHi, Mikpo IHAjisa Mikpo la6c IHAaiA PeecTpauis Ha 5 pokis 3a He UA/21384/01/01
KcauuHy 07 po3uuH, 0,5%, Na6e Nimiteq peyenmom nionsizae
rigpoxnop nosmny Nimiteq Pestome MYP Bepcia 0.2
na, hnakoHi- nopaetben. MNepiognyHicTb
KpanesbHuLji, No nofaHHA perynspHo
1 conakoHy- OHOBJIOBAHOTO 3BITY 3
KpanesnbHuLi B 6e3neku, BignoBigHO A0
KapTOHHIi Mopsaky 34jiACHEeHHS
KopooLi hapmakoHarnagy,
3aTBEPKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKaMu, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
9. | CTPENCI/IC® - nofopoxH | RO5C cuporn, 0,030 PekkiTT Benvka ditochapm Monbwa PeecTpaujsa Ha 5 poki 6e3 niossieae UA/21385/01/01
XEPBAN nKa A r/mn; no 100 mn, BeHkizep BpuTtaHis Knexka C.A. peyenma
cupPon naHueton 200 mny Xenckep MepiognyHiCTb NoAaHHsA
NoAOPOXH ncToro thnakoHax; no 1 IHTEepHeLLH perynsapHo OHOB/OBAHOrO
NKA nueta chnakoHy pasom n Nimiteq 3BITY 3 6esneky,
eKCTpakT 3 MipHOIO BiANOBIgHO A0 Mopsaaky
cyxuii JIOXKOH Y 3[iACHEHHS
(Plantago KapTOHHii hapmakoHarnsgy,
lanceolata Kopo6ui 3aTBEPAKEHOro HakasoMm




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Haszsa* ynakoska)
L., folium) MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoOBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpPOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTPOKaMu, 3a3Ha4YeHNMN y
nepioguyYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.
10. | TOBPAMIUN tobramycin To6pamiun | - NMOpPOLLOK MpAT YkpaiHa NiB3oH pyn Kutaii PeecTpauia Ha 5 poki - He UA/21386/01/01
HY CYNb®AT H (cybeTaHuis) y "®apmaue Pyuxoy nionsizae
a/IOMIHIEBMX BTUYHA PyKCiH MpoektT MK4A (Bepcisa
nnswkax ans hipma PapmacbioTika nokymeHTta 0002)
thapmauesTMuHo | “"OapHuusa” n Ko., ita.
0 3aCTOCYBaHHS
11. | TOPIHIB tofacitinib Todpaumnt | LOAAF | Tabnetku, BKpUTI AT YkpaiHa AT "dapmak" YkpaiHa PeecTpauisa Ha 5 poki 3a He UA/21387/01/02
HibYy 01 NiBKOBOIO "dapmak” peyenmom nionsizae
unTpar 060/10HKOI0, MO IHCTPYKUis ANA MeauyHOro
10 mr; no 10 3aCcTOCyBaHHSA Nikapcbkoro
Tabnetok y 3aco6y (eCTD Bepisi 0003)
6nicTepi, no 6 TeKkcT MapKyBaHHs
6nictepiB y yNakoBKM NiKapcbKoro
nauui 3aco6y (eCTD Bepisi 0004)

MeToau KOHTPOSIO AKOCTI
nikapcbkoro 3acoby (eCTD
Bepcia 0005) 3BiT 3rigHO
pogatky 29 MNopagky
(eCTD Bepcis 0000) 3siT
3rigHo popatky 30
Mopsaky (eCTD Bepcis
0000) MnaH ynpasniHHA
pv3vkamu Bepcisa 1.0
norogxeHa (eCTD
nocnigosHictb Ne 0000).
MepiognyHiCTb NOAAHHSA
perynspHo OHOBJIOBAHOIO




Ne
n/n

Hassa
JliKapcbKO20
3acoby

MixHapoOH
a
HenameHm
oBaHa
Hassa*

Hassa
oiroyoi
peyosuHU

Koo
ATX

dopma
BUMNYCKY
(nikapcbka
thopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

3BiTYy 3 6e3neku,
BignoBigHo Ao MNopagky
3[iACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pegakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HavyeHumu y
nepiogNYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

12.

TO®IHIB

tofacitinib

TodhaumnTu
HibY
unTpar

LO4AF
01

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOI0, MO
5 wmr; no 10
Tabnetoky
6nicTepi, no 6
6nicTepiB y
nauuj

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

PeecTpauja Ha 5 poki

IHCTpYKLUis ANA MeauyHoro
3aCTOCyBaHHSA NiKapcbKoro
3aco6y (eCTD Bepist 0003)
TeKCT MapKyBaHHS
YNaKoBKM JiKapCbKoro
3aco6y (eCTD Bepisi 0004)
MeToau KOHTPOSIO AKOCTI
nikapcbkoro 3acoby (eCTD
Bepcis 0005) 3BiT 3rigHO
pogatky 29 MNopagky
(eCTD Bepcis 0000) 3siT
3rigHo popatky 30
Mopsaky (eCTD Bepcis
0000) MnaH ynpasniHHA
pv3vkamu Bepcisa 1.0
norogxeHa (eCTD
nocnigosHictb Ne 0000).
MepiognyHiCTb NogaHHSA
perynspHo OHOBJIOBAHOIO

3a
peyenmom

He
nionsieae

UA/21387/01/01




Ne Hassa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Haszsa* ynakoska)
3BiTYy 3 6e3neku,
BignoBigHo Ao MNopagky
3[iACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pegakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HavyeHumu y
nepiogNYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
13. | YPO®J/IOKC - CymiLi G04B Kpanni opanbHi TOB YkpaiHa TOB YkpaiHa PeecTpauja Ha 5 poki 6e3 niossieae UA/21249/02/01
po3amapuH | X no 100 mny "TepHodha "TepHodhapm" peyenma
y ncTa chnakoHi, no 1 pm" Pestome MYP Bepcis 0.2
(Rosmarini dhnakoHy y nauui pofaetbes. MepiognyHicTb
folia), 3 KapTOHY nofaHHA perynsipHo
NOBUCTKY OHOB/THOBAHOrO 3BITY 3
KOpeHsi 6e3neku, BigMnoBigHO A0
(Levistici Mopsiaky 34iCHEHHS
radix), hapmakoHarnsgy,
30/710TOTUC 3aTBEPAKEHOrO HaKa3oM
AYHUKA MiHicTepcTBa OXOpPOHU
Tpasu 340pOB’A YKpaiHu Big 27
(Centaurii rpyaHs 2006 poky Ne 898,
herba)

3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne




Ne HasBsa MixHapoOH HasBa Koo ®dopma 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n JliKapcbKO20 a oiroyoi ATX Burnycky 3asiBHUKa BUPOGHUK npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU (nikapcbka a 20
oBaHa c¢hopma, nocBi0YeHHs
Hassa* ynakoska)
996), CTaHOBUTb: 3rigHO 3i
CTPOKaMu, 3a3Ha4YEHNMU Y
nepioguYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6esneku.
* gidnosidHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)

B.o. HauaTLHUKA
dapManeBTUYHOT0 yIIPaB/JIiHHA

JIrogvuia APKO



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

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNMYHNX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), OO0 AKUX BYJIN

BHECEHI 3MIHH /10 PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATHCH 10 JEP)KABHOI'O PEECTPY
JIIKAPCBKHMX 3ACOBIB

AOopaTtok 2

Ao Haka3y MiHicTepcTBa 0XOpOHHI

3p0poB’s Ykpainu «IIpo aepxaBHY
peecTpaniro JiKapcbKHUX 3ac00iB (MeguUHHX
iMyHoOGios10riuHNX NpenapariB) Ta BHeCEHHA
3MiH /10 peecTparjiiHuX MaTepiaiiB»

Big 31 mnHg 2026 poky Ne 1060

Ne Ha3ssa MixxHapod Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6HuUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asaB8HUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HerameH | pe4yosu ¢hopma, a uka HsT** 20
mosaHa HU ynakoska) nocsioYeHHs1
Ha3sa*
1. | ATEPN aciclovir auunknos | DO6B Kpem 5%, no2rB CninbHe YkpaiHa CninbHe Ykpaiva BHECEHHS 3MiH O peecTpaLifiHnx 6e3 nmionse | UA/12909/01/01
ip BO3 Ty6i; no 1 Ty6i B YKparHCbKO- YKparHCbKO- mMaTepianis: 3miHu | TMny - peuyenma ae
nexani; no 1 icnaHcbke icnaHcbke AAMiHICTpaTBHI 3MiHK. 3MiHa
neHany B nauyuj 3 nignpueMcTs nigNPUEMCTBO HaliMeHyBaHHA Ta/abo agpecy micus
KapTOHY, N0 2,51 0 "Cnepko "Cnepko YkpaiHa" NPOBaKEHHS AiSSTbHOCTI
a6o 10 r B Ty6i; no Ykpaina" NOBHWIA LMKN BVPOGHMKa/iMnopTepa rotoBoro

1 1y6i B naywi 3
KapToHY

BMPOGHMLTBA,
BMMNYCK Cepil;
KOHTPO/b SIKOCTi

nNikapcbKoro 3acoby, BKIOYa4n
OiNbHULI BUNYCKy cepii abo micue
npoBeAeHHs1 KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHMK/IMIOPTEP, BKIOYAOUN
BWMYCK Cepiii) - 3MiHa agpecu micus
npoBaKeHHs BUpobHuKa M3
CninbHe yKpaiHCbKO-icnaHCbke
nignpruemMcTso "Cnepko YkpaiHa"y
po3gini 3.2.P.3.1. Bupo6Huk(n), y
3B'A3KY 3 BiOKPEM/IEHHAM
BMPOGHNYOro KOpMycy Big, peLuTn
6yaisenb 3 ofaHHAM [0aTKOBOT
nitepu, To6T0 6€3 TEPUTOPIANILHOIO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-
pivys, 25) Ha (21027, YkpaiHa, M.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BiHHMUA, ByN. 600-pivus, 25-1).
Brpo6Huya ainbHuus Ta BCi
BMPOGHMUI onepadii 3a/mwaTbes
HEe3MiHHUMKW. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeguyHOro
3aCcTOCyBaHHS NikapCcbKoro 3acoby y
po3ain «Micue3HaxomKeHHsI
BUpPOGHMKa Ta agpeca micuys
NPOBaXEHHS MOro AiANbHOCTI» 3
Bi4MOBIAHMMM 3MiHAMM B TEKCTI
MapKyBaHHS YMakoBOK Nikapcbkoro
3acoby. BBefieHHs 3MiH NPOTSArom 6-
TV MiCAUIB Nicisa 3aTBEPAKEHHS
2. | AKoBI™ fremanezu | dpemaH | NO2C po3yMH Ansa TOB «TeBa YkpaiHa BMPOGHMLTBO Himeyuun BHECEHHS 3MiH 0 peecTpavLiinHmx 3a UA/18633/01/01
mab e3ymab D03 iH'eKuild, 225 YkpaiHa» nNikapcbKoro Ha/ marepianis: 3miHu | Tuny - peyenmom
mr/1,5 mn; no 1,5 3acoby, nepBuHHe | Yropum AZMiHICTpaTMBHI 3MiHW. 3MiHa
M1 PO34MHY B nakyBaHHs, Ha/ HaliMeHyBaHHA Ta/abo agpecy micus
nonepegHL0 BTOPVHHE CLUA/ NPOBaPKEHHS AiANbHOCTI
HanoBHEHOMY nakyBaHHS, Nutea BUPOOGHWKa/iMnopTepa rotoBoro
wnpuui; no 1 abo KOHTPO/Ib SIKOCTIi nikapcbKoro 3acoby, BK/IHOHa0um
3 wnpuuy B nikapcbKoro AOinbHUUI BUNYyCKy cepii abo micue

KapTOHHI KopooLyi

3acoby:
BeTTep ®apma-
PepTiryHr FM6X Ta
Ko. KT,
HimeuuunHa,;
KOHTPO/1b AKOCTI
nikapcbKoro
3acoby: BeTtep
Papma-depTiryHr
v6X Ta Ko. K,
HimeuuunHa,;
KOHTPO/1b AKOCTI
nikapcbKoro
3acoby: BeTtep
Papma-depTiryHr
v6X Ta Ko. K,
HimeuuunHa,;
KOHTPO/1b AKOCTI
nNikapcbKoro
3acoby (nuwe
cuna 3cyBsy Ta
cu1a KOB3aHHS

NpoBeAeHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SKy BignoBigae
BMPOGHMK/IMNOPTEpP, HE BKIKOYaumn
BWMYCK cepiit). 3miHa Ha3BK Ta
Y3rO[KEHHS afipecu BUPOOHNYOT
AiNbHULI BignoBiganbHOI 3a
KOHTPO/Ib AKOCTi NiKapCbKOro 3acoby
(uinicHicTb cuctemu
KOHTelHep/3akynopoBasibHKii 3aci6
nicns BTOPYHHOTO NakyBaHHS).
Brpo6Huya ainbH1US Ta yci
BMPOGHUWUI onepauii 3a/mwaTbes
He3MiHHUMK. TakoX BHECEHI
pefakuiiiHi 3MiHn [0 po3ainis
3.2.P.3.1 1a 2.3.P.3. BBEAeHHS 3MiH
NpoOTArom 6-T! MicAUIB micns
3aTBEPKEHHA. 3MiHN | TUNY - 3MiHW
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasibHUiA 3aci6
(iHLWi 3miHK). OHOBNEHHSA
cepTndiikaTy SIKOCTi Ha KOBNa4ku




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nics1si BTOPUHHOTO
nakyBaHHs):
BeTTep ®apma-
depTiryHr MTM6X Ta
Ko. KT,
HimeuuunHa;
KOHTPO/b SKOCTI
nikapcbKoro
3acoby
(BUNpobyBaHHS
KNiTUHHOT
aKTUBHOCTI
nikapcbKkoro
3acoby): AT
dapmaveBTUYHNI
3aBof Tesa,
YropuuHa;
KOHTPO/b SIKOCTIi
nikapcbKkoro
3acoby (uinicHicTb
cucTemm
KOHTeliHep/3akyno
proBasibHWiA 3aci6
nicns BTOPUHHOIO
nakyBaHHs): Meiic
AHanitikan Naid
Caetc, JIIC,
CLUA; BTOpUHHE
nakyBaHHs:
Mepkne 'm6X,
HimeyumHa;
BTOPUHHE
nakyBaHHs:
TpaHcapm
NoricTik FTM6X,
HimeuuunHa; fo3Bin
Ha BUMYCK cepil:
Mepkne 'm6X,
HimeuuunHa;
KOHTPO/b SKOCTI
nikapcbKoro
3acoby
(BUNpobYyBaHHS

NOPLUHSA NonepeaHbO HAMOBHEHOTO
wnpuua. 3miHa NoAaeTbCA Yy 3B'A3KY
i3 JlogaBaHHAM napameTpis y
BHYTPILLHIO cneundikaL,ito
BMpOGHMKa (West) npu Bunycky
CTepuIi30BaHNX KOBNAYKIB NOPLLHSA
(stopper), siKi BAKOPUCTOBYOTLCS B
CHCTEMi NEPBUHHOIO NaKyBaHHS
KOHTelHepiB nonepeaHbLO
HanoBHeHMX LWwnpwuyis J13.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KNiTUHHOI
aKTUBHOCTI
nikapcbKoro
3acoby): 3AT
Tesa banTikc ,
Jlntea

AEPTAN®

aceclofena
c

auekno
heHak

MO1A
B16

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, MO
100 wmr, no 10
TabneToky
6nicTepi; no 2 abo
no 6 6nictepis B
KapTOHHil
ynakoBLi

BAT
"leneoH
PixTep"

Yropim

BAT "l'eneoH
PixTep"

YropLm

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm
3 (hapmakoHarnsgy 3assHuka ans
3[iiCHEHHS hapmMakoHariagy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekell. 3MiHa KOHTAKTHUX JaHNX
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisy.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/5359/01/01

A3SUNTEP®

azithromyc
in

asuTpom
iumHy
aurigpat

SO01A
A26

Kpanni ouHi,
po3uuH, 15 mr/r;
no 250 mry

NNABOPATY
AP TEA

PpaHuin

NNABOPATYAP
OHITEP

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
SKOCTIi. [O0TOBWIA NlikapcbKuii 3aci6.

3a
peyenmom

UA/16891/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
0fIHOZ,030BOMY KOHTpO/b roTOBOrO /iKapCbKoro
KOHTeliHepi, o 6 3acoby. 3miHa y meToaax
0/IHOA,030BMX BMMNPOBYBaHHS rOTOBOTO NiKapCbKOro
KOHTeliHepiB y 3aco6y (Hes3HayHa 3miHa y
cale, Ne6 (1 3aTBEPKEHNX MeTodax
calle) y KapTOHHil BMNPOOYBaHHA) He3Ha4YHa 3MiHa Yy
KopoobUi 3aTBEPMAKEHNX MeTodax
BUNPOOYBaHHA 3a NOKA3HUKOM
«BmicT Boau», a came 36iNbLUEHHS
po3Mipy 3paska A1 KOHTPOII0
BMicTy BoAy i3 100 Mr Ha 2 r. NPOeKT
MKS1 /13 (0002).
5. | ABUTEP® azithromyc | asutpom | SO1A Kpanni ouHi, NTABOPATY | ®paHuis NABOPATYAP ®paHuis BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/16891/01/01
in iUMHY A26 po34uH, 15 mr/r, AP TEA IOHITEP mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
avrigpat no 250 mry oo 6e3nekn/edeKTMBHOCTI Ta
0HO030BOMY hapmakoHarnsagy (iHwi 3miHn)
KOHTeliHepi, no 6 BHECEHHS 3MiH B po34in
0/HO1030BMX «MapyBaHHs» MKA N3
KOHTelHepiB y 3artBepakeHo: MapkyBaHHSA
caLue, Ne6 (1 JopaeTbea. 3anponoHoBaHoO:
calle) y KapTOHHii MapkyBaHHs Bignosigae
Kopoo6Li 3aTBEPPKEHOMY TEKCTY MapKyBaHHs
npoekt MKA /13 (0003)
6. | A/IbBEH3I albendazol | ansbeHg | P02C cycneHsis €Bpo IHais IHooko Pemegic IHais BHECEHHS 3MiH 0 peecTpaviitHmx 3a He UA/18079/02/01
e ason A03 opasnbHa, 200 mr/5 Naiidokep Nimiten Marepianis: 3mMiHu | Trny - 3MiHKn peyenmowm | nionse
M, no 1 donakoHy MpaiisiT oo 6e3nekn/edeKTMBHOCTI Ta ae
Y KapTOHHii Nimiten thapmakoHarnagy. 3MiHa y KopoTkili

Kopoo6Ui

XapakTepucTuLi Nnikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHA Ha
nifcTasi peryisipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun nikapcbKoro 3acooby,
abo pgocnimkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
[ocnimKeHb, NPoBeAeHNX
Bi4NOBIAHO A0 NnaHy nejiatpuyuHmnx
pocnigkeHs (PIP) (3MiHy y3rogxeHo
3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MEMYHOr0 3aCTOCYBaHHS




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NiKapcbKoro 3acoby o po3ainis
"Oco6nMBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakw,ii" BigNoBigHO A0
OHOB/EHOT iH(popMaLii 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nic/ia 3aTBePAKEHHS
7. | AMBIT® ketorolac keTopon | MO1A | TabneTtku, BKpUTI AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19563/01/01
aky B15 NAiBKOBOO "®papmak” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
TpomeTa o60s10HKo0, No 10 akocTi. CepTuddikat
mon mr, no 10

Tabnetoky
6nictepi; no 1 abo
10 6nicTepiB y
nauu

BignosigHocTI/TE-cepTudcpikar
BiiNOBIAHOCTI €Bponelichkit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponechkili
thapmakonei: gna A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI E€Bponelichkit
hapmakonei) - HoBuii ceptudikart
Bifl HOBOro BMPOGHMKa (3amiHa abo
[OMNOBHEHHS)
noAaHHA HOBOro cepTudpikata
BiANOBIAHOCTI EBponechkili
hapmakonei Ne R1-CEP 2014-369-
Rev 00 ans gito4oi peyoBuHM
Ketorolac trometamol Big HoBOro
Bupo6bHmnka VASUDHA PHARMA
CHEM LIMITED, Ingjs
(8ONOBHEHHS). 3MiHM | TUNY - 3MiHK
3 aKkocTi. CepTudpikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi abo
BUNyYEHHS cepTudikata
BiNOBIAHOCTI EBpoNelichbkil




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

thapmakonei: gnsa A®l; ans
BUXiAHOrO
matepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHK (cepTudikart
Bi4NOBIAHOCTI EBpONENCHKIl
hapmakonei) - HoBuii cepTudpikat
Bifl HOBOro BUPO6GHMKa (3amiHa abo
[OMNOBHEHHS) NOJAHHA HOBOIO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-
CEP 2008-069 - Rev 05 gns gitouyoi
peyoBuHu Ketorolac trometamol Big,
Hosoro Bupo6Huka DR. REDDY'S
LABORATORIES LIMITED, IHgis.
3MiHu | TUNYy - 3MiHK 3 AkoCTi. ADI.
KoHTposb A®I. 3miHa y napameTpax
cneuundikauii Ta/abo gonycTmmmx
MeX, BU3HaYeHuX y cneumdikadisax
Ha A®|, abo BUXigHUIA/MPOMDKHWIA
npoAayKT/peareHT, Wo
BMKOPWCTOBYIOTbCS Y Npoueci
BMPOGHMLTBA AP (iHLWI 3MiHW) 3MiHK
[0 crneundikaL,ii BXigHOro KOHTPOIO
L0401 pevyoBUHN KETOPOIaky
TpOMeTamosi 3a NOKa3HUKOM
«lgeHTudikauis», 3okpema
[ONOBHEHHSA cneumdikaw,i
npuMiTKamm:

[Ans BupobHukie VASUDHA
PHARMA CHEM LIMITED, IHgia Ta
DR. REDDY'S LABORATORIES
LIMITED, Ingjs:
ans metoay PomaHiBCbKOI
cnekTpomMeTpii (2.2.48) AOY*EP* **
«lgeHTudikayis npoBognTLCS AA
KOXHOI TapHOi EMHOCTI»;

ONs MeToay, WO 3a3HavyeHuii B
MoHorpadii (2.2.24 AdY*, EP*)-*+*
«lgeHTundikauis NpoBoANTLCA Ha
cepegHiii npobi»

[ns Bupo6Huka Quimica Sintetica




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
S.A., [cnaHisi: gnhs meTogy, Wo

3a3HayeHuli B MoHorpadii (2.2.24
LOoY*, EP*)-** «BusHaueHHs
ifeHTndikauii TpoBoAsATL Ha

cepegHiii Npobi»; aAna metogy
PomaHiBCcbKOT cnekTpomeTpii
(2.2.48) [OY*EP*- ***
«JlonycKaeTbCs BU3HAYEHHS
ineHTUIKaLLT KOXHOro TapHOro
Micus». 3MiHM | TURy - 3MiHN 3
AKocTi. A®Il. KoHTponb AdL. 3miHa y
napameTpax cneupudikaLiii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha Adl, abo
BUXIZAHUA/NPOMIXHWIA
npoAayKT/peareHT, Wo
BMKOPWCTOBYIOTbCSA y Npoueci
BMPO6HULTBA AD| (AONOBHEHHS
cneumdikayii HOBUM NOKA3HUKOM
AKOCTi Ta BigNoBiAHUM METOL0M
BUNPOOGYBaHHS) [ONOBHEHHS
crneungikau,ii BXigHOro KOHTPO/IKO
L0401 pevyoBUHN KeTOPOIaky
TpomeTamos BUPOGHMLITBA
VASUDHA PHARMA CHEM
LIMITED, Ingis Ta DR. REDDY'S
LABORATORIES LIMITED, Ingjs
HOBMM MOKa3HNUKOM SIKOCTi

«MikpobionoriyHa uicTtoTa» 3

KpUTEPISMU NPUAHATHOCTI: 3arasibHe

4YMC0 aepobHMX MIKPOOPraHi3mis

(TAMC)-10 3KYOIr. 3arasibHe 4y1cno

OPDKOKOBUX i MniceHeBuUx rpubis
(TYMC) -10 2 KYOIr. (A®Y, €D
2.6.12,2.6.13, 5.1.4). 3miHn | TNy -
3MiHu 3 aKocTi. A®I. KoHTposb AdL.
3MiHa y MeTogax BunpobyBaHHs Ad|
ab6o BUXigHOTO
mMartepiany/npomiXHOro
nNpoAaykTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP (iHLWWI 3MiHW Y

MeToZax BUNpPoOyBaHHs




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
(BK/THOYAKOYM 3aMiHy ab0
[0MNoBHEHHSA) AdD| abo
BWXiHOro/NPOMIKHOro NpoAyKTy)
(6.1.6.2. (1) IB)
3MiHa Yy MeToAax BUNpobyBaHHSA
Ait04O0T PeYOBMHN KeTOopOsaKy
TpomeTamos BUPOGHMLTBA
VASUDHA PHARMA CHEM
LIMITED, IHgis 3a nOKasHWKOM
powmiwkn N-Hitposogunbytnnaminy
(NDBA) (meTopg 2.2.29 10y, €P)
8. | AMBIT® ketorolac ketopon | MO1lA pO34nH Ans AT YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH 40 peecTpayjiinHmx 3a UA/18024/01/01

aky B15 iH'ekyiin, 30 mr/mm; "®apmak” marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
TpomeTa no 1 mn B amnyni, AKocTi. CepTudikat
Mon no 10 amnyny BignosigHocTI/TE-cepTucpikat

6nictepi, no 1
6nicTepy y nauuj;
no 1 mn B amnyni,
no5Samnyny
6nictepi, no 1 abo
2 6nictepun y nayui

BiANOBIAHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichkit
thapmakonei: gns A®l; ans
BUXiAHOIO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONenchbkili
hapmakonei) - HoBuii cepTudpikat
Bifl HOBOro BMPOGHMKa (3amiHa abo
[OMNOBHEHHS)
noJaHHs HOBOro cepTtudpikara
BiiNOBIAHOCTI E€Bponelichkit
thapmakonei Ne R1-CEP 2014-369-
Rev 00 ansa gjtoyoi peqyoBuHU
Ketorolac trometamol Big HoBOro
Brpo6HMKa VASUDHA PHARMA
CHEM LIMITED, Ingis
(aonoBHeHHSA). 3MiHu | TUNY - 3MiHK
3 akocTi. CepTudpikat
BignosigHocTI/TE-cepTudcpikar
BiiNOBIAHOCTI €Bponelichkit
hapmakonei/MoHorpadii. NMogaHHs




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

HOBOro abo OHOB/IEHOTO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
pevoBuHM (cepTudoikat
BiANOBIAHOCTI EBponechbkili
thapmakonei) - Hosuii cepTudpikat
Bi] HOBOrO BMPO6HMKa (3aMiHa abo
[OMOBHEHHSA) NOJAHHSA HOBOrO
cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2008-069 - Rev 05 gnisa gitoyoi
peyosuHu Ketorolac trometamol Big,
HOBOrO BMpo6Huka DR. REDDY'S
LABORATORIES LIMITED, IHgisa
(aonoBHeHHSA). 3MiHu | TUNY - 3MiHK
3 AkocTi. ADI. KoHTposib A®L. 3miHa
y napameTpax cneuudikauin Ta/abo
[0NYCTUMUX MEX, BUSHAYEHUX Y
cneundikayiax Ha A®l, abo
BWXIigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHMLTBA ADI (iHLLI 3MiHW) 3MiHK
[0 cneundikauii BXiAHOro KOHTPOsI0
LiH0Y0T PeYOBMHN KETOPOIAaKY
TpomMeTamos 3a NoKa3HUKOM
«laeHTudikavis», 3okpema
[ONOBHEHHS cneumdikaui
npuMITKamu:

[nsa Bupo6Hukis VASUDHA
PHARMA CHEM LIMITED, IHgia Ta
DR. REDDY'S LABORATORIES
LIMITED, Ingis:
0ns meTogy PomaHiBCbKoi
crnekTpomeTpii (2.2.48) ADY*EP* **
«laeHTUdiKaLis npoBoaUTLCA AN
KOYXHOT TapHOi EMHOCTI»;




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
07151 MeToAy, L0 3a3Ha4YeHnii B

MOHorpaqoii (2.2.24 AdY*, EP¥*)-***
«laeHTUdikaLis NpoBoANTLCS Ha
cepeaHiii npoGi»
[na Bupo6Huka Quimica Sintetica
S.A., IcnaHis: gnsa metoay, LWo
3a3HauveHuii B MoHorpadii (2.2.24
LoY* EP*)-** «Bu3HauyeHHs
iaeHTudikauii NnpoBoAATL Ha
cepeaHii npo6ix»; Ans metoay
PomaHiBcbKoi cnekTpomeTpii
(2.2.48) NOY*EP*- ***
«JlonyckaeTbCsA BU3HAYEHHS
iAeHTHdiKaLii KOXXHOro TapHoro
Micugs». 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYCTUMUX MEX, BUSHAYEHUX Y
cneundikauiax Ha A®l, abo
BVXIigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y NPOLEC
BMpOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHUM METOAO0M
BUMPOBGYBaHHS) AONOBHEHHS
cneuudikaLii BXigHOro KOHTPOO
LiH0Y0T PeYOBMHN KETOPO/IAaKY
TpomMeTamon BUpPO6HULTBA
VASUDHA PHARMA CHEM
LIMITED, Ingis Ta DR. REDDY'S
LABORATORIES LIMITED, IHgisa
HOBVM MOKa3HWKOM SIKOCTi
«Mikpob6iofnioriyHa umctoTa» 3
KpUTEpIAMU NPUAHATHOCTI: 3aranbHe
4yncno aepobHUX MIKpoopraHiamis
(TAMC)-10 3KYO/r. 3arasibHe uncio
OPDKOKOBUX i MiceHeBUX rpubis
(TYMC) -10 2 KYOIr. (oY, €
2.6.12,2.6.13, 5.1.4). 3miHn | TNy -
3MiHu 3 aKocTi. A®I. KoHTposnb AdI.
3MiHa y meTofax BunpobysaHHs Ad|

abo BUXigHoOro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
martepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMpo6HMLUTBA AP (iHLWi 3MiHK Y
mMeTogax BUNpobyBaHHsA
(BKtovatoumn 3amivy abo
[OMOBHEHHS) Ad| abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY)
(B.1.6.2. (') IB)
3MiHa y MeTogax BUNpobyBaHHs
Lir040T pevyoBUHN KETOPOIaKy
TpomeTamos BUPOGHMLTBA
VASUDHA PHARMA CHEM
LIMITED, IHgis 3a noKa3HMKOM
fomiwkn N-HiTposoanbyTunaminy
(NDBA) (meTog 2.2.29 ®Y, €D).
9. | ACTANH salbutamol | canbbyT | RO3A aepo3o/ib Unnna N4, IHais Uwunna N1a. (FOHIT IHAis BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/16916/01/01
amony C02 (cycnensis) gns 1)) marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
cynbgar iHransuin, 100 AKOCTI. [0TOBWIA Nlikapcbkuii 3aci6.
MKr/no3y, no 200 3MiHN Yy BUPOGHMLITBI. 3MiHa po3mipy
[03 Y KOHTEliHepi 3 cepii (BKIOYaKOUM dianasoH po3mipy
[03y04nMm cepil) roTOBOro MikapcbKoro 3acoby
KnanaHom, (iHWi 3miHW) BBELlEeHHA 004aTKOBOIO
PO3NU/IOIYO0I po3mipy cepii rotosoro 3.
HacafKow Ta 3arBepakeHo: 25 000 KoHTeliHepiB
HaKOHEeYHWKoM; no 3anponoHosaHo: 25 000
1 KOHTelHepy Yy KoHTelHepiB, 50 000 KoHTelHepiB
KapTOHHif
ynakoBLi
10. | BAPA/TTIH® Pitofenone | metamiz | AO03D pO34nH Ans AJNIEKCOAP | Cnonyue CK BankaH Pecny6n BHECEHHS 3MiH 0 peecTpaliintHmx 3a UA/19987/01/01
and ony A02 iH'eKLA; Nno 2 M M MBX He dapmachboTikanc iKa marepianis: 3miHu | Tuny - 3MiHK peyenmom
analgesics | Hatpito abo 5 mnB nTa Koponis CPN Monpos wofo 6e3nekn/edeKTMBHOCTI Ta
MOHOTig, amnyni; no 5 CTBO a thapmakoHarnagy. BHeceHHs abo
par; amnyn B 6nictepi; 3MmiHa(n) Ao 3060B'A3aHb Ta yMOB
nitogpeH no 1 a6o 2 BMAaui peecTpaviiiHoro
OHY 6nictepu B nocBigYeHHs1, BKoyatoun Mnax
rigpoxso KapTOHHI navui yMpaB/iHHA pu3nKamn
pua; (3acTocyBaHHA TEKCTY, AKWIA
deHnise NOrofXXeHni 3 KOMNEeTEHTHUM
pVHit0 opraHom) 3asiBHMKOM HajaHo
6pomig, OHOB/IEHWIA MNnaH ynpasniHHSA

pu3svkamm Bepcis 3.0. 3MiHn
BHECEHO [0 YacTuH: Il




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
«Cneundikauis 3 6e3nekm» (Mogynb
CVIl), V «3axoam 3 MiHimizauii
pu3ukiB», VI «Pe3stome nnaHy
ynpaB/iHHA pusmkamm», VI
«[lofaTkn» y 3B’S3KY 3
3anpoBapPKEHHAM A0AATKOBUX
3ax04jiB 3 MiHiMi3aLii pu3nky
«ArpaHynoumTos Ta iHLi
3aXBOPIOBaHHSA KPOBi» Ha MiacTasi
pekomeHgauii PRAC. Pestome
MnaHy ynpasniHHSA pusnkamu Bepcis
3.0 fopaeTbeA.
11. | BECANON - KpacaBk | AO3E Tabnetkn, no 6 TOBAPUCT | YkpaiHa | TOBAPWUCTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 UA/2859/01/01
" D a6o no 10 BO 3 OBMEXXEHOIO marepianis: 3MiHu | TUny - 3MiHu 3 peyenma
(6enapo TabneToky OBMEXXEH BIAMOBIAANBHI AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
HW) 6nictepi; no 1 (e]10] CTHO 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
eKCTpakT 6nictepy y BIANOBIOA «KOPIMOPALIA cepii (BrIovaoumn dianasoH posmipy
TyCTWiA, KapTOHHii NIbHICTHO «30POB'A» cepii) roToBOro nikapcbKoro 3acoby
heHinca Kopo6Li; no 6 abo «KOPTTOPA (3meHLwWweHHs go 10 pasis) gogaHo
nigunar no 10 TabneTok y uiA MEHLLNIA PO3Mip cepili AN yNnakoBKu
6nictepax «300POB’'A Ne 6 (6x1) ansa Llexy N3, y 38'a3ky 3

»

BMPOGHNYOK HEOOXIZHICTIO.
[itova pepakuis
Lex N3
Po3wmip cepii cknagae:
34,667 Tuc. yn. Ne 6, Ne 6 (6x1) abo
20,800 Tumc. yn. Ne 10 (10x1), Ne 10
(87,360 kr);

55,566 Tuc. yn. Ne 6, Ne 6 (6x1) abo
33,340 Tunc. yn. Ne 10 (10x1), Ne 10
(140,028 «r);

22,583 Tuc. yn. Ne 6, Ne 6 (6x1) abo
13,550 tuc. yn. Ne 10 (10x1), Ne 10
(56,910 kr);

53,134 Tuc. yn. Ne 6, Ne 6 (6x1) abo
31,880 Tumc. yn. Ne 10 (10x1), Ne 10
(133,900 «r)

Lex Mo
Po3wmip cepii cknagae:
55,566 Tuc. yn. Ne 6, Ne 6 (6x1) abo
33,340 Tunc. yn. Ne 10 (10x1), Ne 10
(140,028 «r);

60,000 Tunc. yn. Ne 6, Ne 6 (6x1) abo
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36,000 Tunc. yn. Ne 10 (10x1), Ne 10
(151,200 «r);

35,896 Tuc. yn. Ne 6, Ne 6 (6x1) abo
21,538 T1c. yn. Ne 10 (10x1), Ne 10
(90,460 «r)
MponoHoBaHa pepakuis
Liex N3
Po3mip cepii cknagae:
34,667 Tnc. yn. Ne 6, Ne 6 (6x1) a6o
20,800 Tumc. yn. Ne 10 (10x1), Ne 10
(87,360 kr);

55,566 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
33,340 Tunc. yn. Ne 10 (10x1), Ne 10
(140,028 «r);

22,583 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
13,550 Tuc. yn. Ne 10 (10x1), Ne 10
(56,910 kr);

53,134 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
31,880 Tunc. yn. Ne 10 (10x1), Ne 10
(133,900 «r);

7,654 Tuc. yn. Ne 6 (6x1) (19,290 kr)
Llex FNo
Po3mip cepii cknagae:
55,566 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
33,340 Tunc. yn. Ne 10 (10x1), Ne 10
(140,028 «r);

60,000 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
36,000 Tunc. yn. Ne 10 (10x1), Ne 10
(151,200 «r);

35,896 Tuc. yn. Ne 6, Ne 6 (6x1) a6o
21,538 T1c. yn. Ne 10 (10x1), Ne 10
(90,460 kr)

12.

BICENTON®

sulfameth
oxazole
and
trimethopri
m

cynba
MeToKca
307,
TPUMETO
npum;

JO1EE
01

Tabnetkn no 100
mr/20 mr; no 20
TabneToky
6nictepi; no 1
6nictepy B
KapTOHHil
Kopo6ui, no 1000
Tabnetoky
MeTasieBoOMy
KOHTelHepi

AT "Apavep,
dapma”

MonbLa

AT "Apaveq
Papma”

MonbLwa

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.

3MiHU Y BUPOGHMLTBI. 3MiHN Y

npoLieci BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby, BK/IHOHa0um

NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW)
BBEJEHHS TEPMiHY 36epiraHHs

3a
peyenmom

UA/3027/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NiKapcbKoro 3acoby A1 NPoAyKLii in
bulk i3 1 micaua go 6 micauis.
3aTBepKeHo: TepMiH 36epiraHHs
nikapcbkoro 3acoby ans in bulk 1
MicsLb 3anponoHoBaHoO: TePMiH
36epiraHHsa Nikapcbkoro 3acoby Ans
in bulk 6 micsuiB
13. | BICENTON® sulfameth cynbpa | JOLEE | Tabnetkm no 400 AT "Apavepn | MNonbla AT "Apavep MonbLia BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/3027/01/02
oxazole mMeToKca 01 mr/80 mr; no 20 Papma” Papma” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
and 307, Tabnetoky AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
trimethopri | TpumeTo 6nictepi; no 1, 2 3MiHV Y BUPOOHULTBI. 3MiHN Y
m npum; abo 3 6nictepu B npoveci BUpo6HULTBA rOTOBOro
KapTOHHif NikapcbKoro 3acoby, BKIOYAKUN
Kopobui; no 14 NPOMDKHWIA MPOAYKT, WO
TabneToky 3aCTOCOBYETLCA NPV BUPOOHULITBI
6nictepi; no 1 abo rOTOBOrO JliKapcbKoro 3acoby (iHLwi
2 6nictepu B 3MiHW)
KapTOHHiiA BBE/lEHHSI TEPMiHY 36epiraHHsA
Kopo6ui; no 1000 nikapcbKoro 3acoby A58 NpPoAyKuii in
TabneToky bulk i3 1 micausa no 6 micsuis.
MeTasieBoMy 3aTBepAKEeHO: TepMiH 36epiraHHs
KOHTeliHepi nikapcbkoro 3acoby ans in bulk 1
MicsiLb 3anponoHoBaHoO: TEPMiH
36epiraHHA NikapcbKoro 3acoby ans
in bulk 6 micsuiB
14. | BICENTON® sulfameth cynbha | JOLEE | Ttabnetku no 400 AT "Agamvepq | Monblia AT "Apavep MonbLia BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/3028/01/02
oxazole MeToKca 01 mr/80 wmr; in bulk: dapma" dapma" marepianis: 3miHu | Tuny - 3miHn 3
and 307, no 5 kr TabneTok y AKOCTI. [0TOBWIA Nlikapcbkunii 3aci6.
trimethopri | TpumeTo nonieTuneHoBomy 3MiHV Y BUPOOHULTBI. 3MiHN Y
m npum,; MiLLIKY, BMiLLLleHOMY npotieci BUPO6HMLITBA FOTOBOMO

y
noninponineHoBui

KOHTeHep

nikapcbKoro 3acoby, BKI0YaK4n
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHW)

BBElEHHS TEPMiHY 36epiraHHs
nikapcbKoro 3acoby A58 NpoAyKuii in
bulk i3 1 micausa no 6 micsuis.
3aTBepAKeHo: TepMiH 36epiraHHs
nikapcbkoro 3acoby ans in bulk 1
MicsiLb 3anponoHOBaHO: TEPMiH
36epiraHHsA nikapcbKoro 3acoby ans
in bulk 6 micsuiB




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
15. | BICENTON® sulfameth cynbtha | JOLEE | Ttabnetku no 100 AT "Apgamveg | Monbwa AT "Apaves Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx - UA/3028/01/01
oxazole MeToKca 01 Mr/20 wmr; in bulk: Papma” dapma” marepianis: 3MiHu | TUnNy - 3MiHu 3
and 307, no 5 kr TabneTok y AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
trimethopri | TpumeTo nosieTuIeHoBOMy 3MiHV Y BUPOOHMLTBI. 3MiHN Y
m npum; MiLLKY, BMiLLieHOMY npoueci BUpo6HMLTBA FOTOBOrO
y nNikapcbKoro 3acoby, BKIOYa4n
noninponifieHoBuiA NPOMIXXHWIA NPOAYKT, L0
KOHTelHep 3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO JliKapcbKoro 3acoby (iHLui
3MiHK)
BBe/JleHHSI TepMiHy 36epiraHHs
nikapcbKoro 3acoby As1a NPoAyKLi in
bulk i3 1 micsausa go 6 micsuis.
3aTBepAKEHO: TepMiH 36epiraHHs
nikapcbKoro 3acoby ans in bulk 1
MicsiLb 3anponoHOBaHO: TEPMiH
36epiraHHsA NikapcbKoro 3acoby ans
in bulk 6 micauiB
16. | BPU3OKC Oxymetaz | okcumeT | RO1A cnpeii HasaslbHUiA, TOB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 nmionse | UA/21183/01/01
oline asoniHy AO05 [o3oBaHwuii 0,5 "BEPKAHA+ 06MexeHo MaTepianis: 3miHu | TNy - peyenma ae
rigpoxno mr/mn, " BiANOBIAA/ILHICTIO AfMiHICTpaTMBHI 3MiHW. 3MiHa
png no 10 M po3uunHy «MynbTicnperi» HalimeHyBaHHs Ta/abo agpecu
B nofiMepHoMy 3anBHUKa (BlacHuKa
hnakoHi 3 peecTpawiiHoro NocBigYeHHs).
[03YH0UMM 3MiHa agpecu 3asBHUKa (BNacHUKa
npucTpoem; no 1 peecTpaLiiHOro NoCBiAYEHHS).
hnakoHy B 3MiHN BHECEHO B PO3Ain
KapTOHHI nayui "MicuesHaxo[KeHHs 3asBHNKA" B
IHCTPYKLiO ANA MegU4HOro
3aCTOCYyBaHHS Ta K HacNifok - y
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKkoro 3acoby.
17. | BPIMO®TAN Brimonidin | 6pumoHi | SO1E Kpanni ouHi, BPYCYETTI ITanis BMPOGHMLTBO Mpevis BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/19259/01/01
e OVHY A05 PO34uH, 2 mMr/ms; HI - C.P.N. Hepo3dacoBaHoro marepianis: 3miHu | Tuny - 3MiHn peyenmom
TapTpar no 5 M1 po3unHy y NPOAYKTY, oo 6e3nekn/edeKTMBHOCTI Ta
hnakoHi 3 nepBuHHa Ta hapmakoHarnagy (iHwi 3miHn)
nonieTuneHy BTOPVHHA OHOB/IEHHS TEKCTY MapKyBaHHS
HWU3bKOI Li/IbHOCTI ynakoBKa, NepBUHHOI Ta BTOPUHHOT YNakoBOK
3 KpanenbHULe KOHTPO/b cepiil Ta nikapcbkoro 3acoby, a came:
Ta 6inoto BUMYCK cepii, BHECEHHS pefaKLiiiHMX NpaBokK No
KPULLIEYKOHO 3 Pi3nyHI, XimMidHi Ta TekcTy. TepmiH BBeZleHHS 3MiH-
nonieTuneny 6ionoriyHi npoTArom 6- T MicAUIB nicns
BMCOKOI LLi/IbHOCTI; BUMPOOYBaHHS: 3aTBEPMKEHHS.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
no 1 chnakoHy y damap AHOHIMYC
KapTOHHI Kopo6Lli IHpacTpian CiHrn
Mem6ep KomnaHi
o
dapmacbioTikasc
eHp KocmeTike,
peuist; disnyHi,
XiMiuHi Ta
6ionoriyHi
BMNPOOGYBaHHS,
36epiraHHsA
3paskis
cTabiNbHOCTI:
KBONITI
AWYPEHC eHp,
KOHTPON
CUCTEMC -
KAKC N1z, Mpeuis
18. | BPOHXO- - ctaHgap | RO7A kancynm no 3,5 mr; OM dapma LlBeiua OM dapma CA LliBerua BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/18520/01/01
BAKCOM TmM3oBaH | X no 10 kancyny CA pist pist marepianis: 3MiHu | TUny - 3MiHu 3 peuyenmom
AT ni 6nictepi; no 1 abo AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
niogoinis no 3 6nictepu B 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
ar KapTOHHI KopooLli cepil (BKIOYaOUM dianasoH po3mipy
OM-85, cepii) roToBOro nikapcbKoro 3acoby
o (36inbleHHs Ao 10 pasiB NOpPIBHAHO
MICTUTb i3 3aTBEPKEHUM PO3MIPOM).
niocpinis BBeneHHs anbTepHaTUBHOIO
ar po3mipy cepii 420,0 «r, wo
6akTepia Bignosigae 2 100 000 kancyn
JIbHUX [04aTKOBO [10 YNUHHOTO CXBasIeHOro
nisaTis: po3mipy cepii (To6To 183, 4 kr, Wo
Haemop npu6an3Ho Bignosigae 917 000
hilus kancyn). 3minm Il Tuny - 3MiHu 3
influenz AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
ae, 3MiHU Y BUPOGHMLTBI. 3MiHN Y
Streptoc npoveci BUpo6HMLTBA rOTOBOro
occus NikapcbKoro 3acoby, BK/IHOHa0um
pneumo NPOMDKHWI NPOAYKT, L0
niae, 3aCTOCOBYETLCA NPV BUPOOHULITBI
Klebsiell roTOBOrO JliKapCbKoro 3acoby
a (cyTTeBa 3MmiHa y npoueci
pneumo BMPOGHMLITBA, 5iKa MOXe MaTtu
niae ICTOTHWIN B/IMB Ha AKICTb, 6e3neky Ta




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

ssp. edheKTMBHICTb ikapCcbKoro 3acoby).

pneumo 3MiHM y NpoLeci BUpo6HULTBA

niae and roTOBOrO JliKapCbKoro 3acoby,

ozaenae BKJ/THOYAIOUM MPOMDKHMIA NPOAYKT, WO

, 3aCTOCOBYETHCS MPU BUPOOHULTBI

Staphylo roTOBOrO JliKapCbKOro 3acoby.

coccus BBegeHHs anbTepHaTUBHOT NiHiT

aureus, NpOCiloBaHHSA, 3MiLLlyBaHHA Ta

Streptoc HanOBHEHHSA Kancyn B iHLUIKA 6yaisni,

occus asie Ha TOMY X BUPOGHUYOMY

pyogene MalifaHuuky, Wwo i Hapasi

s and 3apeecTpoBaHuii (To6To GyaiBns

sanguini B2), i3 BignoBigHUMN enemeHTamm

s, KOHTPO/II0 NpoLecy Ta KpUTUYHAMMA

Moraxell napameTtpamu npouecy (CPP),

a BM3HAYEHUMW BigMnoBigHO A0

(Branha npuHumnie ICH Q8(R2)

mella) «®apmaLeBTUyHa Ppo3pobKa».

catarrhal OHoBneHHs posginie 3.2.P.2.3;

is 3.2.P.3.3;3.2.P.3.4;3.2.P.3.5;

3.2.P.5.4;3.2.P.8.1;3.2.P.8.2;
3.2.P.8.3;3.2.P.Al.
19. | BPOHXO- - niocpiniz | RO7A Kancynu Teepgi no CaHpo3 CnoseHi KOHTPO/1b cepil CnoBeHi BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/14314/01/01
MYHAN® OoBaHwit X 7 mr; no 10 kancyn | dapmachtoTi A (nmwe al martepianis: 3MiHu | TUny - 3MiHK 3 peyenma

nisat y 6nicTepi; no 1 Kans g.a. Mikpob6ionoriunuid), | Lseliya akocTi. CepTudpikat

6akTepiii abo 3 6nictepn B BUNYyCK cepii: Jlek pist BignosigHocTI/TE-cepTudpikar

Haemop KapTOHHi KopobLyi dapmavesTnyHa BiiNOBIAHOCTI E€Bponelichbkit

hilus KomnaHis 4.4., thapmakonei/moHorpadii. NMogaHHA

influenz CnoseHis; HOBOro abo OHOB/IEHOTO

ae, nepBrHHe Ta cepTtudikaTa BignosigHocTi abo

Streptoc BTOPVHHE BUJTyYeHHs cepTudikaTa

occus nakyBaHHs, BiANOBIAHOCTI EBpoNechbkili

(Diploco KOHTPO/b cepii thapmakonei: gna A®l; ana

ccus) (okpim BUWXifHOTO

pneumo MiKpo6iooriyHOro) marepiany/peareHTy/npoMiKHOro

niae, , BUNycK cepil: NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y

Klebsiell HoBaprTic BMPOGHMLTBI A®I; AN [ONOMIXKHOT

a PapmacbloTikas pevoBuHu (CE-cepTudikat

pneumo MaHydhakTypuHr BiiNOBIAHOCTI €Bponelichkit

niae and NNC, CnoseHis; thapmakonei ana Ad®l/BuxigHoro

ozaenae BMPOGHMLTBO in marepiany/peareHTy/npoMiKHOro

vStaphylo

bulk, KoHTpO/b
cepii: OM dapma

npoaykTy abo A0NOMiIKHOT
PeyoBUHK) - BuayyeHHs




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
coccus CA, LUBeiiuapis cepTugikaTiB (y BUNagKy HasiBHOCTI
aureus, MynbTUNAETHOro cepTudiikaTa Ha
Streptoc marepian). BunyuerHs le-
occus cepTudikaTa BignoBigHoCTI
pyogene €Bponeiicbkiil hapmakonei, SKuii
s and 6inblUe He BUKOPUCTOBYETLCS Y
viridans, BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
Moraxell xenatuHy: R1-CEP 2000-029-Rev
a 05 Big Rousselot; 3minu | TUNY -
(Branha 3MiHu 3 siKocTi. CepTudikaT
mella/Ne BignosigHocTI/TE-cepTudpikar
isseria) BiiNOBIAHOCTI E€Bponelichbkilt
catarrhal thapmakonei/MoHorpadii. NMogaHHs
is HOBOro abo OHOB/IEHOTO

cepTtudikaTa BignosigHoCTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
pevoBuHu (FE-cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMiIKHOT
PEYOBUHN) - BuyyeHHst
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTudhikaTa Ha
maTtepian). BunyuyenHs 'E-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei, akuii
GislblLEe HE BUKOPUCTOBYETLCH Y
BUPOOBHWLTBI AOMOMIKHOT pe4YOBUHN
xenatuHy: R1-CEP 2010-043-Rev
00 Big Rousselot. 3miHn | TUNYy -
3MiHu 3 aKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/mMoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTuduikaTa BignoBigHocTi abo




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana

BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
peyoBuHu (FE-cepTudikaT
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/nPoMiKHOIo
npoaykTy abo A0NOMIKHOT

PEYOBUHN) - BuyyeHHst

cepTugikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOIO cepTudbikaTa Ha
MaTtepian). BunyuyenHs 'E-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei, akuii
GislbLlEe HE BUKOPUCTOBYETLCSH Y
BUPOOBHWLTBI AOMOMIKHOT pe4YOBUHN
xenatuHy: R1-CEP 2004-247-Rev
00 Big Nitta Gelatin.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. NMogaHHA

HOBOro abo OHOB/IEHOTO

cepTudikaTa BignosigHocTi abo

BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans

BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
peuvoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBpoNechbkili
thapmakonei ana A®l/suxigHoro
martepiany/peareHTy/MPoMiKHOro
npoaykTy abo AONOMiXHOT
peyvyoBuHM) - BunyyeHHs
cepTudikaTiB (y BUNagKy HasiBHOCTI




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
My/IbTUNIETHOTO cepTudikara Ha

mMatepian). BunyuyeHHs 'e-
cepTudikaTa BifnoBiAHOCTI
€Bponevicbkili hapmakonei, sknii
6iNbLle He BUKOPUCTOBYETLCA Y
BMPOGHULITBI JONOMDKHOT PEHOBUH
xenatuHy: R1-CEP 2004-320-Rev
00 Big Nitta Gelatin. 3miHu | Tuny -
3MiHK 3 axocTi. CepTudpikar
BignosigHocTI/lE-cepTucpikar
BiANOBIAHOCTI EBponechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHULTBI A®I; ANt [ONOMIKHOT
peuoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBpoONechbkili
thapmakonei ana A®l/suxigHoro
martepiany/peareHTy/MPoMiKHOro
npoaykTy abo AONOMiXHOT
peyvyoBuHY) - BunyyeHHs
cepTugikaTiB (y BUNagKy HasiBHOCTI
My/IbTUNIETHOTO cepTudikara Ha
mMatepian). BunyuyenHs Me-
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiil hapmakonei, SKuii
6inblUe He BUKOPUCTOBYETLCS Y
BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
xenatuHy: R1-CEP 2005-217-Rev
02 sig Nitta Gelatin. 3minu | Tuny -
3MiHu 3 siKocTi. CepTudikaT
BignosigHocTI/lTE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkilt
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BWIYYEHHS cepTudiikaTa




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
peuoBuHu (FE-cepTudikat
BiANOBIAHOCTI EBpoNechbkili
thapmakonei ana A®l/suxigHoro
martepiany/peareHTy/MPOMiKHOro
npoaykTy abo AONOMiXHOT
peyoBuHK) - BunyyeHHs
cepTugikaTiB (y BUNagKy HasiBHOCTI
My/IbTUNIETHOTO cepTudikara Ha
maTtepian). BunyuyeHHs Me-
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiin hapmakonei, SKuii
6inblUe He BUKOPUCTOBYETLCS Y
BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
xenatuHy: R1-CEP 2000-045-Rev
04 sig PB Gelatin. 3minu | Tvny -
3MiHuM 3 siKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
pevoBuHu (CE-cepTudikat
BiiNOBIAHOCTI €Bponelichkilt
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMIKHOT
PEYOBUHN) - BuyyeHHs
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTudhikaTa Ha
MaTtepian). BunyyenHus 'E-




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepTudikaTa BignoBigHoCTI
€Bponeiicbkiin hapmakonei, SKuii
6inblUe He BUKOPUCTOBYETLCS Y
BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
xenatuHy: R1-CEP 2001-424-Rev
03 Big Gelita Group. 3miHu | TRy -
3MiHu 3 siKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
pevoBuHu (FE-cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMiIKHOT
PEYOBUHN) - BuyyeHHst
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTucbikaTa Ha
maTtepian). BunyuyenHs 'E-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, akuii
GislblLEe HE BUKOPUCTOBYETLCH Y
BUPOOBHWLITBI AOMOMIKHOT pEYOBUHN
xenatuHy: R1-CEP 2000-050-Rev
02 Big Gelita Group.

20.

BPOHXO-
MYHAN® N

niocpinis
OoBaHwit
nisat
6akTepiii
Haemop
hilus
influenz
ae,
Streptoc

RO7A

Kancynm TBepgai no
3,5wmr; no 10
Kancyny énictepi;
no 1 a6o 3
6nictepn y
KapTOHHI KopooLyi

CaHpo3
PapmachbHoTi
Kans g.4.

CnoseHi
2]

KOHTPO/1b cepil
(nvwe
MiKpOGIOIOriYHWA),
BUNYyCK cepii: Slek
PapmaLeBTUYHA
KoMnaHis g.4.,
CnoseHis;
nepBuHHE Ta
BTOPUHHE

CnoseHi
s/
LLiBelina
pist

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudcpikar
BiiNOBIAHOCTI €Bponelichkit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BWIYYEHHS cepTudiikaTa

6e3
peyenma

UA/14268/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
occus nakyBaHHs, Bi4NOBIAHOCTI EBpONENCHKIl
(Diploco KOHTPO/Ib cepil thapmakonei: gna A®l; ans
ccus) (okpim BUXifHOrO
pneumo MiKpOGi0I0ri4YHOro) martepiany/peareHTy/MPoMiKHOro
niae, BUNYCK cepii: NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
Klebsiell HosaprTic BUPOGHULTBI A®I; AN [ONOMIKHOT
a dapmacbroTikas peuoBuHu (FE-cepTudikat
pneumo MaHydakTypuHr BiANOBIAHOCTI EBpoNechbkili
niae and NNC, CnoseHis; thapmakonei ana A®l/suxigHoro
ozaenae BMPOGHMLTBO in martepiany/peareHTy/MPOMiKHOro
, bulk, koHTpob npoaykTy abo AONOMiXHOT
Staphylo cepii: OM dapma pevoBUHN) - BunyyeHHs
coccus CA, LBeliyapis cepTugikaTiB (y BUNagKy HasiBHOCTI
aureus, MyNbTUNAETHOro cepTudiikaTa Ha
Streptoc marepian) BunyuenHs 'e-
occus cepTudikaTa BignoBigHoCTI
pyogene €Bponeiicbkiin hapmakonei, SKuii
s and 6inblUe He BUKOPUCTOBYETLCS Y
viridans, BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
Moraxell xenatuHy: R1-CEP 2000-029-Rev
a 05 Big Rousselot. 3minu | TUNY -
(Branha 3MiHuM 3 siKocTi. CepTudikaT
mella/Ne BignosigHocTI/TE-cepTudpikar
isseria) BiiNOBIAHOCTI E€Bponelichbkit
catarrhal thapmakonei/MoHorpadii. NMogaHHs
is HOBOro abo OHOB/IEHOTO

cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
pevoBuHu (CE-cepTudikat
BiiNOBIAHOCTI €Bponelichkilt
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMIKHOT
PEYOBUHN) - BuyyeHHs
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTudhikaTa Ha
martepian) BunyyeHHs 'E-




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

cepTudikaTa BignoBigHoCTI
€Bponeiicbkiin hapmakonei, SKuii
6inblUe He BUKOPUCTOBYETLCS Y
BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
xenatuHy: R1-CEP 2010-043-Rev
00 Big Rousselot. 3minu | TUNY -
3MiHu 3 siKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
pevoBuHu (FE-cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMiIKHOT
PEYOBUHN) - BuyyeHHst
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTucbikaTa Ha
martepian) BunyuyeHHs 'E-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, akuii
GislblLEe HE BUKOPUCTOBYETLCH Y
BUPOOBHWLITBI AOMOMIKHOT pEYOBUHN
xenatuHy: R1-CEP 2004-247-Rev
00 Big Nitta Gelatin. 3miHun | Tuny -
3MiHu 3 aKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/mMoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
dhapmakonei: gns A®l; ans




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
pevoBuHu (FE-cepTudikat
BiiNOBIAHOCTI E€Bponelichbkiit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMIKHOT
PEYOBUHN) - BuyyeHHst
cepTugikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTudhikaTa Ha
martepian) BunyuyeHHs 'E-
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei, akuii
GislbLLEe HE BUKOPUCTOBYETLCSH Y
BUPOOBHWLTBI AOMOMIKHOT pe4YOBUHN
xenatuHy: R1-CEP 2004-320-Rev
00 Big Nitta Gelatin. 3miHun | Tuny -
3MiHu 3 aKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTIi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei: gnsa A®l; ans
BUXiAHOrO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyvosuHu (FE-cepTudpikar
Bi4NOBIAHOCTI EBpONENCHKIl
hapmakonei gna A®l/BuxigHoro
matepiany/peareHTy/nPoMiKHOIo
NpoAyKTY abo A0NOMIKHOT
peyoBuHK) - BunyyeHHs
ceptudikaTis (y BUNaaKy HasiBHOCTI
My/IbTUNIETHOTO cepTudikara Ha
marepiasn)

BunyyeHHs FE-cepTucpikata
BiNOBIAHOCTI €BpONeNiChbKil




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

thapmakonei, Skuii 6inbLue He
BUKOPVCTOBYETLCA Y BUPOOHMLITBI
[OMNOMDKHOT PEYOBUHY XenaTuHy:
R1-CEP 2005-217-Rev 02 Big Nitta
Gelatin. 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
peuvoBuHu (FE-cepTudoikat
BiANOBIAHOCTI EBpoNechbkili
thapmakonei ana A®l/suxigHoro
martepiany/peareHTy/MPoMiKHOro
npoaykTy abo AONOMiXHOT
peyoBuHK) - BunyyeHHs
cepTugikaTiB (y BUNagKy HasiBHOCTI
My/IbTUNIETHOTO cepTudikara Ha
martepian) BunyyeHHs le-
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiin hapmakonei, SKuii
GinblUe He BUKOPUCTOBYETLCS Y
BUPOBHMLTBI AOMOMIXXHOI pEYOBUHM
xenatuHy: R1-CEP 2000-045-Rev
04 sig PB Gelatin. 3minu | Trny -
3MiHu 3 siKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI €Bponelichkilt
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
martepiany/peareHTy/MPOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHULTBI A®I; ANt [ONOMIKHOT
peuoBuHu (FE-cepTudikaT
BiANOBIAHOCTI EBpoONechbkili

thapmakonei ana A®l/suxigHoro
martepiany/peareHTy/MPoMiKHOro
npoaykTy abo AONOMiXHOT
peyoBuHK) - BunyueHHs
cepTugikaTiB (y BUNagKy HasiBHOCTI
My/IbTUNIETHOTO cepTudikara Ha
martepian) BunyyeHHs le-
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiin hapmakonei, SKuii
6inblUe He BUKOPUCTOBYETLCS Y
BUPOOGHMLTBI AOMOMIXXHOI PEYOBUHM
xenatuHy: R1-CEP 2001-424-Rev
03 Big Gelita Group. 3miHu | TURY -
3MiHu 3 siKocTi. CepTudikaT
BignosigHocTI/lTE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHoCTi abo
BWIYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
pevoBuHu (FE-cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro
npoaykTy abo A0NOMIKHOT
PEYOBUHN) - BuyyeHHs
cepTuqikaTie (y BUNaaKy HasBHOCTI
MyNbTUNIETHOrO cepTudhikaTa Ha
marepiasn)
BunyueHHs E-cepTudikata

BiiNOBIAHOCTI E€Bponelichbkit

dhapmakonei, Skuii biblue He




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMKOPUCTOBYETLCA Y BUPOOGHULTBI
[OMOMiXXHOT PEYOBWHMN XenaTuHy:
R1-CEP 2000-050-Rev 02 sig Gelita
Group.
21. | BPY®EH® ibuprofen ibynpodp | MO1A | kancynu Msiki no A6GOTT Himeuun lenTtek MpaliBeT IHAisa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/17980/01/01
PAMNIA eH EO1 400 wmr; no 10 NabopaTtopi3 Ha Nimiten martepianis: 3MiHu | TUny - 3MiHK 3 peyenma
kancyn y 6nictepi, 6X AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
no 1 6nictepy y KOHTpO/b roTOBOrO /iKapCbKoro
KapTOHHi KopobLyi 3aco0y (iHWwi 3mMiHN) PepakuiiHi
[OMOBHEHHSA (fofaBaHHSA
pO3’ACHIOBasIbHOI iHGhopmalii) 4o
TEKCTY MeToAy BUNPOOYyBaHHS
«KinbkicHe BU3HauYeHHS ibynpodheHy
Ta CynyTHI AOMILLKM» AN15 TOTOBOr0
nikapcbKoro 3acoby (Bkovatoum
peparyBaHHsA nepeknagy iHopmawii
LLOA0 BU3HAYEHHSA TOYHOCTI
CTaHAAPTHMX PO3YMHIB Y MeToZax
BMNpoGyBaHb «KinbkicHe
BM3HAYEHHS i6YNpodheHy Ta CynyTHi
OOMILLKM» | «PO3unHeHHs» B MKA
N3)
22. | BAHKOMIUW vancomyci | BaHkoMi | JO1XA | nopoLlok ons dapmaLesT peuis NABOPATOPIO IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20890/01/01
H BOKATE n LHY 01, pO3UMHYy AN nuHa PENI XO®PE marepianis: 3miHu | TMny - 3MiHn peyenmowm | nionse
rigpoxno | AO7A iHcpysiii no 500 wmr; KoMMaHis C.A. Loao 6e3nekn/edeKTMBHOCTI Ta ae
pug A09 no 1 a6o no 10 «Bokate hapmakoHarnsgy. 3miHa y KopoTkili
h1aKoHiIB 3 C.A» XapakTtepucTuLi Nikapcbkoro 3acoby,
MOPOLLKOM y TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

KapTOHHI KopooLli

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOB/OBAHOTO
3BiTYy 3 6e3Mekmn Nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
[OCNigpKeHb, NPoBeAEeHNX
BiANOBIAHO A0 NiaHy negiaTpuyHnX
pocnipxeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHNM YNOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MEJUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainis




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
"Oco6/MBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwii” BignoBigHO A0
OHOBJIEHOI iH(hopMalLlii 3 6e3nekn
3aCTOCYBaHHS Ait040I PEYOBUHM.
23. | BAHKOMIUW vancomyci | BaHkoMi | JO1XA | nopoLlok ons dapmaveBT Mpeuis NABOPATOPIO IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20890/01/02
H BOKATE n LHY 01, pO3UMHYy ANns NuHa PENI XO®PE marepianis: 3miHu | Tuny - 3miHn peyenmowm | nionse
rigpoxno | AO7A iHcpysin no 1000 KoMMaHis C.A. Loao 6e3nekn/edeKTMBHOCTI Ta ae
pua, A09 mr; no 1 a6o no 10 «Bokare hapmakoHarnsgy. 3miHa y KopoTkili
h1aKoHiIB 3 C.A» XapakTtepucTuLi Nikapcbkoro 3acoby,
MOPOLLKOM Y TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHi KopobLyi MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mekn Nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
[OCNigpKeHb, NPOBeAEHNX
BiANOBIAHO A0 NiaHy negiaTpuyHnx
pocnipxeHs (PIP) (3MiHy y3romkeHo
3 KOMNETEHTHNM YNOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MEJUYHOrO 3aCTOCYBaHHs
nikapcbkoro 3acoby A0 po3ainis
"Ocob6nMBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakw,ii" BigNoBigHO A0
OHOBJIEHOT iHChopMaLiii 3 6e3nekn
3aCTOCYBaHHSA [it0H0I PEYOBUHM.
24. | BEPOLWUMIPO | spironolact | cnipoHo C03D Tabnetku no 25 BAT Yropwm BAT "leaeoH Yropwm BHECEHHS 3MiH 0 peecTpaliintHmx 3a UA/2775/02/01
H one NakToH A01 mr; no 20 "T'epeoH Ha PixTep", Ha marepianis: 3miHu | Tuny - 3MiHK peyenmom
Tabnetoky PixTep" YropwuHa; TOB /MonbLy, wofo 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 1 "l'epeoH PixTep a hapmakoHarnsagy. BeegeHHs abo
6nictepy B Monbua, 3MiHM A0 y3arasibBHEHUX JaHuX Mpo
KapTOHHii MonbLya cuctemy dhapmakoHarnagy
ynakoBLi (KOHTPOb SKOCTI, (BBEAEHHSA Y3araslbHEHNX AaHNX NPo

,D,03Bi}'l Ha BUMNYCK

cucTemy chapmakoHarnsgy, 3miHa

cepi; YNOBHOB&XEHOT 0co6u,
BMPOGHMLTBO BiANOBIfA/IbHOT 32 34iICHEHHS
Hepo3dacoBaHOro dhapmakoHarnsgy; KOHTaKTHOI 0cobm
NPOAYKTY, 3 (hapmakoHarnagy 3asBHuka ons
nepBuHHa 3AilicHeHHA hapMakoHarnagy B
yNaKoBKa, YKpaiHi, SIKLIO BOHa BigMiHHA Bif




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BTOPUHHA YMOBHOBaXXEHOT 0co6M,
ynakoBka) BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovarouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BiAnNoBiAa/IbHOT 3a hapmakoHarnsag.
[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaAKTHUX JaHNX
YMNOBHOBaXEHOT 0CO6U 3a8BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAA/ILHOI 3a
hapMakoHarniag B YKpaiHi.
3MiHa MicLe3HaxomKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT
LiSNbHOCTI 3 (hapmakoHarnsay
25. | BIHMOLUETWH | vinpocetin | BiHnoueT | NO6B KOHLeHTpaT Ans TOBAPUCT | YkpaiHa KOHTPO/Ib AKOCTI, YkpaiHa BHECEHHS 3MiH [JO peecTpaLifiHnx 3a He UA/1272/01/01
e VH X18 pO3unHy Ans BO 3 BUMYCK Cepii: marepianis: 3miHu | TMny - 3MiHK peyenmowm | nionse
iHdpy3iiA, 5 Mr/m; OBMEXEH ToBapucTBo 3 Loao 6e3nekn/edeKTMBHOCTI Ta ae
no 2 Mn B amnyni; (e]}0] obmexeHo thapmakoHarnsgy. 3MiHu y KopoTkiii
no 5 amnyny BIAMNOBIOA BiANOBIAA/ILHICTIO XapaKTepucTuLi NikapcbKoro 3acoby,
nadui 3 KapToHY; NBbHICTHIO "[locnigHuii 3aBof TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ansa
no 2 Mn B amnyni; «KOPIMOPA "THLCY, MeN4YHOro 3acTocyBaHHsA
no 5 amnyny LA YkpaiHa; Bci cTagii reHepuUYHMX/ribpnaHnx/6ionodibHNxX
6nictepi; no 1 «300POB’A BMPOGHMLTBA, NiKapCbKKx 3aco6iB MiCNs BHECEHHS
6nicTepy B nauui 3 » KOHTPO/Ib SIKOCTI, TiEl camol 3MiHV Ha pedhepeHTHWA
KapToHY BUMYCK Cepii: npenapar (3miHa He noTpebye
TOBAPUNCTBO 3 HafaHHS XXO4HUX HOBUX A0AaTKOBUX
OBMEXEHOIO AaHnXx). 3MiH1 BHECEHO A0 IHCTPYKL,i
BIAMOBIOANBHI ANA MeANYHOro 3aCToCyBaHHA
CTHO nikapcbkoro 3acoby y po3ginu
«KOPIMOPALIA "®apmMakosioriyHi BnactusocTi”,
«30POB’Ax», MpoTunokasaHHs", "B3aemogis 3
YkpaiHa iHLWMMKW NikapcbknMK 3acobamu Ta

iHWi BMAW B3aemogiii", "Oco6nmBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHsi

rpyaar”, "Cnocib 3actocyBaHHs Ta

no3un", "Mo6ivHi peakuii”,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
"HecyMicHIiCTb" 3rigHO 3
iHbopMmadieto Wwoa0 MeguyHoro
3acTocyBaHHA pehepeHTHOro
nikapcbKkoro 3acoby (KaBiHTOH,
KOHLieHTpaT A4/19 pPO34nHy A1
iHdy3ill). BBEEHHA 3MiH MPOTArOM
6-TN MicALIB Nic/1A 3aTBEPKEHHS.
26. | FAJOBICT gadobutrol | rago6yt | VO8C pO34MH Ans Baiiep Al Himeuun Baiiep Al Himeyuun BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/6664/01/01
1,0 pon A09 iH'ekwjin, 1 Ha Ha marepianis: 3miHu | Tuny - peyenmom
MMOJIb/MA 10 5 M AZMiHIiCTpaTMBHI 3MiHW. 3MiHa
a6o no 7,5 mn abo HaliMeHyBaHHs Ta/abo agpecu Micus
no 10 mny NPOBaPKEHHSA AiANbHOCTI
CKISHOMY LUMPWL, BVPOGHMKa/imnopTepa rotoBoro
BK/1afleHoOMY Y nNikapcbKoro 3acoby, BK/IHOHa0Um
nposopy AOinbHULI BUNYycKy cepii abo micue
nnacTuKoBy NpoBeieHHs1 KOHTPOJIIO AKOCTI.
KOpPOOGKY, 3aKpuUTy ([isnbHICTB, 3a SAKy BignoBigae
nonieTuneHom; no BUPOGHMK/IMNOPTEP, BKIOYAKOUN
5 wnpuyis y BMMYCK Cepiil) 3MiHa HanMcaHHs
KapTOHHiiA afipecu aHrniicbkow MOBOHO
Kopob6ui; no 5 mn BUPOBHWYOI AinbHKLi M3 Baiiep Arl,
abo no 7,5 mn abo HimeuunHa. 3aTBEpaXeEHO:
no 10 mny Mullerstrasse 178,13353, Berlin ,
nNacTUKoOBOMY Germany
wnpuui; no 5 3anponoHoBaHo: Muellerstrasse
Lnpuuis, 178, 13353, Berlin , Germany
PO3MiLLEHNX B
KapTOHHOMY
Tpumadi, y
KapTOHHiiA
Kopob6ui; no 7,5 mn
abono 15 mny
CKNIAHOMY
chnakoHi; no 1
donakoHy y
KapTOHHii kKopobui
27. | FTEMOMNPOKT - 6eH3okai | CO5A cynosuTopii TOBAPUCT | YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/12641/01/01
H, D03 pekTasibHi o 5 BO 3 reyn martepianis: 3MiHu | TUny - 3MiHu 3 peuyenma
BiCMyTY CynosunTopiie y OBMEXXEH AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
cy6rana cTpvni; no 2 (e]0] 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
T, UMHKY CTpUMM B NauLi 3 BIANOBIOA cepil (BKIOYaOUM dianasoH po3mipy
okena, KapTOHY NIbHICTHO cepii) roToBOro nikapcbKoro 3acoby
MEHTO/ «KOPIMOPA (iHWi 3miHW) BBeAeHHs1 40AATKOBOro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
LA po3Mipy cepii NpenapaTty y 3B'A3Ky 3
«300POB'A BMPOGHNYOK HEOOXIAHICTIO.
» [itoua pepakuis
Po3mip cepii cknagae:
0,266 Trc. yn. Ne 10 (5x2) (8,00 kr);
0,400 Tunc. yn. Ne 10 (5x2) (12,00 r);
0,666 Tnc. yn. Ne 10 (5x2) (20,00 «r);
1,333 tuc. yn. Ne 10 (5x2) (40,00 «r);
2,666 Trc. yn. Ne 10 (5x2) (80,00 kr);
4,000 Trc. yn. Ne 10 (5x2) (120,00
Kr)
MponoHoBaHa pepakuis
Po3mip cepii cknagae:
0,266 Trc. yn. Ne 10 (5x2) (8,00 kr);
0,400 Tunc. yn. Ne 10 (5x2) (12,00 r);
0,666 Tnc. yn. Ne 10 (5x2) (20,00 «r);
1,333 tuc. yn. Ne 10 (5x2) (40,00 «r);
2,666 Trc. yn. Ne 10 (5x2) (80,00 kr);
4,000 Trc. yn. Ne 10 (5x2) (120,00
Kr);
6,666 Tnc. yn. Ne 10 (5x2) (200,00
Kr)
28. | TENAP - Acidum - pO34MH Ans Bionoriwe Himeuun Bionoriwe Himeyuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/6553/01/01
KoMmnM. alpha- iH'eKUili o 2,2 Mn Xalinbmitre Ha XainbmitTenb Ha marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
XEENb ketoglut B amnyni; no 5 b Xeernb Xeenb M'M6X akocTi. A®l. KoHTponb AdL. 3miHa y
aricum amnys y KOHTYpHIi v6X MeToAax BunpobysaHHA Adl abo
D10, YapyHKoBIli BUXIAHOIO MaTepiasy/npoMixXHOro
Acidum ynakoBuj; no 1 a6o npoaykTy/peareHTy, Wwo
fumaricu 2 KOHTYpHI BUKOPUCTOBYETLCA Y MPOLLECi
m D10, YapyHKOBI BMPo6HULTBA AP (iHLWI 3MiHW Y
Acidum yMakoBk1 B mMeToAax BUNPOGyBaHHSA
malicum KOpoOLii 3 KapTOHYy; (BKKOYAOUM 3aMiHy a60
D10, no 2,2 MnB L0MoBHEHHS) AdD| abo
Acidum amnyni; no 5 BWXi4HOro/MpOMKHOro NpoAayKTy)
oroticum amnys y KOHTYpHIi 3MiHa MeToAy aHanisy 3a
monohy YapyHKOBI NnokKasHUKOM «KinbkicHe
dricum ynakosLi; no 20 BM3HAYEHHS» i3 hoTomeTpii (Ph.
D6, KOHTYPHUX Eur. 2.2.25) Ha TUTPUMETPUYHNIA
Acidum YapyHKOBUX meTopa, onucaHuii y MoHorpadii
thiocticu yMakoBOK y €Bponeiicbkoi Papmakonei Ha
m D8, Kopo6Li 3 KapToHY BUXiAHY cupoBUHY Histaminum (Ph.
Avena Eur. 2.2.20).

sativa
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Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
marianu
m D3,
Sulfur
D13,
Taraxac
um
officinale
D4,
Thymus
suis
D10,
Veratru
m album
D4,
Vesica
fellea
suis D10
29. | FTEPBIOH® - ekcTpakT | RO5C cmpon, no 150 mn KPKA, a.4., CnoBeHi KOHTPO/b Ta CnoBeHi BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 UA/9748/01/01
cupon pigkuii y thnakoHi; no 1 HoBo mecTo a BUNYCK cepil: a mMartepianis: 3miHu | TUny - 3MiHn peyenma
NMEPBOLUBITY KopeHs h1akoHy pasom 3 KPKA, a.4., Hoso oo 6e3nekn/edeKTMBHOCTI Ta
nepeoLB NaacTKOBO mecTo, CrnoBeHis; hapmakoHarnsagy (iHwi 3miHn)
ity MipHOKO JTOXKOIO B BMPOGHMLTBO "in 3MiHV BHECEHO Y TEKCT MapKyBaHHS
(Radix KapTOHHi Kopobuyi bulk", nepsuHHe nepsuHHOI (N. 4, 6) Ta BTOPUHHOT (M.
Primulae Ta BTOPUHHE 8, 14, 17) ynakoBKU JlikapcbKoro
veris L., nakyBaHHs, 3acoby Ta 3p06/1EHO HE3HAYHI
Radix KOHTPO/b cepii: pepakuiiiHi npaBkn. BBeaeHHA 3MiH
Primulae KPKA, a.4., HoBo NpoTArom 6-T1 MicAUIB micns
elatior L. mMecTo, CrnoBeHis; 3aTBEPKEHHSA. 3MiHW | Tvny -
Hill) Ta KOHTPO/b cepii: AZMiHICTpaTMBHI 3MiHW. 3MiHa
Tpasu Kemilicbki HalimeHyBaHHS Ta/abo agpecu Micud
yebpel, iHCTUTYT, LleHTp 3a NpoBaPKEHHSA AiS/IbHOCTI
10 Banipavilicke BMPOGHMKa/iMnopTepa rotoBoro
(Herba TEXHO/OTIE iH NikapcbKoro 3acoby, BKIOYaKUN
Thymi aHanitiko (LIBTA), AinbHULI BUNYCKy cepii abo micue
vulgaris CnoseHis; NpoBeAEeHHS KOHTPOJIIO AKOCTI.
L., KOHTPO/b cepii: (@isnbHiCTb, 3a AKy Bignosigae
Herba Hewinan BMPOGHMK/IMNOPTEpP, HE BK/IOYaun
Thymi Nab6opaTopi ot BUMNYCK cepiit). 3miHa y agpeci
zygis L.) Xenc, IHBapoMeHT Bupo6Huka KPKA, a.4., HoBo mecTo,

EHp ®ya,
CnoseHii

CoBeHis BiANOBIJa/IbHOIO 3a
BMPOGHULTBO in bulk, nepsuHHe Ta
BTOPWHHE NakKyBaHHs, KOHTPO/Ib, &




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
came 3MiHa iHgekcy 3 8501 Ha 8000.
Micue3HaxomKeHHs BUpOGHMYOT
AiNbHULI HE 3MIHWIO0Ch.
30. | FO3EPENIH goserelin rosepeni | LO2AE | imnnaHTar no 3,6 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in Himeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/15570/01/01
3EHTIBA HY 03 mr; o 1 Pecny6n bulk", nepsuHHe Ha/ mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
aueTtar iMnnaHTarty y ika Ta BTOPUHHE Lseiya ofo 6esnekn/edekTMBHOCTI Ta
Lnpuy- nakyBaHHs, pis hapmakoHarnsgy. 3mMiHu y KOpoTKii
annikatopi KOHTPO/b cepil, XapakTepucTuLi Nnikapcbkoro 3acoby,
(wnpvu-annikatop Bignosigae 3a TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
CKnafaeTbca 3 BUMYyCK cepii: AMB Me[NYHOro 3acTocyBaHHsA
noniMepHoro M6X, HimeuunHa; reHepPUYHUX/ribpuaHNX/GionodibHNX
Kopnycy 3 MiKpO6ionoriyHe NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tpymavem ans TECTYBaHHS: TiEl camoi 3MiHV Ha pedhepeHTHWI
iMnnaHTarty, rosikm €BpodoiHC npenapar (3miHa He noTpebye
Ta nopLuHs); no 1 Biodapma HaaHHA XXOAHNX HOBUX [04aTKOBUX
Lnpudy B MpopgakT TecTiHr AaHnx) 3MiHU BHECEHO A0 IHCTPYKLUT
nakeTuky; no 1 MioHXeH T'M6X, AN MeAnYHOro 3acToCcyBaHHs
abo 3 nakeTukn y HimeuuunHa; nikapcbKoro 3acoby y po3ginm
KapTOHHI nayui cTepunisauis: "®apmakonoriyHi BnacTmeocTi”,
CuHepaxi Xeanc "Oco6nMBOCTI 3aCTOCYBaHHA" 3rigHO
[LaHikeH EROXi, 3 iHchopmalieto Wwoa0 MegnyHoro
LLiBefiuapis; 3acTocyBaHHs pehepeHTHOro
cTepwnisauis, nikapcbkoro 3acoby (Zoladex 3,6
MikpobionoriyHe mg, 10,8 mg, implant). BeegeHHA
TecTyBaHHsA: BB® 3MiH NpoTArom 6-Tu MicauiB nicns
CrepinizeiilwHceps 3aTBEPKEHHS.
i3 F'M6X,
HimeyuunHa,
Mikpob6ionoriyHe
TECTyBaHHS:
Na6op NIC CE &
Ko. KT,
HimeuuunHa;
KOHTPO/b cepii:
YmdcpopaHa Nla6op
hrop AHaNUTIK YHA,
AydhtparcchopuyHr
v6X & Ko. KT,
Himeuunna
31. | FO3EPENIH goserelin rosepeni | LO2AE | imnnanTat no 10,8 | 3eHTiBa, K.C. Yecbka BVMPOGHMLTBO "in Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/15570/01/02
3EHTIBA HY 03 mr; no 1 Pecny6n bulk", nepsrHHe Ha mMartepianis: 3miHu | TUny - 3MiHK peyenmom | niossie
auetar iMnnaHTarty y iKa Ta BTOPUHHE /lWBeiiua LoAo 6e3nekn/edeKTMBHOCTI Ta ae
Lnpuy- nakyBaHHs, pist thapmakoHarisagy. 3MiH1 y KOpoTKili
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n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
annikatopi KOHTPO/Ib Cepil, XapaKTepucTuLi Nikapcbkoro 3acooy,
(wnpuu-annikatop Bignosigae 3a TeKCTi MapKyBaHHSA Ta IHCTPYKUIT Ansa
CKnafaeTbca 3 BUMYyCK cepii: AMB MeMYHOro 3acTocyBaHHsA
nosiMmepHoro 'M6X, HimeuunHa,; reHepUYHNX/TiBPUAHNX/6I0NoAIGHNX
Kopnycy 3 Mikpob6ionoriyHe NiKapCbKNX 3ac06iB NicNs BHECEHHS
Tpumayem gns TECTYBaHHA: TiET camoi 3MiHN Ha pedhepeHTHNI
iMnnaHTaTy, rosikm €BpodoiHC npenapart (3miHa He noTpebye
Ta nopHa); no 1 Bio®apma HaZjaHHS XXOAHNX HOBUX A0AATKOBMX
wnpuuy B MpopakT TecTiHr AaHyx) 3MiHN BHECEHO [0 IHCTPYKLT
nakeTuky; no 1 MIoHXeH TM6X, ONA MeANYHOro 3aCTOCyBaHHS
abo 3 nakeTukn y HimeuuunHa; nikapcbkoro 3acoby y po3ginu
KapTOHHIN nauu cTepunisauis: "®apmakonoriyHi BracTmsocTi”,
CuHeppxi Xeanc "Oco61MBOCTI 3acTOCyBaHHA" 3rigHO
[LaHikeH ERxi, 3 iH(popmadieto Woa0 MegnyHoOro
LLiBeiiuapis; 3acTocyBaHHA pehepeHTHOro
cTepwnisauis, nikapcbkoro 3acoby (Zoladex 3,6
Mikpob6ionoriyHe mg, 10,8 mg, implant). BeegeHHs
TecTyBaHHsA: BB® 3MiH NPOTArom 6-Tu MicALiB nicns
CrepinizeiiHcepB 3aTBEPKEHHS.
i3 F'M6X,
HimeyuunHa;
MiKpOGionoriyHe
TeCTyBaHHS:
Na6op NIC CE &
Ko. KT,
HimeuuunHa;
KOHTPO/b cepii:
YmdhopaHa flabop
dotop AHaUUTIK YHA,
AyhTparcopuyHr
v6X & Ko. KT,
HimeuumnHa
32. | remnono Paracetam | napauet | NO2B TabneTkn; gns TOB YropLum dnamiHro IHAisA BHECEHHS 3MiH 1O peecTpaLifiHnx Ne 4, Ne He UA/6965/01/01
ol, amorn, E51 BMPOGHMKaA Annia®apm Ha dapmacbloTrKanc marepianis: 3MiHa 3asBHuKa /13 10 - 6e3 nionsi2
combinatio | xnopche $namiHro €spona nra., HAais; (MIBM) (BnacHuka peecTpawjiinHoro peuyenma; ae
ns excl. HipamiHy PapmacboTrKanc noceigyeHHs) (3rigHo Hakaly MO3 Ne 200 —
psycholept | manear, NTa., IHAja: no 4 ApTypa Bi 23.07.2015 Ne 460). 3miHu | Tuny 3a
ics heHine TabneTkun y cTpuni, dapmacbioTikans - 3MiHu Wwoao peuyenmom
puHy no 1 crpunyy Met. NITA., IHAiA 6e3nekn/edeKTMBHOCTI Ta
rigpoxso KOHBepTIi; no 4 thapmakoHarnsgy. BeegeHHs abo
pva, TabneTkn y cTpuni, 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
KogpeiH no 1 crpunyy cuctemy chapmakoHarnsgy

KOHBepTi, no 50

(BBEfIEHHS y3ara/lbHEHUX AaHUX Mpo




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
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moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHBEPTIB Yy cuctemy chapmakoHarnsgy, 3amiHa
KapTOHHil YMOBHOBaXEHOI 0cobw,
Kopob6ui; ans BiANOBifA/IbHOT 32 34iICHEHHS
BMPOGHMKA hapMakoHars4y; KOHTaKTHOI 0cobu
ApTypa 3 (hapMakoHarnagy 3asBHuka gns
dapmacbloTikan3 3AilicHeHHA hapMakoHarnagy B
MeT. N14., IHAIN: YKpaiHi, SIKLLO BOHa BigMiHHa Big,
no 4 TabneTtkn y YMOBHOBaXEHOI 0cobw,
cTpuni, no 1 BiANOBIfA/IbHOT 32 34iICHEHHS
CTpUMy Y KOHBEPTI; hapmakoHarnagy (Bkiovarum
no 4 Tabnetkn y KOHTaKTHi AaHi) Ta/abo 3MiHn y
cTpuni, no 1 po3milLeHHi MacTep-chaiina cucremm
CTpUMy y KOHBEPTI, thapmakoHarniagy). 3miHa
no 50 koHBepTiB Y YMOBHOBaXEHOI 0CO6V 3asBHMKA,
KapTOHHiiA BiAANOBIAa/bHOI 3a thapMakoHarnsg,.
Kopo6ui; no 10 [itova pegakuis: Mywkap Hagis
TabneToky B'AuecnasiBHa.
6nictepi, no 1 MponoHoBaHa pegakuis: Ferenc
6nictepy y Barna.
Kopoo6Li 3MiHa KOHTaKTHUX faHnx
YNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
BBeaeHHs1 KOHTaKTHOT 0Co6K
3asBHMKA, BiANOBIAa/IbHOI 3a
3[iiCHEHHS (hapMakoHarnisgy B
YkpaiHi.
MponoHoBaHa pepakuis: BonowmvHa
AHacrTacis AHaToniiBHa.
BBefeHHS KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asBHWIKa,
BignoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy B YkpaiHi.
3MiHa MicLe3HaxXoMKEHHST MacTep-
(paiina cuctemu chapmakoHarnsgy
Ta iioro Homepa.3MmiHa micus
3[jlACHEHHSI OCHOBHOT fisi/IbHOCTI 3
hapmakoHarnisgy. 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy (iHLi 3miHu).
OHOBIEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK
nNikapcbKoro 3acoby.
33. | AE3/TOPATA | desloratad | gesnopa - NMOPOLLOK AT YkpaiHa MopeneH IHAis BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/13873/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
ANH ine TaguH (cybeTaHuisn) y “®apmak” NabopeTopis MaTepianis: 3miHu | TMny -
NoABINHMX Nimiteq, AAMiHICTpaTBHI 3MiHW. 3MiHa
nonieTuIeHoBMX HaliMeHyBaHHsi Ta/abo agpecu
naketax Ans 3asBHUKa (BnacHuKa
BMPOGHMLITBA peecTpaL,iiHOro NoCBiAYEHHS).
HecTepuIbHUX 3MiHa HaliMeHyBaHHA Ta agpecu
nikapcbknx hopm 3asBHuKa 3 NYBJIYHE
AKLIOHEPHE TOBAPUCTBO
«®APMAK>» 3MiHEeHO Ha
AKUIOHEPHE TOBAPUCTBO
«®APMAK». 3MiHu Il TUNy - 3MiHn 3
aKocTi. A®I. (HLWi 3MiHW) OHOBNEHHSA
Bepcii AM® Ha A®| [lesnopaTaguH
Bif, BUpo6GHUKa Morepen
Laboratories Limited, IHais. Ak
Hacnigok, Cneyudikauito Ta Metogm
KOHTposito MKA npuBeaeHo y
BIANOBIAHICTb 4O OPUTiIHANIBHUX
mMaTtepianis BUPOOHMKa 3a
nokasHukamu «P0o3Mip 4acToK»,
«Bofa», «lgeHTndikawis».
34. | AEKBANIHIKO | dequaliniu | geksani - MOPOLLIOK AT YkpaiHa OnoH eC.ni.Ei. ITanis BHECEHHS 3MiH A0 peecTpaLinHmx - UA/10547/01/01
xnoewupg, m Hito (cybcTaHuis) B «Papmak» marepianis: 3miHu | Tuny -
xnopug, MiLLIKax AfMiHICTpaTMBHI 3MiHW. 3MiHa
nonieTUIeHOBMX HalilmeHyBaHHs Ta/abo agpecu
noABiliHVX Ans 3anBHUKa (BacHuKa
BMPOGHMLITBA peecTpauiiHoro NocBigYeHHs).
HecTepubHNX 3MiHa HalimeHyBaHHs Ta agpecu
niKkapcbknx opm 3asBHVIKa (B/1acHMKa
peeCTpaL,iiHOro NOCBIAYEHHS).
3miHu |l Tuny - 3MiHn 3 akocTi. AdI.
(iHWi 3miHW). OHoBeHHA Bepcii DMF
[i040T peyvoBrHY AeKBaniHito
xnopwgy Bupo6Huka Olon S. p, A.,
ITanis.
35. | AEKCANTIH® | dexketopr | gekcket MO1A pO34UnH Ans MeHapiHi Jiokcem B1po6HMUTBO in ITanis BHECEHHS 3MiH 1O peecTpaLiiHmnX 3a He UA/3764/01/01
IH'EKT ofen onpocde | E17 iH’eKUil/iHdY 3N, IHTEpHeLLOoH Gypr bulk, nepBuHHe Ta marepianis: 3miHu | Tny - 3MiHM 3 | peyenmom | nodnse
HY 50 mr/2 mn; no 2 an BTOPWHHE sIKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. ae
TpomeTa M B amnyni, no 1 OnepelilloH nakyBaHHs, 3MiHun y BUPO6HMLTBI. 3amiHa abo
Mon amnyni B c KOHTPO/Ib Ta BBE/IeHHSA [0AaTKOBOI AifIbHNL
KOHTYPHili Tokcembypr BUMYCK Cepili: BMPOOHULTBA 419 YacTUHU abo
YapyHKOBI C.A. A. MeHapiHi BCbOr0 BMPOGHNYOro npouecy
ynakosuj, 1 MaHydakTypiHr roTOBOrO /ikapcbKoro 3acoby




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHTYpHa JloricTikc eHp, (AiNbHMLSA, Ha SKIN NTPOBOASATLCSA
YapyHkoBa Cepsicec C.p.J1,, 6yab-AKi BUPOGHUUI cTagji, 3a
ynakoBka B ITanis; BUHATKOM BUNYCKY Cepii, KOHTPOO
KapTOHHIM Anbcpacirma SIKOCTi Ta BTOPUHHOIO NakyBaHHS
KopobLi; abo no 5 C.n.A., ITanis; [ANsA cTepUIbHUX NiKapCbKNX 3ac06iB
amnys1 y KOHTYpPHIi 3am6oH C.n.A., (BKtOUaouM BUPOGIEHi acenTuyHUM
YapyHKOBIl ITanis METOZLOM), KPiM JTiKapCbKMx 3aco6iB
ynakosui, 1 6io10riYHOro/iMyHOM0riYHOro
KOHTYpHa NOXOMKEHHS). BBEAeHHN
YyapyHkoBa [04aTKOBOT AiNbHULI Zambon S.p.A,
yrnakoBka B Italy sk yacTuHU BUpOGHMYOrO
KapTOHHiiA npoLecy roToBOro fikapCbkoro

Kopobui; abo no 5
amnys y KOHTYpHIi
YapyHKOBIli
ynakosui, 2
KOHTYpPHi
YapyHKOBI
yNaKoBKu B
KapTOHHI Kopo6Lli

3acoby, a came AinbHuLi
BiANOBIAa/IbHOI 32 BUPOGHULITBO in
bulk (BktoYaoun nepsuHHe
nakyBaHHs 4151 CTEPUNTBHUX
nikapcbknx opm). Ak pesynbTar
PeECTpyeTLCA foAaTKOBa YNakoBKa
Nel, Ne5 ta Ne 10 amnyn B
KOHTYPHIli YapyHKOBI ynakoBLi Ans
BMPOGHUKa Zambon S.p.A, Italy.
BBegeHHs 3MiH NpoTsirom 6 MicsiLiB
nicns 3aTBepkeHHsA. 3MiHu | Tuny -
3MiHu 3 SIKOCTi. FTOTOBWIA NiKapCbKnii
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
ab0 BBeAEHHA A0AATKOBOT AiNbHUL
BMPOGHULITBA A/151 YACTUHWN a60
BCbOr0 BMPOBHMYOrO npouecy
roTOBOrO /liKapCbKOro 3acoby
(AiNbHUUA ANA BTOPUHHOTO
nakyBaHHs1). BBegeHHs A04aTKOBOT
AinbHUUi Zambon S.p.A., Italy sk
YacTVHV BUPOGHMYOTO npouecy
roTOBOrO JliKapCbKOro 3acoby, a
came [inbHuLi BiANOBIAaIbHOI 3a
BTOPUHHE NakyBaHHs. BeeAeHHsA
3MiH NpoTSArom 6 MicsiLiB micns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIO SAKOCTI
roTOBOrO /iKapCbKOro 3acoby




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
(3amiHa abo AoJaBaHHsS BUPOOHUKA,

LLIO BignoBiAa€e 3a BBe3eHHs Ta/abo
BUMNYCK cepil) - Bkntoyaroun
KOHTPO/Ib/BUNPOBYBaHHS cepii.
BBefeHHsA 00AaTKOBOI AiNbHUL
Zambon S.p.A., ltaly gns
BMPOGHNYOro NpoLecy rotosoro
nikapcbkoro 3acoby, a came
AiNbHULI BigNoBifanbHOT 3a BANYCK
cepii, BK/ll0HaKUM KOHTPO/b Cepil.
3MiHV BHECEHI B iHCTPYKLito Ans
MeMNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3gim
"BMpo6HUK", "MicLie3HaxomKeHHS
BMPOGHMKA Ta agpecu Micua
NPOBaKEHHSA AOro Aisi/ibHoCTi"
(BHECEHHS [,04ATKOBOI Ai/IbHUL,) 3
MOX/IUBICTIO APYKyBaTH OKpeMi
IHCTPYKLii An1s MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby
019 BiANOBIAHNX BUPOGHUKIB Ta K
Hac/ifoK 3aTBEPAKYETLCA TEKCT
MapKyBaHHS YMakoBK/ NikapcbKoro
3acoby Ans [oAaTkoBoro
BUpPO6HMKa. BBEAEHHS 3MiH
npoTsArom 6 micauis nicns
3aTBEPMKEHHS. 3MiHM | TUnY - 3MiHK
3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoLieci BUPO6HMLITBA FOTOBOIO
NiKapcbKoro 3acoby, BKOHaum
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULTBA). HE3HAYHI 3MiHN Y
npoueci BUpo6HMLTBA FOTOBOrO
nikapcbkoro 3acoby, a came
AeniporeHisaduii amnyn, Wwo
3aCTOCOBYETHLCA Ha BUPOOHMLTBI
Zambon S.p.A., Itania. Po3ginu
3.2.P.2.3, 3.2.P.3.3 oHOBneHI

BignoBigHO. Takox po3gin 3.2.P.3.3
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(nikapcbka
¢popma,
ynakoska)
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Homep
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20
nocsioYyeHHs1

MiCTUTb HE3HAYHI peAakLiiHi 3MiHW.
BBefeHHA 3MiH NpOTArom 6 Micauis
nicna 3aTeepkeHHs. 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NPOBaKEHHS Aisi/IbHOCTI BUPOOGHMKA
(BK/THOYAKOUM, 32 HEOOXIQHOCTI, MicLe
NnpoBefeHHS KOHTPOJIH AKOCTI), abo
BNacHvka mactep-thaiina Ha A®I,
ab60 noctavasibHuka AdI/BuxigHoro
marepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMUTBI A®DI (SKLLO 3a3HAaYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
Bi4NOBIAHOCTI EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
nocbke, abo BUPOOHMKA HOBOI
[0MNOMIDKHOT PEUYOBUHM (SIKLLLO
3a3HayeHo y 0CbE) 3MiHa
HaliMeHyBaHHS BUPOBHMKa fitoyoT
PEYOBUHM fEKCKETONPOheHy
TpomeTamos Ta NPOMKHUX
npoaykTis Dexketoprofen Acid and
Ethyl Benzoyl Phenylproprionate
(Ketoprofen ethyl ester) 3 «
Lodichem s.r.I.» Ha «Lusochimica
S.p.A» Ta 3MiHVN agMiHICTPaTMBHOT
agpecu Lusochimica S.p.A. 3 "Via
Rosolino Pilo 4 - 50131 - Firenze (Fl)
Italy"Ha "Via Giotto, 9 - 23871 -
Lomagna (LC) ITALY". Agpeca
BMPOGHWYOI [i/TbHUL 3a/TMLLAETLCA
6e3 3miH. Po3ginn 3.2.5.2.1,
3.2.5.2.2,3.2.5.4.4 ta MKA
OHOBJIEHO BifAMOBIAHO. TaKoX
PO34inn MiCTATb HE3HAYHI
pefakuiiiHi 3mMiHW.
BBefieHHs 3MiH NpoTArom 6 micsuis
nicnis 3aTBEPHKEHHS

36.

AEHTATE/Nb
®

MEeTPOHi
nasony
6eHsoar,

AO1A

renib ANsi ICEH;
no 20 ry Ty6i; no
1 1y6i B mayy, 3

MPAT
"®ITOPAPM

YKpaiHa

BiANOBIgabHUI 3a
BVMPOGHMLTBO,
NepBUHHE,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3MiHK 3
SIKOCTi. [O0TOBWMIA Nikapcbkumii 3aci6.

6e3
peyenma

UA/6966/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
PO34nH KapToHY BTOPVHHE Cuctema
xnoprek nakyBaHHS, KOHTelHep/3aKynopoBasibHWi 3aci6.
CUanHy KOHTPO/1b SKOCTI 3MmiHa napameTpiB cneumdikadii
LUTTHOKO Ta BMNyCK cepil: Ta/abo foNyCTUMUX MEX NEPBUHHOT
Haty 20 MPAT YyNaKoBKM rOTOBOTO J1iKapCbKOro
% "®ITOPAPM", 3aco6y (iHLWi 3MiHK) - OHOB/IEHO
YKpaiHa,; po3gin 3.2.P.7 Cuctema
BiAnoBigabHMIA 3a KOHTelHep/3aKynoptoBasibHUIA 3aci6
BUPOGHULTBO, Ta OHOBJ/IEHO cneumdikadiio Ha
nepBrHHE, nepBrHHE NakyBaHHSA (Tyoy
BTOPWHHE anoMiHiEBY): pefaKLiiiHi npaBku,
nakyBaHHs, KOperyBaHHs KpuTepiis
KOHTPO/Tb SIKOCTI: NPUIAHATHOCTI 3a NOKA3HUKOM
AT "ly6Hnchapm", «MikpobionoriyHa uicToTa 3rigHo
YKpaiHa, sumor AdY, nofaHO KOHTPO/b 3a
BignoBigasibHWi 3a NOKa3HUKOM «JlaTeKCHE NMOKPUTTSI»,
BUNYCK cepii, He «JlakoBa niBka BHYTPILLUHLOro
BK/IOYA0UM NOKPUTTS», «[OKPUTTS eMaio,
KOHTPO/Tb/BNNPOBY «HaHeCceHHs1 eNleMeHTIB gu3aiHy»,
BaHHsa cepii: MPAT «YnakoBka» Ta «YMOBM 36epiraHHs i
"®PITOPAPM", 3acTepexHi 3axoan», a Takox
YkpaiHa BW/IYYeEHi Aesiki He3HauHi Ta
3acTapini NoKasHUKN.
37. | AEOCTOH cholecalcif | xonekan | Al1C Kancynm m'siki, AT YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH 1O peecTpaLifiHnx 3a UA/21290/01/01
erol bumncpep | CO5 20000 MO, no 10 "®apmak” marepianis: TeXHiYHa NOMUIKa peyenmom
ony Kancyn y 6nictepi; (3rigHo Haka3y MO3 Big 23.07.2015
KOHLEHT no 2 6nictepu y Ne 460) BunpasneHHst TEXHIUHOT
pat nauui NOMUJIKM AONYLLEHOT y MeTogi
(onitHa KOHTPO/II0 3a NoKa3HWKoM "KisibkicHe
copma) BU3HAYeHHs anbda-Tokogepony"y
3 MK4A N3 T1a po3gini 3.2.P.5.2
anba- AHaNITUYHI MeToANKN Npn
Tokodhep peecTpau;i
0/10M B
Tpurniue
praax
cepefHb
oro
naHutora
, Lo
BiAnosig,
ae

XoJiekasl




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
bumndep
ony
(BiTaMiH
D3)
38. | AICTPENTA3 | Streptokin | ctpento | BO6A cynosuTopii CuHTaBepc MonbLia CuHTaBepc C.A. MonbLia BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/5275/01/01
A OICTPENT ase, KiHa3a, A55 pekTanbHi 15000 C.A. martepianis: 3MiHu | TUny - 3MiHK 3 peyenmom
combinatio | cTpento MO+1250 MO no akocTi. CepTudpikat
ns [opHasa 6 cynosmnTopiiB y BignosigHocTI/TE-cepTudcpikar

6nictepi; no 1
6nictepy B
KapTOHHI KopooLli

BiiNOBIAHOCTI €Bponelichkit
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0
MoHorpadii J®Y abo €sBponeincbkoi
thapmakonei, abo iHwoi
HaLjoHanbHOT hapmakonei gepxasu
€C (3miHa y cneundikauisx,
nos'A3aHa 3i 3miHamu B 1Y, a60
€sponeiicbkili hapmakonei, abo
iHLWIA HavioHanbHiV hapmakonel
nepxasu €C). 3MiHW, NOB’A3aHi 3
HeoOXiAHICTIO akTyanisau,i
cneumdikaLii Ha fOMOMKHY
pevOBUHY piakuii napadiH
(BignoBigHo A0 €BponeicbKoI
thapmakonei). 3miHu | Tuny - 3miHun 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMIKHUX PEYOBUH.
3MiHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MeX ANs
[0NOMDKHOT peyqoBUHM (HLLIT 3MiHW) -
[JlofaBaHHA anlbTePHATUBHOIO
BMPOGHUWKa pigKoro napadiHy —
Aiglon Groupe. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
(Bkntovaroun, 3a HeobXigHOCTI, Micue
NpoBELEHHS KOHTPOJIH AKOCTI), 260
B/lacHWKa mMacTep-ghaiina Ha Adl,
ab60 noctavasibHuka AdI/BuxigHoro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMUTBI ADI (SKLLO 3a3HAaYEHO




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

y OOCbE Ha flikapCbkunii 3acib) 3a
BiJICYTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichkit
hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BUPOOHUKA HOBOT
[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HayveHo y fOCbE) - 3MiHa Ha3BKn
3aTBEPAKEHOrO BUPOBHMKA PigKoro
napaciny 3: TOTAL LUBRIFIANTS
Ha: TotalEnergies Lubrifiants. 3miHn
| TMny - 3miHK 3 AkocTi. CepTudpikart
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO
NpVBEAEHHSA Y BiANOBIAHICTb 40
MoHorpadii Y abo €Bponeincbkoi
hapmakonei, abo iHwoi
HauioHa/IbHOI hapmakonei Aepxasmn
€C (3miHa y crneundikawi
HechapmakoneiiHoro A®| ans
NpVBEAEHHSA Y BiANOBIAHICTb 40
BuMmor [IdY a6o €sponeiicbKoi
hapmakonei, abo iHwoi
HauioHa/IbHOI hapmakonei Aepxasmn
€C) - JonomixHa
peuyoBVHa/BUXIAHWIA MaTepian ans
BMpO6HMUTBa ADI - akTyanizauis
cneuuaqikaLii Ha LONOMiKHY
peyoBWHY TBEpAUIA Xu1p (BiLNOBIAHO
no Ph. Eur.) Ta, SiK Hacnigok,
BUJa/IeHHA MiCUSA KOHTPOSIIO cepii:
Poz Lab sp. z 0.0.. 3miHu | Tyny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapcbknii
3aci6. Onuc Ta cknag, (iHwWi 3miHK) -
[lopasaHHa anbTepHaTUBHOIO
BMPOBHMKA [OMOMIKHOI PEHOBUHM
Teeppwii xup: «Croda Europe
Limited» nopsg, i3 3aTBepmKeHnm
«lOl Oleo GmbH>. 3miHu | TUny -
3MiHu 3 SKOCTi. FOoTOBMIA NiKapCbKUiA
3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHUI 3aci6.
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3MiHa nocTavasibHVKa nakyBaslbHUX
Marepianis abo KOMMIEKTYUUX
(AKW0 3a3HaYeHOo B A0CLE) (3aMiHa
abo AofaBaHHA nocTavyasibHMKA) -
AxTyanisauia cneuudikauii Ha
nakyBasbHWiA maTepian PVC/PE foil
(BignosigHo go Ph. Eur.) Ta
[ofaBaHHA aflbTepHaTUBHOIO
BMPO6HMKa honbrn - SARONG.
3MiHuM | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa napameTpiB cneuugikawii
Ta/abo [oMyCTUMUX MeX NEPBUHHOI
yNakoBKM rOTOBOrO NikapCbKOro
3aco6y (BWTy4YEHHS1 HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapinoro
nokasHuka)). BuganeHnHs napametpa
«TeCT Ha UNTOTOKCUYHICTb» (TecT
NPAMOro KOHTakTy) 3i cneuudikauii
NepBUHHOT YNakoBKMN NIKAPCLKOro
3aco6y — nniskn PVC/PE. 3MiHn |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOBGHMUTBI. 3MiHa po3mipy cepii
(BKTrOYatoUM djianasoH po3mipy cepir)
roTOBOro NikapcbKoro 3acoby
(macwtab gns nikapcbkoro 3acoby
6io10riYHOro/iMyHOM0riYHOro
NOXOKEHHSA
36i/1bLUMBCSA/3MEHLLNBCA 6€3 3MiHN
BMPOGHMYOro npoLecy (Hanpuknag,
Ay6niosaHHA NiHii)) - JlogasaHHA
36iNbLLEHOrO po3Mipy cepii
nikapcbkoro 3acoby — 54 000
cynosutopiis £10%, nopsg, 3
6a30B1M po3mipom cepii — 36 000
cynosutopii +10%. Kpim Toro, 6yso
BHECEHO pejaKLiiiHi BUNpaBneHHs
[0 KiSTbKOCTi AONOMDKHUX PEYOBUH,
LLI0 BUKOPUCTOBYIOTLCA AN1A
BMPOGHMLTBA OfHiEl 6a30BOI cepil
(Mogynb 3.2.P.3.2 Cknag Ha cepito).
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Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHn | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTposnib A®I. 3miHa y napameTpax
cneyudikalin Ta/abo gonycTummnx
MEX, BU3HAYEHMX Yy cneumdikawisx
Ha A®|, abo BMXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y NPOLEC
BMpPOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiZANOBIAHUM METOAO0M
BUNPOOYBaHHS) - [JONOBHEHHSA
cneuudikauii APl nokazHMKOM:
lAeHTNYHICTL cTpenTokiHa3wn (test
method — in-house, fibrinolytic
method). 3MiHu | TUny - 3MiHK 3
AKOCTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYCTUMUX MEX, BUSHAYEHUX Y
cneundikauiax Ha A®l, abo
BVXIigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y NPOLEC
BMpOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHUM METOAO0M
BUNPOOYBaHHS) - JONOBHEHHSA
cneuudikauii APl nokasHMKOM:
|AEHTNYHICTb CTpenToAopHasm (test
method — in-house, fibrinolytic
method). 3MiHu | TUNy - 3MiHK 3
sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
hapmakonei/moHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTbL A0
MOHorpadii oY abo €Bponeiicbkoi
thapmakonei, abo iHwoi
HaLjoHanbHOT chapmakonei aepxasu
€C (3miHa y cneumdikawi
HechapmakoneiHoro A®| ans
npuBeLeHHs y BiANOBIAHICTbL A0
BuMor JdY abo €Bponeiicbkoi
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thapmakonei, abo iHLwoi
HauioHanbHOI dhapmakonei gepxasun
€C) - A®| - HesHauHi 3MiHKn 0
cneuundikauii A®l Streptokinase and
Streptodornase Powder — 3miHa In-
house meTtogy (SPB/DKJ/34) Ha
MeTo, ONNCaHNI y YNHHOMY
BMAAHHI €Bponeiicbkoi thapmakoneri,
A5 BUNPO6YBaHHSA 3a NOKa3HUKOM
«PO3YMHHICTbY.

39.

AYDACTOH®

dydrogest
erone

oyapore
CTepoH

GO03D
BO1

TabneTku, BKPUTI
NAiBKOBOO
o60osoHKot, o 10
Mmr; no 14 a6o 20,
abo 28 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHi KopobLyi

A6GOTT
Xenckea
MpopakTc
B.B.

Higepna
HAV

A6GOTT
Bionogxikan3 b.B.

Higepna
HAW

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarniagy. 3miHa 4yactoTu
Ta/abo TePMIHIB NOAAHHA PErynspHoO
OHOBJ/IIOBaHVX 3BITiB 3 6e3nekn
NiKapCbKNX 3aco6iB - 3MiHM YacToTh
Ta TePMiHiB NOAAHHS PerynsapHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku.
[itova pepakuia: Yactota nogaHHs
perynspHo OHOB/IOBAHOTO 3BITY 3
6e3nekn 13 pokis.

KiHueBa gata Ana BKIOYEHHS faHNX
[0 perynspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun - 22.04.2025 p.

Jata nogaHHs - 21.07.2025 p.
MponoHoBaHa pepakujis:
YacToTa nogaHHs perynsipHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn 9
poKiB.

KiHueBa fata Ans BKIOYEHHS faHnX
[0 perynsapHoO OHOB/OBAHOIO 3BITY 3
6e3nekun - 01.02.2028 p.

[ara nogaHHs -01.05.2028 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BIANOBIAHO A0 NEpPIOANYHOCTI
nofaHHA PerynsapHoO OHOB/IIOBAHUX
3BITiB 3 6@3neKn likapcbkux 3acobis
y €EC

3a
peyenmom

UA/3074/01/01

40.

EKBATOP

Lisinopril
and
amlodipine

nisuHon
pun (y )
BUTNAAj
nisuHon

Co9B
BO3

Tabnetkn, 20 mr/5
mr, no 10
TabneToky
6nictepi; no 1, 3

BAT
"leneoH
PixTep"

Yropim
Ha

BAT "T'eneoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarisgy. BeeaeHHsi abo

3a
peyenmom

UA/3211/01/03




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
puny abo 6 6nictepiB y 3MiHM [0 y3arasibHeHVX JaHuX Npo
ourigpat KapTOHHil cuctemy thapmakoHarnsgy
y) Ta ynakoBLi (BBEAEHHSA Y3araslbHEHNX AaHuX Npo
amnogn cuctemy chapmakoHarnsgy, 3amiHa
niH (y YMOBHOBaXEHOI 0cobw,
BUrNAAI BiANOBiAA/IbHOT 32 34iICHEHHS
amnogn hapMakoHars4y; KOHTaKTHOI 0cobu
niHy 3 (hapMakoHarnagy 3asBHuka gns
6esunar 3AiicHeHHA hapMakoHarnagy B
y) YKpaiHi, SIKLLO BOHa BigMiHHa Big,
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLeHHi MacTep-chaiina cucremm
thapmakoHarniagy) 3miHa
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/LHOI 3a thapMakoHarnsg,.
[Litouva pepakuis: AtTina Onar.
MponoHoBaHa pepakuis: flacno
Cekell. 3MiHa KOHTaKTHWUX JaHUX
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag.
3MiHa KOHTaKTHUX aHnX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBiga/IbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxXoMKEHHST MacTep-
tharina cuctemm hapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHs1 OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.
41. | ENANOPA® insulin iHCyniHy | A10A po3unH Ans TOB YkpaiHa CaHodpi-ABeHTiC Himeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/10240/01/01
glulisine rnonisu B0O6 iH'ekuiin, 100 "CaHodi- Lonunang MrmeX Ha MaTepianis: 3miHu | TNy - peuyenmom
H Op./mn; Ne 5:no 1 ABeHTIC AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs
(npopykT KapTpupKy no 3 Ykpaina" BMPOGHWYOT AinbHNL (BKIHOYAKUM
pekomoi M1, ginbHuui ans A®Il, npoMiHoro
HaHTHOI BMOHTOBAHOMY B npoAyKTy abo roToBOro NikapCbKoro
[OHK- 0fiHOpa3oBuii 3acoby, AinbHULi AN NpOoBEAEeHHS
TEXHOM0 NPWCTPIN - Wnpuy- nakyBaHHs!, BUPOBOHMKa,
rif i3 pyuxky ConoCrap® BiZiNOBIfA/IbHOTO 3 BMMYCK Cepiid,
3actocy (6e3 ronok ans MicL,e NpoBeAeHHS KOHTPO/IHO cepil)
BaHHAM iH'ekwjin), no 5 ab0 nocravyasibHMKa BUXiAHOTO
Escheric LUNPUL-PYHOK Y marepiany, peareHty abo
hia coli) KapTOHHI Kopobui [0NOMIDKHOT PeYOBMHM (SIKLLLO
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3a3HayveHo y gocke) (A.7. 1A),
BuaaneHHs BUPOGHMYOT AiNbHULI
Celonic Deutschland GmbH & Co.
KG, Germany B sikocTi
a/IbTePHaATUBHOT
AiNbHULI,BigNOBIAaNBHOT 3a
KOHTPO/Ib AKOCTi A®I ans
TeCTyBaHHS 3a NOKa3HNKOM BMICTY
E. coli 6inkiB (ECP) , 3aTBEepaxeHuii
BMPO6GHMK BUPOOHMLTBO Analytical
testing and final batch release:
Sanofi-Aventis Deutschland GmbH
Industriepark Hochst Bruningstrasse
50 - 65926 Frankfurt am Main
Germany. 3MiHu Il Tuny - 3miHK 3
AKOCTi. A®l. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHA Adl abo
BUXifHOro Martepiasy/npoMixXHOro
npoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECI
BMpOGHULTBA API (CyTTEBA 3MiHA Y
6ionioriyHomy/imyHo0riYHOMY/iIMYHO
XiMiYuHOMYy MeToZi BUNpobyBaHHS
abo meTogi, y SKomy
BMKOPUCTOBYETLCA BIO/IONIYHWIA
peareHT ans 6ionoriyHoro A®l, abo
oro 3amiHa), 3amiHa MeToay
TecTyBaHHA A®| ans BusHayeHHs E.
coli 6inkis (ECP) 3 (ILA) meTogy
(Immuno-Ligand Assay) Ha HOBWi
ELISA meTtopg (Enzyme-Linked
Immunosorbent Assay). TecTyBaHHS
meTogom ELISA BnpoBagKyeTbca
0151 BUPOOHMYOT AinbHuui Sanofi-
Aventis Deutschland GmbH,
Germany, fika BiAnoBsigae 3a
KOHTPO/Tb SIKOCTi Ta BUNYCK cepii
AdL.

42,

EPIYC®

desloratad
ine

nesnopa
TafVH

ROGA
X27

cupon, 0,5 mr/mn;
no 60 mn a6o no
120 mn 'y pnakoHi;
no 1 donakoHy
pasom 3 MipHO

Baiiep
KoHcblomep
Kep Al

Lseiiya
pis

OpraHoH XelicT
B.B.

Benebris

BHECEHHS 3MiH [JO peecTpavifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
AKOCTi. Men4Hi npucTpoi. 3miHa
NPUCTPOIB [/19 BUMIPIOBaHHSA [03M1
ab0 BBeAEHHS NikapcbKoro 3acoby

6e3
peyenma

UA/5827/02/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NIOXXeuKor abo (@opaBaHHA abo 3amiHa MPUCTPOI,
[03yH0UMM AKUIA HE € HEBI'EMHOI0 YACTUHOLO
Lnpuuom y NepBUHHOT yNakoBku) - MpucTpii,
KapTOHHI KopooL;j ki mae CE-MapKyBaHHS.
3aMiHa cynyTHbOro BUMIiptoBasIbHOro
NPUCTPOLO, @ camMe MIpPHOT JIOXEYKH,
AIka BXOAUTb [0 KOMMIEKTY
nikapcbkoro 3acoby Epiyc® cupon.
MponoHoBaHa HoBa MipHa /TOXeukKa,
Lo mMae rpagytoBaHHsa 1,25 mn, 2,5
M Ta 5 M.
43. | ECKANEN levonorge | nesoHop | GO3A TabneTtku, Wo BAT Yropwm BAT "TeneoH Yropwm BHECEHHS 3MiH 40 peecTpayjiinHmx 3a UA/4789/02/01
strel rectpen | DO1 AVCNepryoTbes B "lepeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3MiHK peyenmom
pOTOBIA PixTep" Loao 6e3nekn/edeKTUBHOCTI Ta

NOPOXHWHI No 1,5
Mr;

no 1 rabnetuiy
6nictepi; no 1
6nictepy y nakeTi
3 SlaMiHOBaHOT
atoMiHiEBOT
donbru; no 1
nakeTy B
KapTOHHiiA
ynakoBLi

hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHVX Npo
cucTemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0co6M,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy (Bkuyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekell. 3MiHa KOHTaKTHWUX JaHUX
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiAnNoBiga/IbHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBiga/IbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
dharina cuctemu papmakoHarnsagy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa Micus 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.
44. | E®PEPA/ITAH | paracetam | napauet | NO2B PO34MH OpasbHUA YMNCA CAC | PpaHuis YMNCA CAC PpaHuis BHECEHHS 3MiH [JO peecTpaLifiHnx 6e3 He UA/5237/02/01
ol amorn EO1 3%, no90 mny marepianis: 3miHu | Tuny - 3miHn 3 peyenma | nionse
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. ae

donakoHi; no 1
hnakoHy B
KOMNAEeKTi 3i
LUMpMLOM ANst
[03yBaHHA Y
KapTOHHI Kopo6Lyi

Onwc Ta cknag. 3miHa y cknagi
(BOMOMIKHUX peYOBMHAX) rOTOBOrO
nikapcbKoro 3acoby (CMakoBi
no6askn abo 6apBHUKN) -
[opasaHHs, BUyYeHHs abo 3amiHa
3aMiHa kapamesibHO-BaHi/IbHOro
apomaTtmn3artopy, kvl MiCTUTb Kiflbka
[OOMNOMKHMX PEYOBUH 3 BiAOMUM
edekToM (NPonisIeHr/ikoNb,
6eH31NoBMi cNnpT i cynbith), a
Takox 6apBHUK (kapamenb E150d)
Ha apomaTn3aTop MoyHUYHWIA, Lo
MICTUTb NLIE OfHY [OMNOMDKHY
PEYOBUMHY 3 BifOMVM ehekToM
(nponineHrnikonb). 3MiHX BHECEHO
[0 [HCTpyKUii g5 MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby
0o posginis "Cknag", "OCHOBHIi
pi3nKo-XiMiuHi BnacTusocCTi”,
"Oco6nMBOCTI 3aCTOCYBaHHA"
CTOCOBHO iHGhopMaLii MPo AONOMKHI
peyoBUMH (CMakoBi fo6aBku, B
[0MOMIKXHMX pevoBuHax (B
apomartun3artopi NosiyHNYHOMY
MICTUTBbCS NPOMINIEHINIKONB)) Ta
BigNoBiAHI 3MiHN B TEKCTI
MapKyBaHHS YMakoBK/ NikapcbKoro
3acoby BBefeHHs1 3MiH NpoTArom 6-
TV MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHN Y NpoLeci
BUPOGHMLITBA FOTOBOrO NiKapCbKOro
3aco0y, BK/IOYaKUy NMPOMKHWIA
MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOOBHWLTBI FOTOBOrO iKapCbKOro
3acoby (He3HauyHa 3MiHa y npoueci
BMPO6HULTBA). He3HaYHa 3MiHa Y




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
npoLeci BUPOGHULITBA, a came 3MiHa

nopsiaKy BBeAEHHSA NIMMOHHOT
KUCMOTUN 3 OCTAHHLOIO BBELEHOIO
NPOMIXHOIO NPOAYKTY Ha BBELEHHS
6e3nocepeHbO NiCNs A0AaBaHHA
napaueTtamosy Ta nepep cragieto
inbTpauii. Mig yac po3pobkn
3anpornoHoBaHoro cknagy 6yno
NpPOAEMOHCTPOBAHO, LLIO NMOPAA0K
BBEAEHHA NIMMOHHOI KNUC/NOTU He €
BaXK/IMBUM i He BM/MBAE Ha
BMPOBNEHNIA PO3UMH. 3MiHM | TUny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapCcbknii
3aci6. 3MiHV Yy BUPOOHMLTBI. 3MiHN Y
npoLieci BUPO6GHMLITBA FOTOBOIO
NiKapcbKoro 3acoby, BK/OHakum
MPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO NlikapCcbKoro 3acoby (iHLwi
3MiHK). BHeceHHs 3MiH g0
p.3.2.P.3.3 Onuc BMpo6HUYOro
npouecy Ta KOHTPOSI npolecy, a
came fofaHHsA Yacy 36epiraHHs
po3uuHy 35 AHiB B pe3epsyapi A1
36epiraHHs nepeg onepawuiero
NepBMHHOIO NakyBaHHA. 3MiHu |
TUny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTI/lE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. 3miHu,
NoB'sA3aHi 3 HEOOXIAHICTIO
npvBeAeHHs y BiANOBIAHICTb A0
MoHorpadii PY abo €BponeiicbKoi
thapmakonei, abo iHLWoi
HauioHanbHOI dhapmakonei gepxasun
€C (3MmiHa y cneundikadii
HedhapmakoneHoro A®l ans
npvBeAeHHs y BiANOBIAHICTb A0
BumMor [idY abo €sponeiicbKoi
chapmakonei, abo iHLwWoi

€C) - lonomixHa

HauioHanbHOI dhapmakonei gepxasun

pPeYOBUHA/BMXIAHNIA MaTepian aas




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BUpo6HMLTBa ADI. MNMprBeAEHHS
crneundikavii 418 KOHTPOSO PiaKoT

caxaposu y BifnoBigHICTb [0 BUMOT

MoHorpadii EP. 3miHun | Tuny - 3MiHu

3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.

KOHTpOs1b roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(3BYXXEHHS fONYCTUMMUX MEX).
3BYXXEHHS KpUTEPIiB NPUAHATHOCTI
3a n. «CynpoBigHi AOMILLKW» ans 4-
amiHocpbeHony 3 0,015% Ha 0,010 %
[ON5 cneumaikaii npy BUNycKy Ta Ha
TepMiH NpugaTHoCTI. 3MiHK | Tuny -
3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbKnii
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[OMYyCTUMUX MEX roTOBOro
nNikapcbKoro 3acoby ([ONOBHEHHS

Bi4NOBIAHNM METOAOM
BUNPoBYBaHHS). [JonoBHEHHSA
cneundikauii /13 nokasHmkamm
«Bypab-ka HeifeHTuikoBaHa

NpuBEAEHHSM Y BifNOBIAHICTb
YNHHOMY perflameHTy Ta

3MiHu | TUNY - 3MiHK 3 AKOCTI
[oTOBWIA NNikapcbkuit 3aci6.

KoHTpo/1b rOTOBOrO NiKapChbKo
3acoby. 3miHa y MeTofax

3acoby (He3HayHa 3MiHa y
3aTBEPMHKEHNX MeTofax

crneungikawii HOBUM NOKA3HMKOM 3

Jomilka» Ta «Cyma fOMILLOoK» 3
KpUTEPIAMU NPUAHATHOCTI «0,05%»
Ta «0,1%>» BiANOBIAHO, Y 3B'A3KY 3

pekomeHgauism ICH Q3B (R2).

BUNPOOGYBaHHS). BHECEHHSI

ro

BMNPOOYBaHHS rOTOBOTO /liKapCbKOro

He3HauyHWX 3MiH go metogdy BEPX,

SIKUIA BUKOPWUCTOBYETLCS AN TECTY
KinbKicHe BU3Ha4YeHHs1
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Hassa*

napaueTtamosy Ta cop6arty kaito.
3MiHa JOBXUHM Ta fiameTpa
KOMOHKM 3 aganTaujieto Ao 06’emy
iH'eKLji Ta TemnepaTypu kamepu ans
3paskiB. TUM KOMOHKM 3a/MLLAETbCs
HEe3MiHHUM. 3MiHW | Tuny - 3MiHK 3
AKOCTI. [O0TOBWMIA NNikapcbkunii 3aci6.
Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa napameTpiB cneungikawii
Ta/abo [OMyCTUMUX MeX NEPBUHHOI
yNakoBKM rOTOBOrO NikapCbKoro
3acoby (goAaBaHHS abo 3amiHa
nokasHuka 3a pesynbTaTtamu
nocnigpkeHb 3 6e3nekun abo SKOCTI).
3amiHa TecTy «30BHILLHI adiameTp
rOp/IOBMHY 3 BEPXHBLOM Pi3bO0L0» Ha
TECT «30BHILLHI fiameTp ropsoBUHA
Ha pi3bbi» y cneyudpikauii
NepBUHHOIO NakyBaHHA Ans
chnakoHy 90 mn. Matepian Ta
hopma h/1akoHy He 3MIHWINCD.
3arsepmxeHo 3.2.P.7 Polyethylene
terephthalate bottle (90ml) External
diameter of the neck with up-thread
27.1to 27.9 External diameter of the
neck with down-thread 27.8 to 28.2
3anponoHoBaHo - 3.2.P.7
Polyethylene terephthalate bottle
(90ml) External diameter of the neck
on thread 26.9 to 27.3 External
diameter of the neck on bead 27.55
to 27.95 BBeieHHsA 3MiH NPOTAroM 6-
TV MICALB NIC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkuWii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUI 3aci6.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX NePBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro
3acoby (goaaBaHHS abo 3amiHa
nokasHuka 3a pesynbTartaMmu
nocnimpkeHb 3 6e3nekn abo sIKOCTI).
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3amiHa TecTy «30BHILLHI giameTp
FOP/IOBVHM 3 HUXKHBOIO Pi3b60I0» Ha
TECT «30BHILLHI fiameTp ropaoBUHA
Ha KoBnauyky» ans donakony 90 M.
MaTepian Ta hopma thriakoHy He
3MiHWAKUC. 3aTBepaxeHo - 3.2.P.7
Polyethylene terephthalate bottle
(90ml) External diameter of the neck
with up-thread 27.1 to 27.9 External
diameter of the neck with down-
thread 27.8 to 28.2 3anponoHoBaHO
- 3.2.P.7 Polyethylene terephthalate
bottle (90ml) External diameter of
the neck on thread 26.9 to 27.3
External diameter of the neck on
bead 27.55 to 27.95 BBefeHHS 3MiH
NpoTArom 6-Tu MicALiB nicns
3aTBEPPKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKoro 3acoby
(36iNbLUEHHs TEPMiIHY NpUAAaTHOCTI
roTOBOro fikapcbKoro 3acoby) -
Micns nepLuoro poskpuTTA
(nigTBEPAXYETLCA AaHUMK
peasibHOro Yacy). 36inbLUeHHs
TepMiHy NpuAaTHOCTI Nic/1a nepLioro
BiaKpuTTA Ans MN3 3 3 micauis go 6
MicsLiB.
3MiHV BHeceHo A0 IHCTpykuii ans
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao posainy
"TepMiH npuaaTtHocTi " (36iNbLIeHHSs
TepMiHy NpUAATHOCTI NiC/1A NepLuoro
PO3KPUTTS) Ta BiAMNOBIAHI 3MiHN B
TEKCTi MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby. BeefeHHsA 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AKOoCTi. MeguuHi npucTpoi. 3miHa
NPUCTPOIB A/151 BUMIPIOBAHHSA 403K
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ab0 BBeEHHS NikapCbKoro 3acoby
(mopaBaHHA abo 3aMiHa NpUCTPOLo,
AKUIA HE € HEBIA'EMHOI0 YACTUHOLO
NepBUHHOT yNakoBku) - MNpucTpii,
Aknii mae CE-mapkyBaHHS. 3amiHa
NPUCTPOIO AN A03YBaHHSA 3 MiPHOT
JIOXKKW Ha LWINpWL, NS AO3YBaHHS,
AKUIA KpaLle nigxoanTb Ans
3aCTOCYBaHHSA A1 MaIEHbKUX
niTeld. TakoX 3MiHIOETbCS NOYaTOK
rpafytoBaHHs Barv, WO HaAHOCUTBLCSA
Ha NPUCTPIi ANa [03yBaHHA 3 4 Kr
Ha 3 Kr. pagytoBaHHs OXOMN/IOE Big,
3 Kr g0 16 Kr 3 rpaflyloBaHHAM
KOXHOTrO Kr. MpucTpiii mae
cepTugoikaT mapkyBaHHA CE. 3MiHn
BHeCeHO A0 IHCTpyKui ans
Me/MNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainis
"YnakoBka" (LoAo wnpuua ans
[03yBaHHsA) Ta "Cnoci6
3acToCyBaHHsA Ta A03un" (CTOCOBHO
npasu/ BUKOPUCTaHHSA LWnpuua ans
[03yBaHHS), BifNOBIAHI 3MiHW B
TEKCTi MapKyBaHHS ynakoBKu/
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPMAKEHHS. 3MiHM | TNy - 3MiHK
3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3aco6y (iHWi 3miHNn). OHOBNEHHS
MK$ pns nikapcbkoro 3acoby, a
came - BUK/IafleHHA TEKCTY
[OepXXaBHOK MOBOIO, 3rigHO
Cy4yacHVX BUMOT. 3MiHu | Tvny -
3MiHuM Wopao 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHm).
3MiHV BHeceHo A0 IHCTpykLii ans
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao posainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiZANOBIAHO 10 OHOBMEHOT
iHdbopMaLii woao 6esneku
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3aCTOCYBaHHS AONOMDKHUX PEYOBUH.
BBefeHHA 3MiH MPOTATroM 6-Tu
MicsLiB NiCNsA 3aTBEPKEHHSA. 3MiHN
| TMny - 3mMiHKn WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHECEHO [0 TeKCTy
MapKyBaHHS1 YNakoBKU J1ikapCbKoro
3acoby (n. 3 Ta n 17 MmapkyBaHHs
BTOPMHHOI YNaKkoBKu Ta n.6
MapKyBaHHS NEPBUHHOI YNaKoBKW).
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALiB Nicns 3aTBEPAKEHHS. 3MiHK
I TMny - 3mMiHn Wwoao
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun nikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpavjiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
LOCnimpKeHb, NPoBeAEeHNX
BIAANOBIAHO [0 NMaHy negiatpuyHnx
pocnigxeHb (PIP) (3miHy y3rogpkeHo
3 KOMMETEHTHUM YMOBHOBaXXEHNM
opraHom). 3MiHN BHECEHO [0
IHCTPYKUIT 415 MeAnYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby
[0 po3zinis "B3aemMogis 3 iHWMMK
nNiKkapcbkumm 3acobamm Ta iHLWi BUAn
B3aemMogiii”, "OcobnnBoCTi
3actocyBaHHs", "lMob6iyHi peakwii”
BiMOBIAHO 4O OHOBMEHOT
iHchopmauii Lwoao 6e3nekm
3aCTOCYBaHHS fit040I Pe4OoBUHM
BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB nicna 3aTBepmKeHHs. 3MiHU
Il Tuny - 3MiHK 3 AKocTi. FoTOBWMIA
NiKkapcbkuii 3aci6. Onuc Ta cknag.
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3MiHa y cknagi (4onoMiKHMX
peyvoBMHAax) roTOBOrO JlikapCbKoro
3aco6y (iHLWi LONOMiXKHI pevoBUHM) -
AKICHI ab0 KiNbKIiCHI 3MiHM 040
OfHIET ab0 AEKiNbKOX AOMOMIKHUX
PEYOBUH, SIKi MOXYTb 3HAYHO
BM/IMHYTK Ha 6e3neky, SKiCTb abo
e eKTMBHICTb rOTOBOr0 NiKapCbKoro
3acoby
BHeceHHs AKiCHUX Ta KiflbKICHUX 3MiH
LA [EKINBKOX [ONOMDKHUX
PEeYoBUH, a came: -3MeHLUEHHS
KinbKOCTi Makporosty 6000 3 20%
Maca/o6’em a0 15% maca/o6’em;
-foaasaHHA rniuepuHy (26,25%
Maca/o6’em) g1 KoMmneHcawii
3MEHLLEHHS BMICTY Makporosy Ta
niATPUMKM afiekBaTHOI contobinisawii
napaueTamosly y roToBoMy NpoaykKTi;
-3MEHLLEHHS KiJIbKOCTi caxaposu 3
50 % maca/o6’em go 40%
Maca/o6’eM; -3MiHa CMaKky Bif,
KapamesibHOro/BaHinibHOro A0
NOSTYHUYHOTO 3i 36i/IbLUEHHSAM
nponopujii cMaky B roTOBOMY
npoaykTi (8ig 0,2% m/v go 0.46 m/v)
Ansi 36epeXeHHs NPUAHATHOro
CMaky; -BiANoBiAHE 3MEHLLEHHS
4yacTku oumeHoi Boau 3 36,8
roTOBOro NPOAYKTY A0 26,9%. 3MiHn
BHECEHO A0 IHCTpyKuii gns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posainy
"Cknag" iHcpopmauisi CTOCOBHO
[L0MOMDKHOT peyoBuHM riivepuH (E
422) Ta BiANOBIAHI 3MiHU B TEKCTI
MapKyBaHHS! YNakoBKW J1ikapCbKOro
3acoby. BBegeHHs 3MiH npoTsArom 6-
TN MiCALIB MiCNA 3aTBEPPKEHHS.
3MiHun Il TMNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb
ab0 A0NYCTUMUX MEX,
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BCTaHOB/IEHMX Y cneumdikayisx, nig
Yyac BUpO6GHULTBA FOTOBOrO
NiKapcbKoro 3acoby (po3LUMpPeHHs
3aTBEPMHKEHUX JOMYCTUMUX MEX
0151 NOKA3HUKIB, SIKi MOXYTb MaTu
iCTOTHWI BNAMB Ha 3arasbHy SKiCTb
roTOBOrO NiKapCbKoro 3acoby).
BHeceHHs 3miH go p.3.2.P.3.4
KOHTPONb KpUTUYHKX CTagil i
NMPOMIXHOI NPOAYKLIT, a came- 3MiHa
KpUTEepIiiB NPUAHATHOCTI BigHOCHOT
LLiMILHOCTI NPOMDDKHOTO MPOAYKTY
(PO34KHy) 4151 KOHTPOSIO Mifg Yac
BMpo6HuUTBa 3 1,15-1,19 Ha 1,17-
1,21. fliana3oH +0,2 36epiraeTbcs.
3MiHun Il TMNY - 3MiHKX 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(3miHa 3HaxoANTbLCS No3a
3aTBEPMKEHUMN AOMYCTUMUMU
mexamu crneuudikawin)
3MiHa KpuTepiiB NPUIAHATHOCTI Npun
BWMYCKy 3a N. «BigHoCHa ryctuHa» 3
«1,15 00 1,19» Ha «1,17 0o 1,21»,y
3B'A3Ky 3i 3MiHOtO cknagy M13.
[iana3oH 0,2 36epiraeTbcs. 3MiHMn
Il Tuny - 3miHN Woao
6e3nekn/ePeKTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(mopaBaHHsA HOBOTO TEpaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEPMHKEHOMY NOKa3aHHi). 3MiHK
BHECEHO A0 IHCTpyKuii gns
MeJNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby Ao posgainy
"MokasaHHs" (3MiHa Y
3aTBEPAKEHOMY NOKa3aHHi, a came
"CMnNTOMaTUYHE NiKyBaHHSA
3aXBOpPHOBaHb, Lo
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45. | EBPOHEKC

tranexami

c acid

TpaHeKc
amoBa
Kncnorta

BO2A

PO34MH Anst
A02

iH'ekwji, 100
Mmr/mn; no 5 M B

€8po
Naiidokep

Mpaisit

IHais

Crepun-xeH
Naiigp CaiieHcn3

Ta NOMIpHOT iIHTEHCUBHOCTI Ta/abo
nigBULLEHHAM TeMneparypu Tina.
Jlikapcbkuii 3aci6 npusHayveHnin ons
niTeli 3 macoto Tina Big 3 go 32 kr
(Npn6n3HO Big, HAPOMKEHHA [0 12

POKiB) Ta SIK HAcNiAoK 3MiHM A0
po3gainis "Cnoci6 3acTocyBaHHs Ta
nosu”, "[iTn" Ta BigNoBIAHI 3MiHK B

TEKCTi MapKyBaHHS ynakoBKu/
nikapcbkoro 3acoby (n.15, n.17
MapKyBaHHS BTOPUHHOI YNaKoBKu Ta

N.6 MapKyBaHHS NePBUHHOI
ynakoBKm). BBeieHHA 3MiH MPOTArom
6-TV MicALIB NIiCNA 3aTBEPLKEHHS.
3MiHn Il TURY - 3MiHK WoAa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHu y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHSA Ta IHCTPYKUIT Ansa
MeJIMYHOro 3aCTOCYBaHHS y 3B’A3KY
i3 HOBMMUW AAaHVMMK 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMY AaHUMK
Ta JaHumu 3 dpapmakoHarnsagy.
3MiHM BHECeHOo Ao IHCTpyKuii ans
MeJNYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby Ao po3ainis
"®apmMakosioriyHi BnacTneocTi”,
"MMpoTunokasaHHsa", "

, "Ocob6nuBi
3axoau 6esnekun”, "OcobaMBOCTI

3aCToCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs
rpyaar”, "3aartHicTe BANBATA HA
LUBUAKICTb peakLii mpu kepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
MexaHizmamu', "Cnocié
3acTocyBaHHs Ta [o3un",
"Mepepno3yBaHHs" Ta "TMobiuHi
peakuii”. BBefieHHs 3MiH NPOTArom
6-TN MicsAUIB Nic/iA 3aTBEPKEHHS.
BHECEHHS 3MiH 0 peecTpavlinHmx

(M N1

marepianis: 3miHu | Tuny - 3miHn
o0 6e3nekn/ed)ekTMBHOCTI Ta

peyenmom

He

ae

nionsie

UA/18021/01/01

peecmpayitiHo

nocsioYyeHHs1
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amnyni; no 5 Niviteq thapmakoHarnagy. 3miHa y KopoTkili
amnyn y KapTOHHIl XapakTepucTuL, Nnikapcbkoro 3acoby,
Kopoo6Li TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeMYHOro 3aCTOCYBaHHA Ha
nifcTasi peryisipHoO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku nikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapcbkoro 3acoby B
nicnspeecTpavjiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3
JocnimKeHb, NpoBeAeHNX
BIAANOBIAHO [0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3miHy y3rogpkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6ivHi peakujii BigNoBigHO A0
OHOBJIEHOT iHChopMaLii 3 6e3nekn
Aito4oT pevoBuHN. BBeieHHA 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPAKEHHS
46. | ECOM esomepra | esomenp | A02B niogpinizat gns Acnipo IHAisA Acnipo ®apma IHAisA BHECEHHS 3MiH 1O peecTpaLifiHnx 3a UA/17184/01/01
zole ason C05 pO3unHy Ans dapma Nimiten matepianis: 3miHu Il Tuny - 3miHn 3 | peyenmom
HaTpito iH'eKLin Ta NimiTen AKocTi. A®l. BUpo6HULTBO (iHLWi
iHdpy3iid, no 40 wr; 3MiHW) OHOB/IEHHS MacTep-thaiina
1 dpnakoH 3 Ha ity peyosunHy E3omenpason
niocpinizatom y Hartpito i3 Bepcii [EM] Version:10
Kopoo6ULi January, 2018 go sepcii [EM]
Version:23-January-2021.
47. | 3APCIO® filgrastim cinrpac | LO3AA | po3uvH gns CaHpo3 ABcTpist | BignoBsiganbHuii 3a | Himeuun BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a UA/12447/01/01
MM 02 iH'ekuili abo v6X BUPOGHMLTBO, Ha/ MaTepianis: 3MiHu | TUNY - 3MiHK peyenmom
iHcpy3iiA, 30 MAH nepBuHHE ABcTpist oo 6e3nekn/etpekTVBHOCTI Ta
0fA/0,5 mn; no 0,5 nakyBaHHs, thapmakoHarnagy. BHeceHHs1 abo

MJ1 PO34VHY B
nonepegHLo
3anoBHeHOMyY
Lwnpwui,
ocHalLeHoro
nopLUHEM,
iH'eKLiliHO0
ro/1KOH0,

KOHTPO/b cepii: Al
Li Ti bionorika
'm6X, HimeuunHa,;
MOBHUIA LKA
BVMPOGHMLTBA:
HosapTic
dapmacbroTikas
MaHydakTypiHr

3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peecTpaviiiHoro
nocBiAgYeHHs, BKoYatoun Mnax
ynpasniHHA pu3nkamu (iHLi 3MiHW)
3asaBHVKOM HalaHO OHOBJIEHWIA
nnaH ynpaeniHHA pyu3vkamn Bepcis
141
3MiHM BHECEHO [10 YaCTUH:




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOBMaYkoM Ta 'M6X, ABCTpIs; | «3arasibHa iHhopMmauisi»,
3aXUCHUM BUNYCK cepil: Il «Cneundpikauis 3 6e3nekm»,
NpPUCTPOEM A/1a CaHpi03 M'M6X - Il «MnaH 3 chapmakoHarnsgy»,
3anobiraHHs Brnpo6Hnua IV «Mnann wogo
NOLUKOAKEHHS LinbHUUS nicnspeecTpauiiHnx focnigkeHb
rosIKoto nicns AcenTuyHi epeKTUBHOCTI»,
3acTOCyBaHHS, Y Nikapcbki 3acobu V «3axoan 3 MiHimisauil pusmkie»,
6nicTepHil WadhteHay VI «Pe3tome nnaHy ynpasniHHA
ynakosLj; no 1 a6o (AcenTnyni N3LU), pr3nKamm»,
5 6nicTepHNx ABCTpist VIl «ogaTkn»
yNaKoBOK B Yy 3B'A3KY 3 OHOB/IEHHAM
KapTOHHiA KopoobLyi cneumdikauii 3 6e3neku gitoyoi
peYoBUHM thiarpactumy Ta
iHhopmauii Wwoao 3axoais 3
hapmakoHarnsagy (B Tomy uuchi,
nicisapeecTpauiiHux gocnigpkeHs 3
6e3neku), BiANOBIAHO [0 aKTyasbHOT
pedhepeHTHOI iHthopMmalii, a came -
3ri4HO NMaHy ynpaBniHHA pU3nKamm
pethepeHTHOro Nikapcbkoro 3acoby
Nivestim Bepcii 12.2,
3apeecTpoBaHoro B €C).
Pestome nnaHy ynpasniHHA
pu3vkamm Bepcia 14.1 fogaetbes
48. | 3APCIO® filgrastim goinrpac | LO3AA | po3unH ans CaHpo3 ABcTpif | BignoBiganbHuii 3a | Himeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/12447/01/02
™M 02 iH’exuili abo v6X BVMPOGHMLTBO, Ha matepianis: 3miHu | TMny - 3MiHW peyenmom
iHcpy3iid, 48 MNH nepBuHHe /ABCTpIs wofo 6esnekn/edeKTMBHOCTI Ta
0f/0,5 mn; no 0,5 nakyBaHHs, hapmakoHarnsgy. BHeceHHsi abo

M1 PO34MHY B
nonepeaHbLo
3anoBHEHOMY
Lwnpwui,
OCHalLeHOoro
nopLuHeMm,
iH'eKLiiHOO
rOJIKOH,
KOBMaykoMm Ta
3aXUCHUM
NPUCTPOEM A5t
3ano6iraHHs
NOLLKOKEHHS
rofikoto nicns
3acTOCYBaHHs, Y

KOHTpO/b cepii: Al
[i Ti Bionorika
M6X, HimeuunHa,
NOBHWIA LKA
BMPOGHMLTBA:
HoBaprTic
PapmacbloTikas
MaHydakTypiHr
'm6X, ABCTpIS;
BUNYCK cepil:
CaHpo3 M'm6X -
Brpo6Huya
OinbHUUA
AcenTuyHi
Jlikapcbki 3acobu

3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BuAaui peectpauiiHoro
nocBiAYeHHs, BKoyatoun Mnax
ynpas/iHHA pu3nkamu (iHLWi 3MiHW)
3asaBHWUKOM HalaHO OHOBJIEHWIA
nnaH ynpaeniHHA pyu3vkammn Bepcis
141
3MiHWN BHECEHO A0 YaCTUH:
| «3aranbHa iHhopmaLis»,
Il «Cneundikauis 3 6e3nekns,
Il «MnaH 3 chapmakoHarnsgy»,
IV «[MnaHu wopao
nicnsapeecTpauiiHnx focnioxeHb
e(PEKTUBHOCTI»,
V «3axo4y 3 MiHiMi3aLjii pu3nKiB»,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
6nicTepHin WadhteHay VI «Pe3tome nnaHy ynpasiHHS
ynakoBuj; no 1 abo (AcenTnyni N3LL), py3nKamm»,
5 6nicTepHuX AscTpist VIl «dopatku»
yNaKoBOK B Yy 3B'A3KY 3 OHOBJ/IEHHSAM
KapTOHHI Kopo6Lli cneuudikaLii 3 6e3nekun aito4oi
peyoBuHM dinrpacTumy Ta
iHhopmauii Wwoao 3axogis 3
hapmakoHarnagy (B Tomy yuchi,
nicnapeecTpauiiHux AOCNifKeHb 3
6e3neku), BignoBigHO A0 aKTyasibHOT
pedepeHTHOI iHdhopMaLii, a came -
3riiHO NNaHy ynpasniHHSA pu3nkamu
pecthepeHTHOrO /ikapCbKOro 3acoby
Nivestim Bepcii 12.2,
3apeecTpoBaHoro B €C).
Pestome nnaHy ynpas/iiHHS
pu3nkamu Bepcisa 14.1 nogaeTbes
49. | 3INENOP® benzydami | 6eH3nga | AO1A pO34nH Ans AT YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH A0 peecTpaljiinHmx 6e3 UA/16107/02/01
ne Migy D02 pOTOBOI "®apmak” marepianis: 3miHu | Tuny - 3miHn 3 peyenma
rifgpoxno NOPOXHWHYK, 1,5 AKocTi. CepTudikat
pna mr/mn; no 100 mn signosigHocTi/lE-cepTudikar

y dhnakoHi; no 1
donakoHy B nauuj

BiANOBIAHOCTI EBpONenchbkili
thapmakonei/mMoHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei: gns A®l; ans
BUXiAHOIO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI E€BpONenchbkili
hapmakonei) - HoBuii cepTudpikat
Bifl BXE 3aTBEPAKEHOr0 BUPOOHUKA -
noAaHHA HOBOro cepTudikata
BiANOBIAHOCTI EBponechkili
thapmaxkonei Ne CEP 2021-325 -
Rev 02 ansa gitoyoi peyoBuHM
Benzydamine hydrochloride Big,
3aTBEPKEHOro BUpO6HMKa BAL
PHARMA LIMITED, IHgis (3amiHa




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

DMF (BPL/BNZ/AP/1.0/08/2021)).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-

cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. 3miHu,
NoB'sA3aHi 3 HEOOXIAHICTIO
npvBeAeHHs y BiANOBIAHICTb A0
MoHorpadii PY abo €BponeiicbKoi
thapmakonei, abo iHLWoi
HauioHanbHOI hapmakonei gepxasun
€C (iHWi 3MiHW) NpuBeAeHHSA
aHasIITUYHOT MeTOANKN ANs

BW3HAYEHHA NnokasHuka «Jlomiluka

G. 3-xnopnponin(aumeTun)amiHy

rigpoxnopug» y BignoBigHiCcTb o

BMMOT MOHorpacii Benzydamine
hydrochloride €®*.

50.

SINENOP®

benzydami
ne

6eH3npa
MiHYy
rigpoxno
pna

AO1A
D02

cnpen ans
poToBOI
NOPOXHUHY, 1,5
mr/mn; no 15 mn
a6o 30 mny
donakoHi; no 1
h1akoHy B nauui

AT
«Papmak»

YkpaiHa

AT «Dapmak»

YKkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHnx
marepianis: 3MiHu | TUny - 3MiHu 3
akocTi. CepTtudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi abo
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei: gna A®l; ans
BUWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN [ONOMIXKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBponechkili
thapmakonei) - HoBuii cepTudpikat
Bifl BXXe 3aTBEP/PKEHOro BUPOBHNKa.
MogaHHA HOBOrO cepTudikaTa
BiiNOBIAHOCTI €Bponelichkit
thapmakonei Ne CEP 2021-325 -
Rev 02 ansa gjtoyoi peqyoBuHU
Benzydamine hydrochloride Big
3aTBEPKEHOr0 BUPOGHMKa BAL

6e3
peyenma

UA/16107/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
PHARMA LIMITED, IHgisa (3amiHa
DMF (BPL/BNZ/AP/1.0/08/2021)).
3MiHK | TUNY - 3MiHK 3 AKOCTI.
CepTuddikat BignosigHocTI/TE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTbL A0
MOHorpadii dY abo €Bponeiicbkoi
thapmakonei, abo iHwoi
HaLjoHanbHOT chapmakonei aepxasu
€C (iHwWi 3MiHN) NprBeLEHHS
aHaNiTUYHOT MeToaVKM ANng
BM3HAYEHHS MOKasHuKa «Jomiluka
G. 3-xnopnponin(guveTun)amiHy
rigpoxnopug» y BignosigHicTb 0
BMMOr MoHorpadii Benzydamine
hydrochloride €®*
51. | 3IMNEIOP® - 6eH3npga | RO2A cnpei AT YkpaiHa AT "dapmax” YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx be3s UA/19354/01/01
nnoc MiHYy A20 OpPOMYKO3HWIA, "®papmak” marepianis: 3miHu | Tuny - 3miHu 3 peyenma
rigpoxso po3uuH 1,5 mr/mn akocTi. CepTudpikat
pug; + 5,0 mr/mn no 30 BignosigHocTI/TE-cepTudcpikar
uetunni My thNaKoHi BiiNOBIAHOCTI E€Bponelichkit
pUANHI0 nonieTuaeHoBoMy thapmakonei/moHorpadii. NMogaHHA
xnopug, a6o npo3opomy HOBOro abo OHOB/IEHOTO
y chopwmi cKknsHomy; no 1 cepTtudikaTa BignosigHocTi abo
MOHOTIg, chakoHy y nauuj BUyYEHHS cepTudikata
pary BiANOBIAHOCTI EBponechkili

thapmakonei: gna A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI €Bponelichkit
hapmakonei) - HoBuii cepTudikart
Bif} BXXe 3aTBEPKEHOro BUPOOHMKA -
noJaHHs HoBOro cepTtucpikata
BiANOBIAHOCTI EBpONenchbkili
thapmaxonei Ne CEP 2021-325 -
Rev 02 ansa gito4voi peyosuHn
Benzydamine hydrochloride Big




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep

peecmpayitiHo

20
nocsioYyeHHs1

3aTBEPKEHOrO BUPOGHMKa BAL
PHARMA LIMITED, IHgia (3amiHa
DMF BPL/BNZ/AP/09/2022 Date:
December 2022). 3miHun | Tuny -
3MiHu 3 aKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO
NpVBEAEHHA Y BiANOBIAHICTb 40
MoHorpadii Y abo €Bponeicbkoi
hapmakonei, abo iHwoi
HauioHa/IbHOI hapmakonei AepxaBmn
€C (iHwWi 3MiHN) NpMBEeEHHS
aHanNiTUYHOI METOAMKM ANA
BU3HAYEHHS NokasHuka «Jlomiluka
G. 3-xnopnponisi(guMmeTnn)amity
rigpoxnopug» y BignoBigHicTb 40
BMMOT MOHorpacii Benzydamine
hydrochloride €®*.

52.

SINENOP®
DOPTE

benzydami
ne

6eH3nga
MiHy
rifgpoxno
pna

AO1A
D02

cnpei gns
poToBOI
NOPOXHUHNK, 3,0
mr/mn no 15 mn
abo 30 mny
donakoHi; no 1
donakoHy B nauuj

AT
"®papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
AKocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI €Bponelichkit
thapmakonei: gns A®l; ans
BUXiAHOIO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONenchbkili
hapmakonei) - HoBuii cepTudpikat
Bifl BXE 3aTBEPAKEHOr0 BUPOOHUKA -
noAaHHA HOBOro cepTudikata
BiANOBIAHOCTI EBponechkili
thapmakonei Ne CEP 2021-325 -
Rev 02 ansa gjto4oi pevyoBuHU

6e3
peyenma

UA/16107/01/02




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Benzydamine hydrochloride Big,
3aTBepAXeHoro BupobHnka BAL
PHARMA LIMITED, IHgis (3amiHa
DMF BPL/BNZ/AP/09/2022 Date:
December 2022). 3miHun | Tuny -

3MiHn 3 aKocTi. CepTudpikar
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. 3miHu,
NoB'sA3aHi 3 HEOOXIAHICTIO
npvBeAeHHs y BiANOBIAHICTb A0
MoHorpadii PY abo €BponeiicbKoi
thapmakonei, abo iHLwoi
HauioHanbHOI hapmakonei gepxasun
€C (iHwWi 3MmiHW) npuBeAeHo
aHasliTUYHY METOAMKY ANA
BW3HAYEHHA NnokasHuka «Jlomiluka

G. 3-xnopnponin(aumeTun)amiHy
rigpoxnopug» y BignoBigHiCTb Ao
BMMOT MOHorpacii Benzydamine

hydrochloride €®*.

53.

130-MIK®

isosorbide
dinitrate

i3ocopbi
ay
OVHITpar
BOZHWIA

Co1iD
AO8

cnpei
cy6niHrBasibHUIA
[030BaHwui, 1,25
Mmr/go3y; no 15 mn
(300 po3) y
donakoHi 3
posnuoBayem,
no 1 cpnakoHy y
nauuj 3 KapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

BMPOGHMYaA
LinbHUus (BCi
cragii
BMPOGHNYOTrO
npouecy): TOB
HB® "MIKPOXIM",
YKpaiHa,
BiANOBIgabHUI 3a
BUMYCK Cepii He
BK/IHOHAI0UM
KOHTPO/b/BUNPOGY
BaHHSA cepii: TOB
HB® "MIKPOXIM",
YKpaiHa,;
BiiNOBigabHWIA 3a
BMPOGHMLTBO Ta
KOHTPO/b/BUNPOGY
BaHHA cepil, He
BK/IHOHAI0UM
BUnNycK cepii: AT
"®papmak’”, YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NpoBaPKeHHA Ais/IbHOCTI BUPOOHMKA
(BKO4aKOUM, 32 HEOBXIAHOCTI, MicLe
npoBeaeHHS KOHTPOJIO AKOCTI), abo
BNacHuKa macTep-ghaiina Ha Adl,
abo noctavanbHuka Adl/snxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BMPO6HULTBI ADI (AKLLIO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiiNOBIAHOCTI €Bponelichkit
thapmakonei y 3aTBepKeHOMy
[ocbe, abo BUPOBHUKA HOBOT
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3Ha4yeHo y JOCbE). 3miHa
HaliMeHyBaHHS1 BUPOGHUKa
cupoBUHW( i3ocopbigy AuHiTpaTy
po3BegeHoro 40 % nakToso) ans

3a
peyenmom

UA/2621/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMpo6HMUTBa A®I i30copbigy
OVHITpaTy BOAHOrO, 3 BiAnoBigHUMMN
3MiHamu y po3gini 3.2.S.2.1.
Bupo6HMK(1), 6€3 3MiHN Micust
BMPOGHMLTBA.
3arBepaeHo:

«CHIN CHEM>» / «4IH XIM», IHAIA
3anponoHoBaHo:
«CHINCHEM LABORATORIES
PRIVATE LIMITED» /
«UIHXIM NABOPATOPI3 MPUBAT
NIMITEA», IHOIA

54.

IMIKEPALEP
M®

imiquimod

iMikBiMO
a

D06B
B10

kpem, 50 mr/r; no
250 Mr kpemy B
cawe; no 12 a6o
no 24 cawe B
nauui

TOB «MIBE
YKPATHA»

YkpaiHa

mibe Mm6X
ApuHaiimiTTens

Himeuun
Ha

BHECEHHS 3MiH A0 peecTpaLinHnx
marepianis: 3MiHu | TUny - 3MiHu 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3acoby (He3HauyHa 3miHa 'y
3aTBEPMKEHNX METOAAX
BMNPOOGYBaHHSA). BHECEHHS 3MiH y
MeToAax BUNpobyBaHHSA rOTOBOTO
NikapcbKoro 3acoby 3a NOKa3HUKOM
«B’A3KiCTb», a came 3amMiHa
BiCKO3MMeTpa yepes NPUNUHEHHS
NiATPUMKM ICHYO4Oro
BMNPO6YBa/IbHOro 061aAHaHHS

3a
peyenmom

UA/20899/01/01

55.

IHCIM - 100

cefixime

uedikcu
My
Tpurigpa
T

JO1DD

NOPOLLOK A71A
opanibHOl
cycneHsii 100 mr/5
M; 1 donakoH 3
NOPOLLKOM NSt
npurotysaHHs 100
M/ cycneHsii, no 1
dhnakoHy 3 MipHUM
CTakaH4YMKOM y
KapTOHHil
ynakoBLi

CeHc
Nab6opaTtopic
MeT. 114,

IHais

CeHc JlabopaTtopic
MeT. NiTA.

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nifcTasi perynsipHO OHOB/IIOBAHOTO
3BiTY 3 6e3neKkun fikapcbkoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpavjiiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnimxeHb, NpoBeAeHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpkeHb (PIP) (3mMiHy y3romkeHo

3a
peyenmom

He
nionsie
ae

UA/20317/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHW BHECEHO B IHCTPYKLtO AN
MeJMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
«OCco6NM1BOCTI 3aCTOCYBaHHSA» Ta
«[M06iyHI peakuii» BignNoBIigHO J0
iHchopmauii LWwoao 6e3nekm
3aCTOCYBaHHS fil0H0I Pe4OoBUHM
3rigHo 3 pekomeHpauieio PRAC.
BBefeHHA 3MiH NPOTATroM 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS
56. | IHTYBAH® atracurium | atpakypi | MO3A | po3uvH ans AT YkpaiHa AT «Dapmak» YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/20212/01/01
ymy Co4 iH'ekuili, 10 mr/mn, «Papmak» MaTepianis: 3miHu | TNy - peyenmom
6ecunar no 2,5 mn aéo 5 AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs
My amnynax 3 BMPOGHWYOT AinbHNL (BKIHOYAKUM
Npo30poro ckna, ginbHuui ans A®Il, npoMiHoro
no 5 amnyny npoAyKTy abo roToBOro NikapCbKoro
6nictepi, no 1 3acoby, AinbHULi 418 NpoBEAEeHHS
6nictepy y nauuj nakyBaHHs1, BUPOOHNKa,
BiZiNOBIfA/IbHOTO 3 BMMYCK Cepild,
MicL,e NpoBeAeHHS KOHTPO/HO cepil)
abo nocrtavasibHuKa BUXiAHOro
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHY (AIKLLLO
3a3HayeHo y foCbe) BunyyeHHs
BMPO6HUKa APl aTpakypiymy
6ecunary Jiangsu Hengrui
Pharmaceuticals Co., Ltd., Kutaii.
3areepmxeHo: CF PHARMA LTD.,
YropwmHa
Jiangsu Hengrui Pharmaceuticals
Co., Ltd., Kutaii. 3anponoHoBaHo:
CF PHARMA LTD., YropwpuHa
57. | IHONAMIH meloxicam | menokcn | MO1A pO34MH ANns MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/16007/01/01
Kam Co06 iH ekwiid, 10 mr/mn akuioHepHe akujioHepHe marepianis: 3miHu | TMny - 3MiHn peyenmom
nol5wmns TOBapUCTBO TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
amnyni; no 100 "Jlekxim- "Jlekxim-Xapki" hapmakoHarnagy (iHwi
amnyn y nauu; Xapkis" 3MiHM)BHeceHo pefakLiiiHi npaBku y
nol5wmns TEKCT MapKyBaHHS BTOPUHHOI (M. 2,
amnyni; no 5 3,4, 11, 17) Ta nepBuHHOI (N. 2, 6)
amnyn y nauwi; yNakoBKM NiKapCbKoro 3acoby, Takox
nol5mnB BW/IYyYeHO Ay6/t0o4y iHdhopMaLiio




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
amnyni; no 5 3a3HayYeHy poCiliCbKOol0 MOBOH).
amnyn y énictepi; BBefeHHA 3MiH MPOTATroM 6-Tu
no 1 6nictepy B MicSILLiB NiCNsA 3aTBEPLKEHHS
nauui
58. | IPMUHOTEKAH | irinotecan ipuHoTek | LO1CE | KoHueHTpaT ans Akkopp, Monbwa | BignosigasbHuii 3a | Monblia BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/19933/01/01
AKKOPL aHy 02 NpUroTyBaHHA Xenckea BUMYCK Cepii: [/ \ngis/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
rigpoxso pO3unHy Ans Moncka Cn. Akkopg, Xernckea Benuka AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
puay iHcpysiiA, 20 mr/mn; 3.0.0. Moncka Cn. 3 0.0. BputaHi 3MiHU y BUPOGHMLTBI. 3amiHa abo
Tpurigpa no 5 mn (100 mr) Cknap Imnoprepa, al BBE/€HHSA A0AATKOBOT AifIbHUL
T a6o no 15 mn (300 Monbwa Yropuin BMPOGHMLITBA A48 YAaCTUHU abo
Mr) y dh1akoHi, no BMPOGHMLTBO Ha/ BCbOr0 BMPOGHMYOro npouecy
1 cbnakoHy B nauui nikapcbKoro Mpeuis roTOBOrO NikapCcbKoro 3acoby

3acoby, nepeuHHe
Ta BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib SIKOCTI:
IHTac
dapmacbloTikanc
Nimiteq, IHAiA
fJoparkose
BTOPUHHE
nakyBaHHs:
AKKOP[,
XEJNICKEA
NIMITEL, Benvka
BpuTaHis
CwuHonTtus
IHgacTpian Cn. 3
0.0., MonbLua
KOHTPO/Ib AKOCTI:
BECCAIHI
XaHrepi K.,
YropuwmHa
OAPMABANIA
nra.
Mikpob6ionoriyHa
naboparopis,
YropLmHa
BTOPUHHE
nakyBaHHA Ta
KOHTPO/Ib AKOCTI:
AKKoppA, Xesickea
CiHrn Membep

(AinbHUUSA ANS BTOPMHHOTO
nakyBaHHs) [logaBaHHsA BUPOOHMKaA
BiANOBIAA/IbLHOrO 3a BTOPUHHE
nakyBaHHs: Akkopg Xenckea CiHrn
Membep C.A. (64-ii km
HauioHanbHoi goporn Adinu Namis,
CximaTtapi, 320 09, peuis) / Accord
Healthcare Single Member S.A.
(64th Km National Road Athens
Lamia, Schimatari, 320 09, Greece).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMNYCKY Cepii Ta KOHTPOSIH0 SKOCTI
roTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHS OiNbHULI, Ha
AKIN 34iiCHI0ETLCA
KOHTPO/Ib/BMNPOBYBaHHSA cepir)
[JoofaBaHHs BUPOGHMKA
BiANOBI4A/ILHOIO 3a KOHTPO/Ib
skocTi: Akkopg Xenckea CiHrn
Membep C.A. (64-ii km
HauioHanbHoi goporn Adinu Namis,
CximaTtapi, 320 09, peuis) / Accord
Healthcare Single Member S.A.
(64th Km National Road Athens
Lamia, Schimatari, 320 09, Greece).




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
C.A., lpeuis
59. | KANIMIH® 60 | Pyridostig nipugoct | NO7A Tabnetkun no 60 TOB «TeBa | YkpaiHa | /[lo3sin Ha Bunyck | Himeuum BHECEHHS 3MiH [JO peecTpaLifiHnx 3a UA/9462/01/01
H mine UIMiHY A02 mr; no 50 a6o no YkpaiHa» cepii: Ha Marepianis: 3miHu | Tuny - peyenmom
bromide 6pomig, 100 TabneTok y Mepkne 'm6X, AAMIHICTpaTBHI 3MiHW. 3MiHa
hnakoHi; no 1 HimeuuunHa; HaliMeHyBaHHS Ta/abo agpecy micus
chnakoHy B NPOBaKEHHS AiANbHOCTI
Kopoo6Li Brpo6HMLTBO BMPOGHMKa/iMnopTepa rotoBoro
Hepo3chacoBaHoi NiKapcbKoro 3acoby, BKIOYaum
npoaykKuii, AinbHULI BUNYCKy cepii abo micue
nepBuHHA Ta npoBeAeHHs1 KOHTPO/IO AKOCTI.
BTOPVHHA (aisnbHicTb, 3a AKy Bignosigae
yrnakoBka: BMPOGHMK/IMNOPTEpP, He BK/IYa4ymn
Knoke ®apma- BWMYCK Cepiid).
Cepsic 'm6X, 3miHa agpecu BupobHuka M3,
HimeuuunHa; BiANOBIAA/IbHOIO 3a NEpPBUHHE Ta
BTOPWHHE nakyBaHHSA Knoke
MepBuHHaA Ta BepnakyHrc-Cepsic 'm6X,
BTOPUHHA HimeuyumHa, 6e3 3miHM micus
ynakoBka: BMPOGHMLTBA
Knoke
BepnakyHrc-
Cepgic 'M6X,
Himeuunna
60. | KAHOECAPT candesart KaHgeca - NOPOLLIOK NAT YkpaiHa LknsaHr Toeany Kutaii BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/11349/01/01
AHY an pTaHy (cybeTaHuisn) y "KuiBmegnp PapmacboTuKan martepianis: 3miHu | TUny - 3MiHK 3
UWNEKCETU uunekce NoABINHMX enapat” Ko., N1A4. akocTi. CepTuddikat
n ™n nonieTuIeHoBmX BignosigHocTI/TE-cepTucpikar
naketax gns BiiNOBIAHOCTI €Bponelichkit
hapmaLeBTUYHOIO thapmakonei/moHorpadii. NMogaHHA
3acTocyBaHHs HOBOro abo OHOB/IEHOTO

cepTtudikaTa BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiAANOBIAHOCTI EBponechbkili
thapmakonei: gns A®l; ana
BUXiQHOIO
matepiany/peareHTy/nPoMKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI E€Bponelichkit
chapmakonei) - Houii ceptucpikart




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Bif, BXX€ 3aTBEPAKEHOr0 BUPOOHUKA.
MogaHHA HOBOrO cepTudikaTa
BiiNOBIAHOCTI E€Bponelichkit
phapmakonei Ne CEP 2013-256-Rev
03 ona A®I kaHpecapTaHy
LunekceTuny Big, BXxe
3aTBEpPAKEHOro BMpoGHMKa Zhejiang
Tianyu Pharmaceutical Co., Ltd.,
KnTaii y 38’3Ky i3 3aMiHO0
ASMF/EDMF Big July 2013. Ak
HacniAoK BHOCATLCA 3MiHW 80
crneundikavii 3a NnokasHMKamm:
"Po34nHHicTL", "CynpoBigHi
[omiwkn", "KinbkicHe BU3HauYeHHs",
"3a/IMLLKOBI PO3YMHHUKN", & TaKoX
[0 aHaNiTUYHNX METOAVK 3a
nokasHukamu: "PO34MHHICTB",
"CynposigHi fomilkmn”, "KinbkicHe
BU3HAYEHHN", "3a/NLLIKOBI
PO3UMHHMKW", "laeHTndikauia"”,
"Bofa". BHOCUTLCA KOHTPO/b
OOMILIKK 1-XT0PETUNILVKIOreKCHN
Kap6oHaT 3 BignoBiAHNM METOAOM.
TaKoX 3MIHIOETLCA BUKNAAEHHS
OMnNCy ynakoBKW Ta 3MIHIOETLCA
TepMmiH npugaTtHocTi APl 3 2 pokiB Ha
nepiof, NOBTOPHUX BMNPoGyBaHb - 3
POKMU.

61.

KAHAELMN
HD

Candesart
an and
diuretics

KaHaeca
pTany
Lmnekce
™nTa
rigpoxno
priasng,

C09D
A06

Tabnetkn, 32
mr/25 wmr; no 10
Tabnetoky
6nictepi, no 1, no
3, no 10 6nicTepis
B KOpPOOL

OPTAHOCH
H
NANPCAEH
CU3 (E®
3ETI)

OAE

EBepTopaxeH
Naiich CaeHcnz
Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHA Y3araslbHeHUX AaHuX Npo
cuctemy hapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YNOBHOB&XEHOT 0co6MU,

3a
peyenmom

UA/12282/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BigNoBiga/IbHOI 32 34iACHEHHST
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0cobw, BigNoBiAa/IbHOI 3a
chapmakoHarnsag,. Bunyyerhs
iHchopMmalii LLOA0 KOHTaKTHOT 0co6M
3as1BHMKA, BignoBigasIbHOI 3a
3[ificHeHHSs1 hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

62.

KAHAELMN
HD

Candesart
an and
diuretics

KaHdeca
pTany
Lmnekce
™nTa
rigpoxno
priasng,

C09D
A06

Tabnetku, 32
Mr/25 wr; in bulk:
no 2500 TabneTok
B noAgiliHomy
naketi; no 1
nakeTy B
KapTOHHI KopooLli

OPIrAHOCH
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepTopaxeH
Naiich CaeHcnz
Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX NPO
cuctemy thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANOBIAaIbHOI 3a
hapmakoHarnsg,. Bunyyenxs
iHcbopMmawii LLOA0 KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBigaIbHOT 3a
3AiicHeHHs hapMakoHarnagy B
YKpaiHi Ta ii KOHTaKTHUX AAHWX.

UA/12283/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
63. | KAHOANBOP voriconazo | BopukoH | JO2AC | nioginisat gns Acnipo IHais Acnipo ®apma IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/17810/01/01
le ason 03 pO3UMHYy ANns Papma Nimiten marepianis: 3miHu Il Tuny - 3miHn 3 | peyernmom
iHcpysin, no 200 Nimiten AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Mr, 1o 1 conakoHy 3MiHN Yy BUPOGHULITBI. 3MiHa po3Mipy
y Kopobui cepii (BKIOYaOuM dianasoH posmipy
cepil) roTOBOro MikapcbKoro 3acoby
(iHLWi 3MiHW) 36iNbLUEHHSA PO3MipY
cepii M3 o 300 n (20833
ch/1akoHIB) (3aTBEPMAXEHWIA PO3MIP
cepii 50 11 (3742 dnakoHiB))
64. | KACEH/IAKC macrogol Makporo | AOGA NOPOLLOK A8 KaceH IcnaHis KaceH Pekopgaari, IcnaHis BHECEHHS 3MiH 0 peecTpaviitHmx bes nidnse | UA/14473/01/01
n 4000 D15 OopasIbHOro Pekopaari, C.N. mMarepianis: 3miHu Il Trny - 3MiHKn peyenma ae
po3uvHy no 10 ; C.J. oo 6e3nekn/edeKTMBHOCTI Ta
10 abo 20 cawe y thapmakoHarnagy. 3MiHv y KopoTkiii
KapTOHHI Kopo6Lyi XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS y 3B’s3Ky
i3 HOBMMM AaHUMU 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMK
Ta JaHumu 3 dpapmakoHarnsagy.
3MiHU 80 IHCTPYKUIT A58 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ginis "B3aemMogis 3 iHWMMK
nikapcbkUMK 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobnmBocTi
3actocyBaHHsa" Ta "lMob6iyHi peakuii”.
BBegeHHs 3MiH npoTsArom 6-tv
MicsALiB Nicnsa 3aTBepAKEHHS.
65. | KACMO®YHrI | caspofungi | kacnody | JO2AX | nopowiok gns MicTtpan AHrnis BVMPOGHMLTBO, Typeyun BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/20318/01/01
H-BICTA n HFiHY 04 KOHLeHTpaTy ans Kenitan nepBuHHa Ta Ha/ matepianis: 3miHu | Tuny - 3MiHn peyenmom | nionse
auetart pO3UnHy AoNns MeHemkmeH BTOPVHHA Mpeuis oo 6e3nekn/edeKTMBHOCTI Ta ae
iHcpy3ii no 50 mr; T Nlimiteq, ynaKkoBKa, hapmakoHarnsgy. 3miHa y KopoTkili
1 donakoH 3 KOHTPO/Ib cepii: XapakTepucTuLi nikapcbkoro 3acoby,
NOpPOLLKOM B ME®AP I1AY TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
KapTOHHii kopoobuj CAHATA.C,, Me[IMYHOTO 3aCTOCYBaHHS Ha
TypeuunHa; nifcTasi peryisipHoO OHOB/IIOBAHOTO
BUPOGHULTBO, 3BiTYy 3 6e3neKkun nikapcbKoro 3acooby,

nepBuHHA Ta
BTOPUHHA

abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro 3acoby B




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
ynakoBKa, nicnsipeecTpauiinnii nepiog, abo sk
KOHTPO/b Ccepil, pesynbTaT OLiHK/ 3BITY 3
BUMYCK Cepii: [OCNimpKeHb, NPoBeAEHNX
ENNEH Bi4MOBIAHO A0 MNaHy neaiatpuydHnx
PAPMACBIOTIKA pocnipxeHs (PIP) (3mMiHy y3rogpkeHo
N KO. IHK, Ipeuis; 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
BTOPVHHA opraHom).
ynakoBKa, 3MiHV BHECEHO [0 IHCTPYKUIT Ans
KOHTPO/b cepii, MeMNYHOro 3aCTOCyBaHHS
BMNYCK Ccepil: nikapcbKoro 3acoby Ao posainy
PAPMATEH CA, "Oco6nMBOCTI 3aCTOCYBaHHA"
Mpevis BiZANOBIAHO 10 OHOBMEHOT
iHhopMmalii 3 6e3nekn 3acTocyBaHHs
L0401 pevyoBUHY, a Takox
Y3ro[pKeHo po3ain "Ynakoska"
BigMNOBIAHO A0 YMHHOIO
peecTpauiiHoro NocBigYeHHS.
TepMiH BBELIEHHS 3MiH - NPOTAroMm 6-
TW MiCALIB NiC/1A 3aTBEPAKEHHS.
66. | KACMO®YHrI | caspofungi | kacnodpy | JO2AX | nopoLuok Ans Mictpan AHrniA BVMPOGHMLTBO, Typeyun BHECEHHS 3MiH 0 peecTpavlinHmx 3a He UA/20318/01/02
H-BICTA n HriHY 04 KOHUeHTpaty ans Kenitan nepBrHHa Ta Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmowm | nionse
auetart pO3unHy Ans MeHemKmeH BTOPUHHA pevis Loao 6e3nekn/edeKTMBHOCTI Ta ae
iHcpysiii no 70 wr; T NimiTeq, ynakoBKa, hapmakoHarnsgy. 3miHa y KopoTkili
1 chnakoH 3 KOHTPO/b cepil: XapaKTepucTuLi Nikapcbkoro 3acooby,
MOPOLLKOM B ME®AP INAY TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHI KopooLli CAHATA.C,, MeAMYHOro 3aCToCyBaHHA Ha
TypeyuunHa, nigcTasi perynspHoO OHOB/OBAHOTO
BVMPOGHMLTBO, 3BiTy 3 6e3Mekn Nikapcbkoro 3acoby,
nepBuHHA Ta abo gocnigpkeHb 3 6e3nekn
BTOPVHHA 3acTOCyBaHHSA NikapcbKoro 3acoby B
ynakoBka, nicnspeecTpauiiHnii nepiog, abo sk
KOHTPO/b cepil, pes3ynbTaT OLiHK/ 3BITY 3
BUMYCK Cepii: [OCNigpKeHb, NPOBeAEHNX
ENNEH BiANOBIAHO A0 NiaHy negiaTpuyHnx

DPAPMACBIOTIKA
N KO. IHK, Ipeuis;
BTOPVHHA
ynakoBka,
KOHTPO/b cepil,
BUMYCK Cepii:
OAPMATEH CA,
Mpevis

pocnipxeHs (PIP) (3mMiHy y3romkeHo
3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3giny
"Oco6nM1BOCTI 3aCTOCYBaHHA"
BiANOBIAHO [0 OHOBMEHOT
iHhopmalii 3 6e3nekn 3acToCyBaHHs




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
L0401 peYOBMHM, a TakoX
Y3ro[pKeHo po3gin "Ynakoska"
BiAANOBIAHO [0 YMHHOTO
peecTpauiiiHoro NocBig4YeHHs.
TepMmiH BBEEHHSA 3MiH - NPOTArom 6-
TN MiCALIB MiCNsA 3aTBEPPKEHHS.
67. | KBAMATEN® | famotidine | damotn | A02B niodpinisat gns BAT Yropum niodpinisat gns Yropuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/2937/01/01
OVH AO3 pO34nHy AN "TeieoH Ha pPO34nHYy AN Ha/ mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
iH ekuili no 20 wr, PixTep" iH'eKLjin Ta Cepbis wofo 6esnekn/edekTMBHOCTI Ta
5 chnakoHis 3 PO3YMHHNK: thapmakoHarnsgy. BeegeHHs abo
niocpinizatom BMPOGHMLTBO 3MiHW [0 y3ara/ibHeHVX JaHux npo
pasom 35 Hepo3dhacoBaHOro cuctemy thapmakoHarnsgy
amnynamu no 5 NPOAYKTY, (BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
MJ1 PO3YMHHMKA nepBuHHA Ta cuctemy chapmakoHarnsgy, 3miHa
(0,9 % po3unHy BTOPVHHA YNOBHOBaXEHOI 0CcOo6MU,
HaTpilo xnopuay) B yrnakoBka, BiANOBIAA/IbHOI 32 34iICHEHHS
KapTOHHil KOHTPO/1b SIKOCTI, hapMakoHarnagy; KOHTakTHoOI ocobu
ynakoBLi BUNyCK cepii: BAT 3 (hapmakoHarnsgy 3assHuka ans
"l'epeoH Pixtep", 3[iiCHEHHS hapmMakoHariagy B
YroplmHa; YKpaiHi, KW BoHa BiAMIHHA Bif
PO3UYNHHNK: YNOBHOBaXEHOT 0co6M,
BMPOGHMLTBO BigNoBiga/IbHOI 3a 34iACHEHHSI
Hepo3dhacoBaHoro thapmakoHarnagy (Bkiovaroum
NpOAyKTY, KOHTaKTHi faHi) Ta/abo 3MiHN y
nepBuHHA PO3MiLLeHHI MacTep-ghaiina cuctemm
ynakoBka: thapmakoHarnagy) 3miHa
Xemocpbapm A.4., YNOBHOBaXXEHOT 0CO6U 3as1BHYKA,
Cepbis BiANOBIAa/IbHOI 3a thapmakoHarnsg.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekell. 3MiHa KOHTAKTHUX JaHNX
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisy.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
68. | KBAHIN citicoline uutukoni | NO6B pO34MH ANns TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/13628/01/01
HY X06 opasibHOro "KYCYM" PAPM", YkpaiHa MaTepianis: 3miHu | TNy - peyenmom | niossia
HaTpil 3acTOCyBaHHs, AAMiHICTpaTVBHI 3MiHK. 3MiHa ae
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n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

100 mr/1 mn, no 30
M a6o 100 mny
hnakoHi; no 1
dhnakoHy pasom 3
MipHUM
CTakaH4MKOM B
KapTOHHIM
ynakoBLj

abo
TOB "KYCYM",
YkpaiHa (gns
ynakosku no 30
MJ1)

HaliMeHyBaHHs Ta/abo agpecun
3anBHUKa (BacHmKa
peecTpavuiiiHoro noceigyeHHs) 3MiHa
HaliMeHyBaHHs 3asiBHMKa (B/1acHMKa
peecTpaLiiHoro noceigyeHHs), 6e3
3MiHW IOPUANYHOT 0cobu. BBeaeHHS
3MiH NpOTArom 12-t1 micsuiB nicns
3aTBEPKEHHA. 3MiHU | Tvny -
AJMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
([isNbHICTB, 3a 5Ky BigNOBIgaE
BMPOGHMK/IMNOpTeEp, BK/IOYaUmn
BUMYyCK cepiii) 3MiHa HaliMeHyBaHHS
BMPO6HMKa, 6e3 3MiHM Micusa
BMPOGHMLTBA: 3MiHW BHECEHO B
po3ain "BupobHuK" B IHCTPYKLIiO A1S
MEJMNYHOr0 3aCTOCYBaHHS Y 3B’A3KY
3i 3MiHO Ha3BW BMPOGHMKa 3 TOB
«TNEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3MiHM agpecu micus
NPoBaKeHHA Ai/IbHOCTI Ta AK
HacnifokK - y TEKCT MapKyBaHHs
yNaKoBKM MiKapCbKOro 3acooby.
BBefeHHA 3MiH npoTarom 12-tu
MicsLIIB NIiC/1A 3aTBEPLPKEHHS.

69.

KETOJAIH

ketoconaz
ole

KETOKOH
ason

DO1A
Cco8

Kpem, 20 mr/r no
15ry Ty6i; no 1
Ty6i B nauui 3
KapToHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpveMcTB
0 "Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNpYEMCTBO

"Cnepko YkpaiHa"

MOBHUIA LKA

BVMPOGHMLTBA,

BUNYCK cepil;
KOHTPO/1b AKOCTI

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NpOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/imMnopTepa rotosoro
NiKapcbKoro 3acoby, BKIOHAKUN
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHSI KOHTPOJIHO SKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYaOUM
BUMYyCK cepili). 3mMiHa agpecy micus
npoBaKEHHS BUPOOHMKa /13

6e3
peyenma

nionsie
ae

UA/5825/02/01
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Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
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HU

Koo
ATX

dopma suUnycKy
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¢popma,
ynakoska)
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KpaiHa
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ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

CninbHe yKpaiHCbKO-icnaHCbke
nignpruemMcTso "Cnepko Ykpaina"y
po3gini 3.2.P.3.1. BUpo6Huk(n), y
3B'A3KY 3 BiJJOKPEM/IEHHAM
BMPOGHMYOro KOpMycy Bif pewtu
6yaisenb 3 ofaHHAM [0aTKOBOT
nitepun, To6T0 6€3 TEPUTOPIANILHOIO
nepemilleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-
pivus, 25) Ha (21027, YkpaiHa, m.
BiHHMUA, BYyN. 600-pivus, 25-1).
Bupo6Huya ginbHuus Ta BCi
BMPOGHMYI onepauii 3anmwatTbes
He3MiHHMMUW. 3MiHN BHECEHO B
IHCTPYKLiO AN MeguyHoro
3aCTOCYBaHHS JlikapCbkoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca Micua
NPOBaYKEHHS MOT0 AisNbHOCTI" y
3B'A3KY 3i 3MiHOI agpecu micua
NPOBaKEHHS AiS/IbHOCTI Ta K
HacnifokK - y TEKCT MapKyBaHHS
yMakoBOK NiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 9-Tu
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
I TMny - 3mMiHn Wwoao
6e3nekun/eheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (B. (x)
1A)
3MiHN BHECEHO Y TEKCT MapKyBaHHS
NepBUHHOI (M. 6) Ta BTOPMHHOI (N. 3,
11, 17) ynakoBku NiKapcbKoro
3acoby.
BBegeHHs 3MiH MPOTATrom 9-Tu
MiCALiB Nic/a 3aTBepIpKEHHS

70.

KETOHAN®
DOPTE

ketoprofen

KeTonpo

deH

MO1A
EO3

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
100 wmr; no 20
Tabnetoky
donakoHi; no 1
hnakoHy B
KapTOHHIM

CaHpo3
dapmachbHoTi
Kans 4.4.

CnoseHi
A

BVMPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpO/b cepii
(okpim
MiKpOG6i0/10riYHOr0)
: HoBapric

CnoseHi
al
MonbLua

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/TbHUL
BUPOGHMLITBA A4/19 YacTMHM abo
BCbOr0 BMPOBHMYOrO npoLecy
roTOBOrO /iKapCcbKoro 3acoby

3a
peyenmom

He
nidnsie
ae

UA/8325/04/01
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Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Kopo6ui; no 10
TabneToky
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lli

dapmacbroTikas
MaHydakTypuHr
NNC, CnoseHis;
KOHTPO/Ib cepil
(nmwe
MiIKPOGIONOTiYHWIA),
BMNycK cepii: Slek
PapmaLeBTUYHa
KomnaHis A4.4.,
CnoseHis;
nepBUHHE i
BTOPUHHE
nakyBaHHS, BUNYCK
cepii: lek
dapmaLeBTUYHa
KoMnaHis 4.4.,
CnoseHis;
BMPOGHMLITBO
Hepo3chacoBaHoi
npoayKuii,
KOHTPO/b cepii:
Nek C. A,
MonbLa

(AiNbHUUS 4N BTOPUHHOIO
nakyBaHHs1) BBEAEHHS AOAATKOBOT
AiNbHULI, BiANOBIfaIbHOT 38
BTOPWHHE nakyBaHHA 13 - Jlek
PapmaueBTUYHa KoMNaHia g.4. / Lek
Pharmaceuticals d.d. (agpeca:
Tpimnini 24, 9220 NleHpaBa,
CnoseHisa / Trimlini 2d, Lendava,
9220, Slovenia). 3MiHN BHECEHO B
IHCTPYKLiO AN MeguyHoro
3aCTOCYBaHHS y po3i/in "BUpo6HuK"
Ta "MicLe3HaxomkeHHs BUPOGHMKa
Ta agpeca Micus NPoBaKeHHs oro
LiANbHOCTI" y 3B'A3KY 3 BBEAEHHAM
[04aTKOBOT [iIbHULL BUPOBHMLTBA
Ta K HaCMifoK - Y TEKCT MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amMiHa abo BBeLEHHS
[04aTKOBOT [iNbHULL BUPOBGHMLTBA
AN15 YaCTUHU abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHUUSA ans
NepPBUHHOIO NakyBaHHs) BBEAEHHSA
[04aTKOBOT AiNbHUL,
BiANOBIAA/IbHOT 32 NEpPBUHHE
nakysaHHs N3 — Jlek
dapmaueBTUYHa KOMNaHia g.4. / Lek
Pharmaceuticals d.d. (agpeca:
Tpimnini 2, 9220 fleHpasa,
CnoseHisa / Trimlini 2d, Lendava,
9220, Slovenia). 3MiHM BHECEHO B
IHCTPYKLiO AN MeguyHoro
3aCcTOCyBaHHS y po34inn "BUpo6HMK"
Ta "MicLe3HaxomKeHHs! BUPOGHMKa
Ta agpeca Micus NpPoBagKeHHs 1ioro
LisNbHOCTI" y 3B'AA3KY 3 BBEAEHHSIM
[04aTKOBOT [iNbHULL BUPOBHMLTBA
Ta K HaCMifoK - Y TEKCT MapKyBaHHs
YNaKoBKM NiKapCbKOro 3acoby




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB nicna 3aTBepmKeHHs. 3MiHU
| TMny - 3miHK 3 AkocTi. FoToBWIA
NiKapcbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA,
LLIO BigMoBiAAa€ 3a BBE3eHHA Ta/abo
BMNYyCK cepii) - He Br/Itovaroun
KOHTPO/b/BUNPOBYBaHHSA cepii.
BBegeHHs 404aTKOBOT AiNbHNL,
BignoBigasibHOI 3a BUNyck cepii M3
— Jlek PapmaveBTUYHA KOMMNaHis
4.4a. / Lek Pharmaceuticals d.d.
(appeca: Tpimnidi 24, 9220
Nenpasa, CnoseHisa / Trimlini 2d,
Lendava, 9220, Slovenia). 3miHun
BHECEHO B iHCTPYKLi0 AN
MeZIMYHOro 3aCTOCYBaHHA y po3ginu
"BnpobHuK" Ta "Micue3HaxomKeHHs
BUpPOGHMKa Ta agpeca micus
NPOBaXEHHS NOro AianbHOCTI" y
3B'A3KY 3 BBELEHHAM [04aTKOBOI
AiNbHULI BUpOOHMLTBA Ta K
HacnifokK - y TEKCT MapKyBaHHs
yNaKoBKM MiKapCbKOro 3acooby.
BBefeHHA 3MiH MPOTATroM 6-Tu
MicsLiB NiCNA 3aTBEPKEHHSA. 3MiHN
| TMny - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npugatHocTi abo
yMoBax 36epiraHHsi rOTOBOTO
nikapcbKkoro 3acoby (36inbLeHHs
TEePMiHy NPUAATHOCTI FOTOBOIO
nNiKkapcbKoro 3acoby) - Ans Toproeoi
ynakoBku (MigTBEPLKYETbCA AaHUMMN
peasibHOro yacy)
36i/IbLUEHHSI TEPMiIHY NPUAATHOCTI
N3 gnsa 6nictepis (NBX/ANOMIHIN)
3 3 pokiB 10 5 pOKiB. 3MiHN BHECEHO
B po3g4in "TepmiH npugaTtHocTi" B
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IHCTPYKLiO AN MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3MiHM y MpoLeci
BMPOGHMLITBA FOTOBOrO NiKAPCHKOro
3acoby, BK/IOYaouy NPOMKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCS MNP
BMPOGHMWLTBI FOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHN)
BHECEHHS He3HAYHUX 3MiH Y posiani
3.2.P.3.2. Cknag Ha cepilo, 30Kpema:
KOpEeKHe 3a3HauYeHHs KiIbKOCTi
rinpoMenosu, iHAUroTHHY, TaslbKy Ta
BOAM OUULLEHOT AN PO3MIpY cepil
'N3 -1 800 000 TabNeTOK.
BBegeHHs1 3MiH MPOTATroM 6-Tu
MiCALiB Nic/a 3aTBepIpKEHHS

71.

KNonikcon-
AKY®DA3

zuclopenth
ixol

3ykone
HTUKCON
y auetar

NO5A
FO5

PO34MH AN
iH'ekuin 50 mr/mn;
no 1 mn B amnyni;
no 10 amnyn B
KapTOHHI KopooLyi

NyHp6ek
Ekcnopt A/C

NaHis

Brpo6HuuTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYCK
cepiii: X. lyHp6ek
A/C, [aHis;
BunpobyBaHHs 3a
NOKa3HNMKOM
«MikpobiosnoriyHa
yucToTa» (TecT Ha
€HO0TOKCUHW):
EypocpiHc
Biodhapma
MpopakT TecTiHr
[JeHmapk A/C,
[JaHis;
BunpobysaHHs 3a
MOKa3HWKOM «TecCT
Ha CTePU/bHICTb»:
Eii. Oxeid. BakciHc
A/C, faHis

NaHis

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cucTemy chapmakoHarnisgy, 3amiHa
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bko4yaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHOI
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
[itoya pegakuis: OHMLLEHKO AMUTPO

3a
peyernmom

UA/2206/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
Bosnogmmuposuy. MNMponoHoBaHa
pefakuis: JaHinosa Jlapuca
BonognmupisHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA,
BiANoBigasIbHOI 3a dhapmakoHarnsag
B YKpaiHi.
72. | KNOTPUMA3 | clotrimazol | knotpum | GO1lA | Tabnetku OPrAHOCU OAE EBepTOomXeH IHgis BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/8794/02/01
on e ason F02 BariHasibHi no 100 H Naiich CaeHcnz marepianis: 3MiHu | TUny - 3MiHu 3 peyenma
Mr; no 6 TabneTok NAVSCAEH Nimiten AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
y cTpuvni; no 1 CN3 (Ed KOHTposb roToBOro ikapcbKoro
cTpuny 3 3ETI) 3acoby. 3miHa y meToaax

annikatopom y
KapTOHHIN nauu;
no 6 Tabnetoky
6nictepi; no 1
6nictepy 3
annikaTopom y
KapTOHHIN nauuj

BMNPOBYBaHHSA rOTOBOrO NiKAPCLKOro
3aco6y (iHWi 3MiHM Yy MeTogax
BMNPO6YBaHb (BK/IKOYaoUM 3aMiHy
ab6o gonosHeHHs1)) CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[OMyCTUMMX MEX roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM)
MprBeAeHHA MeTofy KOHTPO/I0 Ta
KpuTepiie cneundikaLii Tecty
«Po3nafaHHa» 40 BUMOT 3aU1bHOT
cTatTi €Bponeiicbkoi hapmakonei
2.9.2. PROCEDURE FOR VAGINAL
TABLETS. 3Minu | TUny - 3MiHn 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro
3acoby. 3MmiHa napameTpis
cneumdikauin Ta/abo gonycTUMmX
MeX roTOBOrO JliKkapCbKOro 3acoby
(iHLWi 3MiHW) BHECeHHA 3MiHW A0
po3giny MKA «CMELN®IKALIA»
roTOBOrO /liKapCbKoro 3acoby 3
METOI0 PO3fiNIeHHS Ha ABa po3ainu
«CNEUNDIKALIA TOTOBOIo
NIKAPCBbKOI'O 3ACOBY HA
MOMEHT BUIMYCKY» Ta
«CNEUNDIKALIA TOTOBOIo
NIKAPCBbKOI'O 3ACOBY HA
TEPMIH NPUAATHOCTI».
PosgineHHs cneymdikauin 03BONSIE




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
UiTKO KOHTPO/IOBATU SIKICTb

NikapcbKoro 3acoby Ha pisHUX
eTanax oro «XUTTEBOrO LMKITY».
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /likapCbkoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(BHECEHHS 3MiH Y fOCbE ANs
npvBeAeHHs y BiANOBIAHICTb A0
3arasibHol cTatTi 2.9.40
«Op[HOPIGHICTb [030BaHUX
oavHNLb» NY/EBponeicbKoi
hapmakonei 3amiCTb 3aTBEPLKEHNX
3aranbHuX cTtaten 2.9.5
«OpHOopigHICTb Macu» Ta/abo 2.9.6
«OAHOPIAHICTb A03K») BunyueHHs
nokasHuka «OgHOpPIAHICTb Macu» 3
METOZIB KOHTPOJIO SKOCTi FOTOBOrO
NikapcbKoro 3acoby, OCKiNbKN B
MeToZax KOHTPOSO SIKOCTi €
3aTBEPMKEHWNIA NOKA3HUK
«OfHOPIfHICTb [030BaHNX
OAMHWLB». 3MiHN | TURY - 3MiHK 3
SKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpOb roTOBOrO /likapCbKoro
3acoby. 3miHa y MmeTogax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro
3aco06y (BUTyYEHHSI MeTOAy
BMNPOOYBaHHS, AKLLO BXe
3aTBEPAKEHWIA aNlbTepHATUBHNI
mMeToA) BunyyeHHs nokasHuka
«lgeHTudpikauis» knoTpumasony
MeTozom TLUX 3 MeToAiB KOHTPO/IO
SIKOCTi rOTOBOrO fikapcbKoro 3acoby,
OCKi/IbKU B METOAAX KOHTPOJTHO
SIKOCTi € 3aTBEPIKEHWNIA NMOKA3HUK
«lpeHTudikauis» knoTpumasony
MEeTOoOM PigNHHOT Xpomartorpadii.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.

KOHTpPO/1b TOTOBOTO J1iKAPCHKOTo




Ne

Hassa

n/n

JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

73.

KO-

3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUMNPOOYBaHHSA) BHECEHHS YTOUHEHb
[0 3aTBeppKeHol METOANKN
«KinbKicHe BU3HAYeHHs», a came:
[0[aHO po3paxyHKoBy dhopmysny
BMICTY K/TOTPMMa30/1y B OfHili
TabneTui B Minirpamax Ta yTO4HEHO
Ha3BW peakTVBIiB Ta PO34YMHIB
BifNOBIAHO [0 hapmakoneiHux
BUMOT. Kputepii NpuiHATHOCTI ANs
nokasHuka saKocTi «KinbkicHe
BWU3HAYEHHS» /18 TOTOBOrO
NiKapCbKOro 3acoby 3a/mMLaloTbCs
He3MiHHUMU. 3MiHK | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKOro
3acoby. 3miHa y meToaax
BMNPOBYBaHHSA roTOBOrO NIKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPMKEHNX METOAAX
BMNPOOYBaHHA) YTOYHEHHSA YMOB
npoBefeHHs BUNPo6yBaHHA AN
3aTBepKEHOT MeToANKM «BTpaTa B
Maci npy BUCYLLYBaHHI» Ans
roTOBOrO JliKapCbKOro 3acoby, a
came: oAaHo AeTasbHuii onuc
METOAVKM BiNOBIAHO A0 Aitoyol
LOKYMEHTaLii BUPOGHMKA rOTOBOro
nikapcbKoro 3acoby. Kpurepii
NPUIAHATHOCTI AN1A AAaHOT0 MeToay
3a/IMLIATLCA HE3MIHHUMMW.

ONPOTOH®

Lisinopril
and
diuretics

ni3nHon
pun (y
dopmi
ni3nHon
puny
avrippat
y)i
rigpoxno

poTiasung

C0o9B
AO03

Tabnetkn, 20
mr/12,5 mr; no 10
Tabnetoky
6nictepi; no 1 abo
no 3 6nictepn y
KapTOHHii
ynakoBL;i

BAT
"TepeoH
PixTep"

Yropium
Ha

KOHTPO/Ib SIKOCTIi
Ta BuNycK cepii;
BMPOGHMLTBO
Hepo3schacoBaHoi
NPOAyKUii,
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoska: TOB

MonbLua
/
YropLm
Ha

BHECEHHS 3MiH 0 peecTpavlinHmx

marepianis: 3miHu | Tuny - 3miHn

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araslbHEHNX AaHuX Npo

cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, 3amiHa

YNOBHOB&XEHOT 0co6MU,

3a
peyenmom

UA/8634/01/02




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy

(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

"l'efeoH PixTep
Monbwa®,

MonbLa; Bunyck

cepii: BAT

"l'epeoH Pixtep",

YropluHa

BigNoBiga/IbHOI 32 34iACHEHHST
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (hapmakoHarnisgy 3asBHuka ans
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 3a 34jACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOT 0CO6U 3a8BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Jlacno
Cexein.
3MiHa KOHTaKTHUX faHnx
YMNOBHOBaXEHOI 0CO6U 3a8BHMKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
3MiHa KOHTaKTHMX OaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
hapMakoHarniag B YKpaiHi.
3MiHa MicLe3HaxoMKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micust 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.

74.

KONAIBEN

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amorn,
KOgpeiH,
eHine
puHy
rigpoxso
pva,
deHipam
iHy
mManeat

NO02B
E51

Tabnetku; no 12

Tabnetoky
6nictepi; no 1
6nictepy B
KapTOHHii
Kopob6ui; no 4
Tabnetkny
6nictepi; no 1
6nictepy y
KapTOHHOMY
KOHBEPTI

TOB «Amina
Xenc Kea»

YKpaina

Biogin

dapmacbloTikans

nra.

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa abo
[ofaBaHHA LWTamnis, NOTOBLLEHb
ab0 iHLWKX MapKyBaHb, yk1ouatoun
3amiHy abo gofasaHHsA hapb ans
MapKyBaHHS /TikapcbKoro 3acoby
(3miHa WwTamniB, NOTOBLLYEHb a60
IHLLIMX MapKyBaHb) BunyyeHHs
BiAGUTKY Ha NOBEPXHi TabneTku.
Bigbutok maB fekopaTvBHe
npu3HaYeHHs, He 6yB NPU3HaYeHNi
AN PO3/i/IEHHS Ha PiBHI J03M Ta He
nosHavas cuny aii. Cneuudikauii
N3 He 3MIHUANCD, 3a BUK/OYEHHAM
30BHILIHLOrO BUrAS4Y TabneTku.

6e3
peyenma

nionsie
ae

UA/11466/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3MiHM BHOCATLCSA [0 iHCTPYKUiT ANs
MEANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posainy
"Nikapcbka hopma” 3aTBepKEHO:

OCHOBHiI (Pi3MKO-XiMiYHi BNacTUBOCTI:

oBasibHOT chopmu fiBoLLIapOBa
Tabnetka (6inuii wap / poxeswnii
wap), 3 BigTMCKOM 3 060X 6OKiB. Ha
6inomy Luapi fonycKarTbes
BKpan/IeHHA POXEBOTr0 KO/bOpy, Ha
POXeBOMY LUapi [OMyCKaloTbCA
BKparn/ieHHs1 6inoro Konbopy.
3anponoHoBaHo: OCHOBHI (hi3nKo-
XiMiYHi BNacTMBOCTI: OBas/1IbHOI
chopmu gBollapoBa TabneTka (6inwi
wap / poxeswii Wwap), 3 ragxko
nosepxHeto. Ha 6inomy Liapi
[0MNyCcKalTbCA BKparnieHHs
POXEBOro KOMbOpPY, Ha POXXEBOMY
Lapi AOMycKatTbCA BKpanieHHs
6in10ro konbopy. 3MiHu | TUNy -
3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbknii
3aci6. Onuc Ta cknag. 3miHa 'y
cKnagi (4oNOMKHUX peyoBMHaxX)
roTOBOrO Nlikapcbkoro 3acoby (iHLwi
[OMOMDKHI peqyoBuHN) - 3amiHa
OfHIi€T AONOMIXHOI PEeYOBUHMN HA
iHLY 3 TUMKW cCamMUMK
OYHKLiOHa/TbHUMU
XapakrepucTmkamu Ta Ha Tomy
camMoMy PiBHi - 3aMiHa JOMOMIKHOI
PEYOBMHMN TBAPUHHOIO NMOXOMKEHHS
3 pusmkom nepegadi ME — xenatuny
Ha npexenaTnHi30BaHUn KPOXMaUTb 3
TakvuMu cammmyt OyHKLiOHa/TbHUMMN
XapakTepucTmkamu — 38’a3youn
pevoBUHA, Y Tili caMmili KilbKOCTi 6e3
pu3nky nepepadi MN'E. 3miH
QYHKLiOHANBbHUX XapakTepucTuK
nikapcbkoi chopMu He Bigbynochk.
3miHa 06ymMOoB/ieHa HeobXiaHICTIo
BIZIMOBWU Big, Ai04OT PEYOBUHM
TBAPUHHOTO NOXOPKEHHS Ta He




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BM/IVBAE HA XapaKTepUCTUKN

cTabinbHOCTI Ta 6e3neku /13. 3MiHK
BHOCATbCS [0 IHCTPYKL,i A1
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Cknag", a came 3aMiHa JONOMDKHOT
pevoBUHM 3 pu3nkom nepegadi NE-
XEenaTuHy Ha NpoXenaTyHIZ0BaHWi
KpoXmasib. 3MiHM | Tuny - 3miHn 3
AKOCTI. [O0TOBWMIA NMikapcbkunii 3acib.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AAaTKOBOT AifIbHULL
BMPOGHMLTBA 4719 YacTVHU abo
BCbOro BUPOOGHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHUUS 4N BTOPUHHOTO
nakyBaHHs)
3amiHa 3aTBeppKeHol AiNbHUL Ans
BTOPWMHHOrO NakyBaHHs [Mpicaiia
Xemichapma MBT. /1T4., IHAIS HA HOBY
BMPOGHUYY AiNbHULIO AN
BTOPVHHOTIO MakyBaHHs biogin
dPapmacbtoTikans J1T4., IHAiA. 3MiHu |
TMny - 3MiHW 3 SIKOCTi. FOTOBWIA
NiKapcbKkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT [iIbHULL BUPOBHMLTBA
0151 YaCTuHM abo BCbOro
BMPOGHNYOro nNpoLecy rotToBoro
nikapcbKoro 3acoby (finbHUUA ans
NepBMHHOrO NakyBaHHs) 3amiHa
3aTBEPKEHOI Ai/TbHULi ANs
NepBUHHOTO NakyBaHHs Mpicaii3
Xemicpapma MBT. /IT4., IHAIS HA HOBY
BUPOGHWYY AiNbHWLIO ANS
nepBUHHOrO NakyBaHHA biogin
dapmachbtoTikans /1T4., IHais.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amMiHa abo BBeLEHHS
[04aTKOBOI AiNIbHUL BUPOBHMLITBA
AN19 YaCTUHU abo BCbOro

BMPOGHMYOro NpoLecy roToBoro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

nNiKapcbKoro 3acoby (ginbHMLA, Ha
AKili NpoBOAATLCA ByAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM
BMNYCKY Cepili, KOHTPOJIO SKOCTI,
NepPBUHHOTO Ta BTOPVHHOIO
nakyBaHHs, /19 HECTEPUSIbHUX
NiKapcbkux 3acobis) 3amiHa
3aTBEpMKEHOT BUPOBHNYOT AiNbHUL,
Ha kil NpoBOANNNCH BYb-AKi
BMPO6HMUI cTagji, 3a BUHATKOM
BUMYCKY, KOHTPOSIO AKOCTI,
NepBUHHOIO Ta BTOPUHHOIO
nakyBaHHs — picaiiz Xemichapma
Met. /114., IHAIS HA HOBOTO
BMPOGHUMKa biofin PapmMacboTikan3
NtA., IHAiA HA HOBY BUPOGHMYY
OinbHuuto biogin ®apmMacbkloTikan3
N1a., IHAiA,, Ha AKiA
NPOBOANTUMYTbCS Oy Ab-SKi
BMPOGHUYI CTagji, 3a BUHATKOM
BUMYCKY Cepii, KOHTPOIO AKOCTI,
NepBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 3MiHu | Tuny - 3MiHn 3
AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIIO SAKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA,
LLIO BifnoBifae 3a BBE3eHHA Ta/abo
BMNYyCK cepii) - Bkaroyatoun
KOHTpPO/b/BMNPOGYBaHHSA cepii -
3aMiHa 3aTBEepKEHOro BUPOBOHUKA,
LLIO BiAMOBIAAB 3a BMMYCK cepii,
BK/THOHAI0UM
KOHTPO/b/BUNPOBYBaHHSA cepil
Mpicain3 Xemicdhapma MeT. Ni74.,
IHAjA Ha HoBOro BMpOGHMWKa biogin
dapmacbtoTikans /14, IHAis, akuii
6yZe BignosigaTu 3a BUNYCK cepii,
BK/THOHAI0UM
KOHTPO/b/BUNPOBYBaHHSA cepii.

3MiHa 3aTBepAKEHOr0 BUPOOHMKA




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

NiKapcbKoro 3acoby. 3MiHu
BHOCATLCA [0 iHCTPYKUiT ANs
Me/MYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainis
"BMpo6HUK", "MicLie3HaxomKeHHS
BMPOGHMWKa Ta Iioro agpeca micus
NPOBaKEHHS AiANbHOCTI" Ta SK
Hacnigok 3MiHW 0 TeKCTy
MapKyBaHHS YMakoBK/ NiKapcbkoro
3aco6y. 3miHu | Tuny - 3MiHKn 3
SKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3aco6y (iHwi 3miHn) Mepeknag MKA
OepXXaBHOK MOBO. 3MiHW | Tuny -
3MiHu Woao 6e3nekn/edpeKTMBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLii 415
Me[MYHOr0 3aCTOCYBaHHS Ha
nigcTasi perynspHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
[OCNipKeHb, NPoBeAEHNX
BigMOBIAHO A0 MaHy neaiatpuydHnx
pocnipxeHs (PIP) (3mMiHy y3rompkeHo
3 KOMNETEHTHNM YNOBHOBaXEHUM
opraHom) 3MiHM BHECEHO A0
IHCTPYKUIT AN1A MeanyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby
00 posginis "OcobmBi 3axoam
6esnekun”, "Baaemogis 3 iHWMK
nikapcbk1UMmn 3acobamu Ta iHLWi BUAm
B3aemogiin", "MobivHi peakuii” wogo
6e3nekn 3acTocyBaHHS Aitouoil
peyoBuHM NapatieTamos BiAnoBigHO
0o pekomeHgauiin PRAC. 3MiHn |
My - 3MiHK Woa0
6e3nekn/eheKkTUBHOCTI Ta
dhapmakoHaraagy (iHwi 3MiHn) 3MiHn




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BHOCATbLCA A0 M. 2 TEKCTY
MapKyBaHHS NepBUHHOT Ta
BTOPUHHOI YNakoBKM NiKapCbKoro
3aco0y, a came fofaBaHHA OANHULb
BMMIiptoBaHHA MiXXHapoaHOI cuctemu
Sl.
75. | KOMBICNAS3 Paracetam | napauet | NO2B Tabnetkn, no 10 OPTAHOCU OAE MOBHWIA LKA IHgis/ BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/3088/01/01
M® ol, amorn, E51 TabneToky H BMPOGHMLTBA! CnoBeHi mMartepianis: 3miHu | TUny - 3MiHn peyenma
combinatio | guumkno 6nictepi 3 chonbr | TAMGCAEH EBepTomxeH A wofo 6esnekn/edekTMBHOCTI Ta
ns excl. MiHy anoMiHieBoT Ta CN3 (Ed Navich CaeHens thapmakoHarnsgy. BeegeHHs abo
psycholept | rigpoxno nniBku 3ETI) Nimites, HAiN; 3MiHW [0 y3ara/ibHeHVX JaHux npo
ics pua NONIXN0PBIHINIOBOI; NOBHWIA LKA cuctemy thapmakoHarnsgy
no 1 6nictepy B BVMPOGHMLTBA: (BBEAEHHSA Y3araslbHEHNX AaHNX NPo
KapTOHHI navui; TOB cuctemy hapmakoHarnsgy, amiHa
no 10 TabneTok B "MAPI®APM", YNOBHOBaXEHOT 0co6M,
antoMiHieBOMY CnoBeHisi BigNoBiga/IbHOI 3a 34jACHEHHSI
6nictepi; no 1 hapMakoHarnagy; KOHTakTHoOI ocobu
6nictepy B 3 (hapmakoHarnsgy 3assHuka ans
KapTOHHI navu; 3[iiCHEHHS hapmMakoHariagy B
no 10 TabneTok B YKpaiHi, KW BoHa BiAMIHHA Bif
TIOMIHIEBOMY YNOBHOBaXEHOT 0co6M,
6nictepi; no 2 BigNoBiga/IbHOI 3a 34iACHEHHSI
6nictepu B thapmakoHarnagy (Bkiovaroum
KapTOHHIN nauuj KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BigNoBiAa/IbHOT 3a
chapmakoHarnsg,. BunyyeHhs
iHchopMmalii LA KOHTaKTHOT 0co6u
3as1BHMKA, BignoBiga/IbHOI 3a
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHuUX.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS! OCHOBHOT
LisiNIbHOCTI 3 chapmakoHarnsgy
76. | KOMBICINAS3 Paracetam | napauet - Tabnetku, in bulk: OPIAHOCU OAE NOBHWIA LIMKN IHais/ BHECEHHS 3MiH 0 peecTpaLinHmx - UA/3089/01/01
M® ol amorn, no 1200 TabneTok H BMPOGHMLTBA: CnoBeHi marepianis: 3miHu | TMny - 3MiHn
combinatio | guumkno y naketaxy NAN®CAEH EBepTOomXeH a Loao 6e3nekn/edeKTMBHOCTI Ta
ns excl. MiHYy naykax 3 KapToHy Cn3 (E® Naiicp CaeHcns thapmakoHarnagy. BeegeHHs abo
psycholept | rigpoxsno 3ETI) Nimiten, IHais; 3MiHW [0 y3arasibHEHUX JaHuX npo
ics pua MOBHMWIA LMKN cucTemy chapmakoHarasgy




Ne
n/n

Hassa

JNliKapcbKo20

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOGHMLTBA:
TOB
"MAPI®PAPM",
CnoBeHis

(BBEAEHHSA y3ara/lbHEHNX AaHNX NPO
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6u,
BignoBiga/IbHOI 3a 34iACHEHHSI
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, AKLWwo BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34iACHEHHSI
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0ocobw, BigNoBiAa/IbHOT 3a
chapmakoHarnsag,. Bunyyerns
iHchopMmalii LLOA0 KOHTaKTHOT 0co6M
3as1BHMKA, BignoBiga/IbHOI 3a
3[ificHeHHS1 hapMakoHarnsgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLLe3HaxoMKEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy

77.

KOMBICINA3

M®

FTACTPOKOM

(0]e]

PT

CUMETUK
OH,
ANLMKIO
MiHYy
rigpoxno
pna

AO3E

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 10
TabneTok, BKPUTMX
NAiBKOBOO
060/10HKO10, Y
6nictepi 3 nNiBKK
antoMiHieBOT Ta
dhonbru
antoMiHiesoi, no 1
abo 2 6nictepn y
nauuj 3 KapToHy

OPIrAHOCH
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepTopaxeH
Naiich CaeHcnz
Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHA Y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHuka gns
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y

6e3
peyenma

UA/15710/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX A@HWX YNOBHOBaXKEHOI
0cobw, BigNoBiAa/IbHOI 3a
chapmakoHarnsag,. Bunyuerns
iHcbopMmalii LLOA0 KOHTaKTHOT 0co6u
3as1BHMKA, BignoBigasIbHOI 3a
3[ificHeHHSs1 hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
78. | KOMBICIMAS3 - CUMETUK - TabneTku, BKPUTI OPIAHOCU OAE EBepTomxeH IHAis BHECEHHS 3MiH 0 peecTpavLiinHmx - UA/15711/01/01
M® OH, NAiBKOBOO H Naiich CaeHcms marepianis: 3miHu | Tuny - 3miHn
FTACTPOKOM LNUMKNO 060/10HKO10, in NAN®CAEH Nimiteq Loao 6e3nekn/edeKTMBHOCTI Ta
DPOPT MiHYy bulk: no 5000 Cn3 (E® hapmakoHarnsgy. BeegeHHs abo
rigpoxno TabneToky 3ETI) 3MiHW [0 y3arasibHEHUX JaHuX npo
png noABIAHNX cuctemy chapmakoHarnsgy
nonieTMNeHoBUx (BBEAEHHSA y3araslbHEHNX AaHNX NPo
nakeTax

cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnaay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANOBIAaIbHOI 3a
hapmakoHarnsg,. Bunyyenxs
iHchopMmalii LLOA0 KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBigaIbHOT 3a
3AiicHeHHs hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnsgy.

3MiHa Micus 34iCHEHHsI OCHOBHOT




Ne

Hassa

Koo

MixHapoo | Hassa ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
LisNbHOCTI 3 hapmakoHarnsgy.
79. | KOPOAPOH® | amiodaron | amiogap | CO01B Tabnetkn no 200 TOB YkpaiHa Bupo6HuuTBO, PpaHuin BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/3683/02/01
e OH DO1 mr; Ne 30 (10x3): "CaHodpi- nepBrHHe Ta / marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
rigpoxso no 10 TabneTok y ABeHTIC BTOPUHHE Yropuin akocTi. CepTudpikat
pug 6nictepi; no 3 YkpaiHa" nakyBaHHs, Ha BignosigHocTI/TE-cepTudcpikar

6nictepu B
KapTOHHii
Kopo6ui; Ne 30
(15x2): no 15
Tabnetoky
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/1b AKOCTI
Ta Bunyck cepii
rN3: CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis;
Bupo6HuyTBO,
nepBuHHe Ta
BTOPVHHE
naxkyBaHHs,
KOHTPO/1b SIKOCTI
Ta BUNYCK cepil
3 (3a
BUK/IIOYEHHAM
Mikpo6iosioriyHoro
TecTyBaHHs):
Onenna Xenckea
XaHrepi K.,
YropuuHa;
Mikpob6ionoriuHe
TecTyBaHHA M13:
XIHOIH 3aBog
dapmaLeBTUYHNX
Ta XiMiyHnX
MpopaykTis
Mpaisit Ko. T4,
(XIHOTH MpaiisiT
Ko. Nitq.) -
nigNpYEMCTBO
YaHiksenbA,
YropuuHa;
Mikpob6ionoriuHe
TecTyBaHHA MN3:
EBPOAII XaHrepi
NimiTeq Nanabiniti
KomnaHi
(EBPOAIMI
XaHrepi /1T4.),

BiiNOBIAHOCTI E€Bponelichkit
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO
npuBeLEeHHS Y BiANOBIAHICTb A0
MoHorpadii J®Y abo €sponeincbkoi
hapmakonei, abo iHwoi
HaujoHanbHOT hapmakonei gepxasu
€C (3miHa y cneundikauisx,
nos'A3aHa 3i 3miHamu B 1Y, a60
€sponeiicbkili hbapmakonei, abo
iHLWIA HavioHanbHiV hapmakonel
nepxasu €C). NpuBeaeHHA
cneumdikaLii akTMBHOT PEYOBUHM
AmiogapoHy rigpoxnopuvg,y
BifNOBIAHICTb 4O OHOBMEHOT
MoHorpadii E® 11.7 (moHorpadis
0803, 04/2025).




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
YropwmHa
80. | KCE/TIbAH3 tofacitinib Topaumut | LOAAF | TabneTku, BKpUTI Mdpaiizep CWA BMPOGHMLTBO 3a Himeyuun BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/14485/01/01
NHIBY 01 NAiBKOBOO Eiu.Ci.Mi. NMOBHUM LK/TOM: Ha marepianis: 3miHu | Tuny - peyenmom
uutpar 060/10HKOI, MO 5 Kopnopeiiw Mdpaiizep AJMiHICTpaTMBHI 3MiHW. 3MiHa
mr; no 14 H MeHtodhekuypuHr HaliMeHyBaHHA Ta/abo agpecy micus
TabneToky [Loiiuneng MeX NPOBaKEHHS Ais/IbHOCTI BUPOO6HMKA
6nictepi; no 1 abo (Bkntovaroun, 3a HeobXigHOCTI, Micue
4 6nictepn y NpoBEAEHHS KOHTPOJIH AKOCTI), a0
KapTOHHIN nauuj BflacHvka mactep-thaiina Ha AdI,
ab60 noctavasibHuka AdI/BuxigHoro
marepiany/peareHTy/npoMiKHOro
NpPOAyKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HMLTBI A®I (AKLLO 3a3HAaYEHO
y [OCbE Ha nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONenchbkili
hapmakonei y 3aTBepKeHoMy
nocbke, abo BUPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (AIKLLLO
3a3HayveHo y focbe) 3MiHa Ha3Bu Ta
agpecy BUPOOHMYOT AiNbHULL
BiANOBIAA/IbHOI 32 BUPOGHMLITBO
L0401 PEYOBUHN TOhALUTUHIOY 3
«Pfizer Ireland Pharmaceuticals,
Ringaskiddy API Plant, Ringaskiddy,
Co. Cork, Ireland» Ha «Pfizer Ireland
Pharmaceuticals Unlimited
Company, Ringaskiddy API Plant,
Ringaskiddy, Co. Cork, P43 X336,
Ireland». Micue3HaxomkeHHs Ta BCi
BMPOBHMYI NpoLecn He 3MiIHWINCh
81. | KCEPOTI'E/lb - Kcepore - NOPOLLIOK MpAT "EO® | YkpaiHa MpAT "EO® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/13155/01/01
NONIMETUN nb (cybeTaHuis) y "KPEOMA- "KPEOMA-®APM" marepianis: 3MiHu | Tuny -
CUNOKCAHY nonimet MiLLIKax PAPM" AZMiHICTpaTMBHI 3MiHW. 3MiHa
NICUIOK nonieTMNeHoBUx HaliMeHyBaHHA Ta/abo agpecu
caH 0151 BUpO6HMUTBA 3as1BHVKa (B/1acHMKa

HecTepuIbHNX
niKapcbknx
3acobis

peecTpauiiiHoro noceigueHHs) fitoua
pefaxuis NpuBaTHe akLioHepHe
TOBapUCTBO "EKO/I0Oro0XopoHHa
thipma "KPEOMA-®APM" YkpaiHa,
03680, m. Kuis, Byn. Paguuesa, 3
MponoHoBaHa pepgakuis MpAT "EO®
"KPEOMA-®APM" Ykpaina, 03124,




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MmicTo KuiB, By/1. BonHoBacbka,
6yaunHoK 3. 3MiHuM | Tuny -
AJMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHS AifIbHOCTI BUPOOHMKA
(BKOYaKoUK, 3a HEOHXIAHOCTI, MicLe
NpoBeAEHHS KOHTPOJIKO AKOCTI), abo
BNacHuka macTep-ghaiina Ha Adl,
abo noctavanbHuka APl/BuxigHoro
martepiany/peareHTy/MPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLIO 3a3HAYEHO
y OOCbE Ha flikapCbkunii 3acib) 3a
BiJCYTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkit
hapmakonei y 3aTBepgKeHomy
[ocbe, abo BUPOOHUKA HOBOT
[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HayYeHo y A0CbE) 3MiHa
HaliMeHyBaHHs agpecy micus
NPOBaKEHHS Aisi/IbHOCTI BUPOOGHUKA
A®I: 3aTBeppxeHo: NpuBaTHe
akuioHepHe
TOBapUCTBO"EKOIOr00XOPOHHA
dhipma "KPEOMA-®APM" YkpaiHa,
03680, m. Kuis, Byn. Paguwesa,3
3anponoHosaHo: MpAT "EO®
"KPEOMA-®APM" Ykpaina, 03124,
MmicTo KuiB, By/1. BosiHoBacbka,
6yanHoK 3

82.

KCEPOTENb
NOAIMETUN
CUJTOKCAHY,
rgPo®II30
BAHUN
IHY/IIHOM

Kcepore
nb
nonimet
WICUOK
caH

MOPOLLOK
(cybcTaHuis) y
[ABOX MiLLKax
nosieTMNeHoBUxX
ans
hapmaueBTUYHOIO
3acToCyBaHHSA

MpAT "EO®
"KPEOMA-
PAPM"

YkpaiHa

MpAT "EO®
"KPEOMA-®APM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavjiiiHoro NocBigYeHHs) -
3miHa agpecy 3asBHVKa(BNacH1Ka
peecTpaLiiHOro NoCBiAYEHHS).
3artBepaxeHo: MNpAT "EO®
"KPEOMA-®APM" Ykpaina, 03680,
M. Kuis, Byn. Paguiiesa,3
3anponoHosaHo: MpAT "EO®
"KPEOMA-®APM" Ykpaina, 03124,

UA/19277/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MmicTo KuiB, By/1. BonHoBacbka,
6yaunHoK 3. 3MiHuM | Tuny -
AJMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHS AifIbHOCTI BUPOOHMKA
(BKOYaKoUK, 3a HEOHXIAHOCTI, MicLe
NpoBeAEHHS KOHTPOJIKO AKOCTI), abo
BNacHuka macTep-ghaiina Ha Adl,
abo noctavanbHuka APl/BuxigHoro
martepiany/peareHTy/MPOMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLIO 3a3HAYEHO
y OOCbE Ha flikapCbkunii 3acib) 3a
BiJCYTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkit
hapmakonei y 3aTBepgKeHomy
[ocbe, abo BUPOOHUKA HOBOT
[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HayYeHo y JOCbE) - 3MiHa
HaliMeHyBaHHs agpecy micus
NPOBaKEHHS Aisi/IbHOCTI BUPOOGHUKA
A®I: 3atBeppxeHo: MpAT "EOP
"KPEOMA-®APM" YkpaiHa, 03680,
M. Kuis, Byn. Paguiiesa,3
3anponoHoBaHo: MpAT "EO®
"KPEOMA-®APM" YkpaiHa, 03124,
micTo Kuig, Byn. BonHoBacbka,
6yanHOK 3

83.

KCU/IOMETA
30/1IHY
riAPOXNoPU

a

xylometaz
oline

Kcunome
Ta3oniHy
rigpoxso
pnAa

MOPOLLOK
(cybeTaHuisn) y
MilLKax noABiHMX
nonieTMNeHoBUx
AN BUpo6bHMLTBA
HecTepubHNX
niKkapcbknx opm

AT
"®papmak”

YKpaiHa

3irdppig,
dapmaKemikanieH
MiHgeH TM6X

Himeuun
Ha

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny -
AJMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpawjiiiHoOro NocBig4YeHHs) 3MiHa
HaliMeHyBaHHS Ta agpecy 3asBHUKa
3 NYBJIYHE AKLIIOHEPHE
TOBAPUCTBO «®APMAK>» 3miHeHO
Ha AKLIIOHEPHE TOBAPNCTBO
«®APMAK>». 3MiHun | TUnNY - 3MiHK 3
akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo

UA/0559/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BVXIAHWA/MPOMKHWIA
npoayKT/peareHT, o
BMKOPUCTOBYIOTLCSA Y MPOLECI
BUpo6HMUTBa AP| (BUITYUYEHHS
He3Ha4YHOro nNoKasHuKa sIKocTi
(Hanpwknag BUyYeHHs 3acTapinoro
NoKasHMKa)) BUYYEHHS i3
crneundikavii/mMeToaiB KOHTPOIO
A®| KcunomeTtasoniHy rigpoxnopug
nokasHuka «Baxki meTann».
3MiHu | TUnYy - 3MiHKn 3 AKocTi. AdI.
Cucrema
KOHTeliHep/3aKynoproBa/ibHUIA 3acio
(iHWi 3miHW) NpuBeaeHHA po3ainy
«YnakoBka» g/1si cybcTaHuji y
BiAMOBIAHICTb A0 AOKYMeHTauil
BMPOGHMKa 3aTBEp/KEHO:
YMNAKOBKA B millkax noaBiiHnx
nonieTUNEHOBKX, BKNAAEHNX B
6apabaHu, 3abe3neyeHi
eTuKeTkaMun. 3anpornoHoBaHo:
YNAKOBKA B miwkax noggiiHnx
nonieTUNEHOBKX, BKNaAEHNUX B
(pibpoBsi 6bapabaHu, 3abe3neyeHi
eTukeTkamu. 3MiHun | Tuny - 3MiHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikaLii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo
BUXIZAHUA/NPOMIXHWIA
NpoAyKT/peareHT, Wo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMPOGHMLTBA ADI (iHLUI 3MiHW)
BHECEHHS 3MiH g0
crneundikavii/mMeToaiB KOHTPOIO
A®| KcnnomeTtasoniny rigpoxnopug,
30Kpema BUTyYEHHSI KOHTPOSTIO 3a
noKasHUKaMn «PO34MHHICTb» (He €
060B'A3KOBUM MOKA3HNKOM, Mae
iHhopmaTMBHUIA XxapakTep), «pH»,
«3aNLLKOBI Ki/IbKOCTi OpraHiyHmnx
PO3UMHHUKIB» Ta «Mikpo6ionoriyHa
yuctoTa». 3MiHu | Tuny - 3miHn 3




Ne
n/n

Hassa

JNliKapcbKo20

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

sKocTi. CepTudikaT
BignosigHocTI/lTE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichkit
hapmakonei/moHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTbL A0
MOHorpadii dY abo €Bponeiicbkoi
thapmakonei, abo iHwoi
HaLljoHanbHOT thapmakonei aepxasu
€C (iHWi 3MiHN)
npuBefeHHs crneundikadii Ta
aHaniTMYHNX Metoauk ans Ad|
KcunomeTasoniny rigpoxnopug
BUpo6HMKa «Siegfried
PharmaChemikalien Minden
GmbH», HimeuyunHa y BignoBigHicTb
00 B/MOT MOHorpadii €E® 3a
nokasHukamu «lgeHTundikavis» ta
«CynpoBigHI 4OMILKW». (MPUMIPHUKM
MK$ cy6eTaHuii 0002).

84.

KCUNOMETA
30/1IHY
raPoOXnorun

a

xylometaz
oline

Kcunome
TasoniHy
rifgpoxno
pna

MOPOLLOK
(cybcTaHuis) y
noAaBiiHMX
nonieTuIeHoBmxX
naketax Ans
chapmaLeBTUYHOTO
3acToCyBaHHS

AT
"®papmak”

YkpaiHa

YxaHb Y50
Papmac'ioTvKas
Ko., T4

Kutaii

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
AKocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI €Bponelichkit
thapmakonei: gns A®l; ans
BUXiAHOIO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXHOT
peyoBuHM (cepTuddikart
BiANOBIAHOCTI EBpONenchbkili
hapmakonei) - HoBuii cepTudpikat
Bifl BXE 3aTBEPAKEHOr0 BUPOOHUKA -
noAaHHA HOBOro cepTudikata
BiANOBIAHOCTI EBponechkili
apmakonei RO-CEP 2020-413-Rev
00 gns cybcTaHuii KennomeTtasoniHy

UA/15039/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

riApoxnopug Bxe 3aTBepmKeHoro
BMpo6HMKa Wuhan Wuyao
Pharmaceutical Co., Ltd, Kutai
(3miHa 3 AM® Ha CEP). 3MiHu | Tuny
- 3MiHu 3 gKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO
NpVBEAEHHA Y BiANOBIAHICTb 40
MoHorpadii Y abo €Bponeicbkoi
hapmakonei, abo iHwoi
HauioHa/IbHOI hapmakonei AepxaBmn
€C (iHwWi 3MiHN) NpMBEeEHHS
METOANKN BUSHAYEHHS NOKa3HMKIB
«lgeHTudikauis», «CynposigHi
OOMILKM», «KifbKiCHE BU3HAYEHHS»
Ans cy6cTaHuii KemnomeTtasosniHy
rigpoxnopua y BignoBigHICTb A0
BMMOT MOHorpadii Xylometazoline
hydrochloride €®. YTouHeHO ymoBu
36epiraHHs, 3rigHO BUMOr
MoHorpadiii €E® Ha AdI
KcunomeTasoniny rigpoxsiopug,.
3arBepmxeHo: YMOBU
3BEPIFTAHHA
36epirati B OpuriHasbHill ynakosLi
npv Temnepartypi He BuLle 25 °C.
3anponoHoBaHo: YMOBW
3BEPITAHHA. 36epiratn B
OopwuriHaNbHil ynakoBLi, B
3axuLLeHOMYy Bif, CBiT/1a MicLi npu
Temnepartypi He suie 25 °C). 3MiHn
| TMRy - 3MiHK 3 AKOCTi. ADI.
KoHTposnib A®I. 3miHa y napameTpax
cneyudikalin Ta/abo gonycTummnx
MEX, BU3HaAYEHMX Yy cneumdikawisx
Ha A®|, abo BMXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
BHeCeHHS 3MiH o MKA cybcTaHuii
KcunomeTasoniHy rigpoxaopuna




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMpo6Huka Wuhan Wuyao
Pharmaceutical Co., Ltd, Kutaii,
30KpeMa BU/TyYeHHS! KOHTPO/IIO 3a
NOKa3HNKOM "PO3UYNHHICTb, He €
0060B'I3KOBUM MOKa3HWKOM, Ma€e
iHchopmaTuBHUIA XxapakTep.
(mpumipHWKM o MKA cybcTaHuii
(0002)
85. | IAKTUHET®- | desogestr | pesorec | GO3A TabneTkn, BKPUTI BAT Yropwm BAT "TeneoH Yropwm BHECEHHS 3MiH 40 peecTpaujiinHmx 3a UA/9036/01/01
PIXTEP el Tpen C09 NAiBKOBOO "l'epeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3MiHK peyenmom
060/10HKO, N0 PixTep" Loao 6e3nekn/edeKTUBHOCTI Ta
0,075 mr; no 28 hapmakoHarnagy. BeegeHHs abo
TabneTtoky 3MiHU [0 y3araslbHEHNX AaHnX Npo
6nictepi; no 1 cuctemy thapmakoHarnsgy
6nictepy y nakeTi (BBEAEHHSA Y3araslbHEHNX AaHVX Npo
3 flaMiHOBaHoi cucTemy thapmakoHarnisgy, 3miHa
a/loMiHIEBOT YNOBHOBaXEHOI 0co6MU,
onbru; no 1 aéo BiANOBIAA/IbHOT 32 34iICHEHHS
3 nakeTn pasom 3 dhapmakoHarnsgy; KOHTaKTHOI 0cobm
KapTOHHUM 3 (hapmakoHarnagy 3asBHuka gns
dyTnapom ans 3AiicHeHHs hapMakoHarnagy B
36epiraHHsA YkpaiHi, K0 BOHA BiAMIHHA Bif
6nictepa B YNOBHOBaXEHOI 0co6M,
KapTOHHiiA BiANOBIfA/IbHOT 32 34iICHEHHS
ynakoBLi hapmakoHarnsgy (Bk4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekell. 3MiHa KOHTaKTHWUX JaHUX
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiAnNoBiga/IbHOT 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBiga/IbHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu hapmakoHarniagy.
3MiHa MicuA 34iACHEHHS OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.
86. | NAKTYBIT® lactulose naktyno | AO6A cupon, 3,335 r/5 TOB "lOpis- | YkpaiHa | TOB "tOpis-®apm” | YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHNX 6e3 UA/12566/01/01




Ne

Hassa

MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3a D11 M1, no 100 mn abo dapm” MaTepianis: 3miHu | TMny - peuyenma
200 mny AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
hnakoHax BMPOGHWYOT AinbHUL (BKIHOYAKOUM
noniMepHnx; no 1 OinbHuui gns A®l, npomMixkHoro
chnakoHy B nauuii* npoayKTy abo roToBOro /ikapCbKoro
3 3aco6y, AiNbHULI A58 NPOBeAEHHS
KapToHY,*(MOX/IMB nakyBaHHs1, BUPOOHMKa,
e jopartkoee BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
BKNafaHHsA B MicLie NPoBeEHHS KOHTPO/IHO cepil)
nayky MipHoro ab0 nocrtavyasibHMKa BUXiAHOTO
NPUCTPOLIO) marepiany, peareHty abo
[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HaYeHo Yy AOChHE)
BWTyYEHHSI BUPOBHUYOT AiNbHUL
ans A®l, a came BUTyYEHHs
BMpo6HMKa JaHndhapm A/C, [aHis
Ljiro4oi peqyoBuHN Jlaktynosa. 3Minu |
MRy - 3MiHK 3 AkocTi. ADI.
KoHTposib A®I. 3miHa y napameTpax
cneuudikalin Ta/abo gonycTummx
MeX, BU3HaYeHNX y creumdikavisax
Ha A®|, a6o BUXiZHUA/MPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPUCTOBYIOTLCSA Y MPOLEC
BUpo6HMUTBa AP| (BUITYUYEHHS
He3Ha4yHOro NokKasHuKa AKOCTi
(Hanpuknag BUyYeHHs 3acTapinoro
NOKa3HUKa)) BUIYyYEHHS1 HE3HAYHOTO
napameTtpa “"Lead" 3i cnevuudikauii
A®| hipmun-BupobHMKa Fresenius
Kabi Austria GmbH .
87. | NAMIDPEH® terbinafine | Tep6iHa DO1A renb1%,no15r MPAT YkpaiHa | BignosiganbHWii 3a | YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 He UA/6136/02/01
iHy E15 abono 30ry1y6i; | "®PITOPAPM BVMPOGHMLTBO, marepianis: 3miHu | Tuny - 3miHn peyenma | nionse
rigpoxso no 1 Ty6i B nauui 3 " nepBUHHE, Loao 6e3nekn/edeKTMBHOCTI Ta ae
png KapToHy BTOPWHHE hapmakoHarnagy (iHwi 3MiHn).
nakyBaHHs, 3MiHW BHECEHO B IHCTPYKLtO AN

KOHTPO/1b SIKOCTI
Ta BMNyCK cepil:

MeJMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy

MPAT "MoGiyHi peakuii" LWoAO 3BITYBaHHSA
"®ITOPAPM", npo NoGiyHI peakLii, a Takox
YKpaiHa, BHECEHO KOHTaKTHi AaHi 3asiBHVKa [0
BiiNOBigabHWIA 3a po3giny "Micue3HaxoKeHHs
BMPOGHMLTBO, 3asBHUKA". BBEAEHHS 3MiH




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
nepBrHHE, NPOTSArom 6-Tu MicALiB nic/s
BTOPVHHE 3aTBEPKEHHS.
nakyBaHHs Ta
KOHTPO/Tb SIKOCTI:
MpAT
dapmaLeBTUYHa
thabpuka "Biona”,
YKpaiHa,
BiiNOBIgabHWIA 3a
BMNYCK cepii, He
BK/IHOHAI0UM
KOHTPO/b/BUNPO6Y
BaHHs cepil: MPAT
"®PITOPAPM",
YKpaiHa
88. | NIAHTYC® insulin iHCYniH A10A po3unH Ans TOB YkpaiHa CaHodi-ABEHTIC Himeuun BHECEHHS 3MiH A0 peecTpaLinHx 3a UA/8106/01/01
COJIOCTAP® | glargine rnaprid EO4 iH'ekuinn, 100 "CaHodi- Lonunang rmexX Ha MaTepianis: 3miHu | TNy - peuyenmom
Op./mn; Ne 5: no 3 ABeHTIiC AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs
My KapTpuaxi, Ykpaina" BMPOGHWYOT AinbHUL (BKIHOYAKOUM

BMOHTOBaHOMY B
ofjHopas3oBy
LUNpUL-pyYKy (6e3
rofloK ans
iH'eKLjiA); no 5
LUNPUL-PYYOK Y
KapTOHHI KopooLli

ginbHuui ans A®Il, npoMiHoro
NpOAYKTY abo roTOBOro NiKapcbKoro
3acoby, AinbHULi 418 NpoBEAEeHHS
nakyBaHHs!, BUPOBGHMKa,
BiZiNOBIfA/IbHOTO 3 BMMYCK Cepiid,
MicL,e NpoBeAEeHHS KOHTPO/HO cepil)
abo nocrtavasibHuKa BUXiAHOro
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHY (AIKLLO
3a3HaYeHo y [OCbE)
BuganeHHsa BUpo6HMYOT AinbHUL
Celonic Deutschland GmbH & Co.
KG, Germany B sIKOCTi
aNbTepHATUBHOI AiNbHULY,
BiANOBIAA/IbHOI 3@ KOHTPO/Ib SKOCTI
A®I| ansa TecTyBaHHS 3a NOKa3HUKOM
BMmicTy E. coli 6inkis (ECP),
3aTBEPIAKEHUNA BUPOOHMK
BMPOG6HMLTBO Analytical testing and
final batch release: Sanofi-Aventis
Deutschland GmbH - Industriepark
Hochst - Bruningstrasse 50 - 65926
Frankfurt am Main Germany - 3miHn
11 TMNy - 3MiHK 3 sikocTi. ADI.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KoHTponb A®I. 3miHa y meToAax
BMNpo6yBaHHA A®I abo BUXigHOrO
marepiany/npoMiKHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BMpOGHULTBA AP (CyTTEBA 3MiHA Y
6ionioriyHomy/imyHo0riYHOMY/iIMYHO
XiMiYuHOMY MeToZi BUNpobyBaHHS
abo meTogi, y sKomy
BMKOPUCTOBYETLCA BIONIONIYHWIA
peareHT ans 6ionoriyHoro A®l, abo
oro 3amiHa). 3amiHa meToay
TecTyBaHHA A®I ans BusHayeHHs E.
coli 6inkis (ECP) 3 (ILA) meTogy
(Immuno-Ligand Assay) Ha HOBWi
ELISA meTtopg (Enzyme-Linked
Immunosorbent Assay). TecTyBaHHS
meTogom ELISA BnpoBagKyeTbca
0151 BUPOOHMYOT AinbHuui Sanofi-
Aventis Deutschland GmbH,
Germany, fika BiAnoBsigae 3a
KOHTPO/Tb SIKOCTi Ta BUNYCK cepii
AdL.

89.

NEBOKCVME
il

levofloxaci
n

nesocn

oKcauvH
(y hopwi
remirigp

ary)

SO01A
EO5

Kpanni OuHi,
po3uuH, 5 mr/mn
noswmny
noniMmepHomy
hakoHi-
KpanenbHuLj; no 1
donakoHy-
KpanenbHuULi B
KapTOHHI KopooLli

TOB
«YOPN[,
MEOVLINH>

YkpaiHa

YOPII]]
MEAVLIVH [NAY
CAH. BE TIIXK.

AL,

Typeuun
Ha

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BHeceHnHst abo
3MmiHa(n) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiiHoro
nocBiAYeHHs, BKoyatoun Mnax
ynpaBAiHHA py3nKamu (iHWi 3MiHW).
3asaBHWKOM HaaHO OHOB/IEHWIA
MnaH ynpasniHHA pu3nkammn Bepcis
4.0. 3MiHN BHECEHO [0 YacTuH: |
«3arasibHa iHghopmauisi Npo
nikapcbkuit 3aci6» 1l «Cneuudikayis
3 6e3neku» (Mogyni CVII, CVIII) I
«Mnan 3 dpapmakoHarnagy» IV
«lMocTMapKeTUHIOBI AOCAIAKEHHS»
V «3axoau 3 MiHimizavji pu3ukis» VI
«Pe3tome nnaHy ynpasniHHA
pusnkamm» VIl «logatkun», y 38’a3ky
3 OHOB/IEHHAM cneumdikauii 3

3a
peyenmom

UA/18206/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
6e3nekun 4ityoi pevyoBuHN
neBoh/IoKCaLMH TONIYHNIA
BiANOBIAHO [0 ONPUIOLHEHOTO
Public summary RMP Levofloxacin
Uni-Pharma eye drops. Pe3stome
MnaHy ynpasniHHS pu3nkaMmu Bepcis
4.0 fofaeTbes.
90. | IEBO®J/IOKC | levofloxaci | nesodpn | - KpucTanivyHmi TOB "TK YkpaiHa LLlaokciHr Kutaii BHECEHHS 3MiH 0 peecTpaLinHmx - UA/14923/01/01
AUNHY n oKcauuH MOPOLLIOK "ABpopa" LI3nHCUHL marepianis: 3miHu | Tuny -
FEMICIOPAT y (cybcTaHuis) y dapmacboTvKasn AAMIHICTPaTUBHI 3MiHW. (iHLLI 3MiHW)
remirigp noAaBiiHMX Ko., Nn14. MpuBeaeHHsA iHdopMaLii y posgini
ar nonieTuIeHoBmxX «MapkyBaHHA» MKA:
MiLLKax s 3arBepakeHo: Ha eTukeTui
hapmMaueBTUYHOIO BKa3ytoTb: IHhopmMaL,ito LLoa0
3acTocyBaHHs TOBAPHOro 3Haky 3asiBHUKa, Ha3By
NpoAyKTy, KpaiHy BUPOBHWK, chipmy
BMPOGHWK Ta aApecy po3TallyBaHHS,
HOMep napTii, Macy HeTTo, gaty
BUrOTOB/IEHHS, Nepiog
NepeKoHTPOSIH, KIHLEBUIA TEPMIH
BMKOPUCTaHHS, YMOBW 36epiraHHs.
3anponoHoBaHo: Ha eTukeTui
BKa3ytoTb: IHhopmMaL,ito Loao
TOBAPHOro 3Haky 3asiBHUKa, Ha3By
NpoAyKTy, KpaiHy BUPOBHWK, chipMy
BMPOGHWK Ta aApecy po3TallyBaHHS,
HOMep cepii, Macy HeTTo, aarty
BUrOTOB/IEHHS, Nepiog
NepeKkoHTPOSI0, YMOBU 36epiraHHs,
HOMEp PeecTpaLiiHOro NoCBiAYEHHS!
B YKpaiHi.
91. | NIEBO®OJIK Sodium kucnota | VO3AF | po3uuH ans Mepak Himeuun BTOPWHHE Himeuuu BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/16366/01/01
levofolinat | nesocho iH eKuili abo lesenbliad Ha nakyBaHHs, Ha/ martepianis: 3MiHu | Tuny - 3MiHK 3 peyenmom
e niHoBa iHcpysiin, 50 mr/mn, T chrop MapKyBaHHS, Yecbka akocTi. A®Il. Kontponb A®I. 3miHa y
(nesocho nol1lmn,4wmn,9 KniHiwe KOHTPO/b Ta Pecny6n MeTofax BunpobysaHHsa APl a6o
niHiesa), My chnakoHi, no LWneujansnp BUNYCK cepili: iKa BMXifHOro martepiany/npoMixXHOro
o 1 a6o 5 dnakoHiB enapaTte Mepak npoaykTy/peareHTy, Wwo
eksiBasie 3 PO3YMHOM Y M6X lesenbliadt rop BMKOPUCTOBYETLCA Y NpoLLeci
HTHO KapTOHHiiA K/iHiLwe BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
AnHatpi ynakoBLi Lnevjansnpenapa 3aTBEPMKEHNX METOAAX
10 Te M6X, BUNPOGYBaHHS)
nesogo HimeuuunHa; He3HauHi 3MiHW A0 3aTBepKEHOI
niHaty BMPOGHULITBO npoueaypv BUNpo6yBaHHs Aitoyoi




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
roToBOro PeyYoBUHM, 30KPEMA, BUMPAaB/IEHHS
nikapcbKoro He3Hauyoi HeBIANOBIAHOCTI MiX

3acoby, nepBuHHe
nakyBaHHs,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs,
KOHTpPO/Ib
BMNPOBYBaHHSA
cepii: 3irdpig
FamenbH MM6X,
HimeuuunHa;
BMPOOBHMLTBO
roToBOro
nikapcbKoro
3acoby, NnepBuNHHe
nakyBaHHs,
KOHTPO/Ib
BMNPOOGYBaHHSA
cepii: OHKOMe[,
MeHblohekyepiHr
a.c., Yecbka
Pecny6nika

OMMCOM aHaniTMyHoro MeToay Ta
BUKOPWUCTaHUM BanifoBaHNM
MeToA0M. PO3UMHHUK A (pyxoma
hasa), L0 BUKOPUCTOBYETLCS B
meToai BEPX ans igeHtudpikauii,
KiNIbKiICHOro aHanisy Ta CynyTHix
peyoBUH, He (DINLTPYETLCA Nepes,
6e3nocepegHiM BUKOPUCTaHHSAM.
3MiHuW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHSA roTOBOrO NIKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPMKEHNX METOAaX
BUNPOO6YBaHHSA) HE3HAYHI 3MiHW A0
npoueaypu Bunpo6ysaHHs
«lpeHTudpikauis, KinbkicHe
BM3HAYEHHSA Ta JOMILLKW, METOA0M
BEPX», a came: - pO34YMHHKK A
(pyxoma pasa), wo
BMKOPUCTOBYETLCA B MeTofi BEPX,
He QINbTPYETLCA Nepes
6e3nocepefHiM BUKOPUCTAHHAM; -
NYHKT 6.2.2, BUAASIEHHSA KPOKY
«PiNbTpaLis po34ymMHHMKA A pyXOMOT
hazun». 3MiHu | TUny - 3MiHKn 3
aKkocTi. A®Il. KoHTponb A®I. 3miHa y
MeTogax BMnpobyBaHHss A®l abo
BUXiAHOIO MaTepiasy/npoMixxHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMHKEHNX MeTofax
BMNPOOGYBaHHS) HE3HAYHI 3MiHW B
MeToAax BUNpobyBaHHS AdI
("identity" , "assay" Ta "purity"),
3anpornoHoBaHo A0AaTKoBe
BUKOPWUCTaHHS cTaHAapTy dhoniHaty
KasbLilo B aHauTiTUYHI MeToauL;.

3MiHuM | TMNY - 3MiHK 3 AKOCTI.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
[oTOBWIA Nikapcbkuit 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) HE3HAYHI 3MiHN Y
MeToAax BUNpobGyBaHHs 13,
3anpornoHoBaHo AofaTkose
BMKOPUCTaHHSA CTaHZapTy (oniHaTy
KasbLiito B aHaNiTUYHIl MeToamuj
"KinbkicHe BU3HaYEHHS. JJOMiLLKK".
92. | NEMTPAJA alemtuzu anemTy3 | LO4AA | koHUeHTparT ans TOB YkpaiHa BTopuHHe IpnaHgis BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/17376/01/01
mab ymab 34 pO34nHy OoNs "CaHodi- nakyBaHHs, / marepianis: 3MiHu | TUny - 3MiHu 3 peuyenmom
iHdpy3iii no 12 ABeHTIC MapKyBaHHs, Himeuun akocTi. A®l. BupobHMUTBO. 3MiHM B
mr/1,2 mn; Ne 1: no Ykpaina" 36epiranHHa M3 Ta Ha npoueci BupobHuutea AdI
1,2 MmNy dpn1akoHi; BUNYCK cepil: (He3HauyHa 3MiHa y npoueci
no 1 donakoHy B LbxeHsalim lpnang BMPOGHMLTBA ADI)
KapTOHHI KOpo6Lyi Nimiten , Ipnaxgis; He3HauHi 3MiHW y BUpo6GHNYOMYy
Brpo6HMUTBO (fill- NpoLeci akTUBHOI PEYOBUHMU
finish/nepsuHHe anemTy3ymab [/ OHOB/IEHHS
nakyBaHHs) MakCcVyMasibHOr0 TEPMiHY CyX6u
KOHTPO/Ib IKOCTI (B KOMIOHOK Ta MeMbpaH, Lo
npoueci BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
BVMPOGHMLTBA, npoLeci.
KOHTPO/Ib SIKOCTIi
N3, Brtovatoun
TecTyBaHHA A1
OLjiHKM
CTEePW/IbHOCTI i
BMiCTY
MiKpOOpraHiamis),
TECTU Ha
cTabifbHICTb):
BepiHrep
IHrenbxaim
dapma M'mbX i Ko.
Kr, HimeyunHa
93. | NIETPAM levetiracet | nesetup | NO3A KOHUeHTpaT ans Acnipo IHAisA Acnipo ®apma IHAisA BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/17233/01/01
am auetam X14 pO3unHy ons dapma Nimiten matepianis: 3miHu Il Tny - 3miHn 3 | peyernmom
iHcpysiid, 100 NimiTen sIKoCTi. [OoTOBWIA Nikapcbkuii 3aci6.

Mmr/mn; no 5 mn
(500 mr) y

3MiHW Yy BUPOGHULITBI. 3MiHa PO3Mipy
cepii (BK/IOYAKYM AianasoH po3mipy




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
donakoHi, no 1 abo cepii) roToBOro nikapcbkoro 3acoby
no 10 donakoHiB y (iHWi 3miHW) BBEAlEHHA 004aTKOBOIO
KopooLi po3mipy cepii N3 500 n (96153
(pN1akoHIB) B AONOBHEHHS 40 BXe
3aTBepxeHoro po3mipy cepii 50 n
(9615 dhnakoHiB).
94. | NIHAWHET 20 | Gestoden eTuHinec | GO3A TabneTku, BKpUTI BAT Yropum BAT "leneoH Yropuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/7688/01/01
e and Tpagion | Al0 060/10HKOH0; Mo 21 "TeieoH Ha PixTep" Ha mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
ethinylestr | Ta Tabnetui B PixTep" wofo 6esnekn/edekTMBHOCTI Ta
adiol rectoge 6nictepi; no 1 abo thapmakoHarnsgy. BeegeHHs abo
H no 3 6nictepu 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
pasom 3 cuctemy thapmakoHarnsgy
KapTOHHUM (BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
dyTnsapom ans cuctemy hapmakoHarnsgy, amiHa
36epiraHHs YNOBHOBaXEHOT 0co6M,
6nictepa B BigNoBiga/IbHOI 3a 34jACHEHHSI
KapTOHHil hapMakoHarnagy; KOHTakTHoOI ocobu
ynakoBLi 3 (hapmakoHarnsgy 3asBHuKa s
3[iiCHEHHS hapmMakoHariagy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekell. 3MiHa KOHTAKTHUX JaHNX
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisy.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisiNIbHOCTI 3 chapmakoHarnsgy
95. | NIHAWHET 30 | Gestoden eTuHinec | GO3A TabneTku, BKPUTI BAT Yropwm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/7689/01/01
e and Tpagion | A10 060/10HKOI0, MO 21 "lepeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3MiHn peyenmom
ethinylestr | Ta Tabnetui B PixTep" o0 6e3nekn/ed)eKTMBHOCTI Ta




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
adiol rectoge 6nicTepi; no 1 abo thapmakoHarniagy. BeegeHHsi abo
H 3 6nicTepu pasom 3MiHW [0 y3arasibHeHVX JaHuxX npo
3 KAPTOHHUM cuctemy hapmakoHarnsgy
dyTnspom ans (BBEAEHHSA y3araslbHEHUX AaHUX MPO
36epiraHHs cuctemy hapmakoHarnsgy, amiHa
6nictepa B YNOBHOBaXEHOT 0CO6MU,
KapTOHHIM BigNoBiga/IbHOI 3a 34jACHEHHSI
ynakoBLi dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnisgy 3asBHuka ans
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOI 0CO6U 3a8BHMKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekell. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiAANOBIAa/bHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT
0co6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
96. | NITAK cladribine | knagpu6 | LO1BB | po3uuH ans Ninomeg Al | LWBeeiiya BTOPWHHE LlBeiiua BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/17856/01/01
iH 04 iH'eKUild, 2 mr/mn; pis nakyBaHHs, pisi/ marepianis: yTO4YHEHHA peyenmom
no5mny KOHTPO/Ib AKOCTI ®paHuis peecTpauiiiHoi npoueaypu B
donakoHi; no 5 (3a BUHATKOM / Hakasi MO3 YkpaiHu Ne 841 Big
h1aKkoHiB y ineHTudikauii Himeuun 19.06.2026 - 3miHu | TUNy -
KapTOHHI KopooLyi PO34YNHHKIKA, Ha/ AAMIHICTpaTUBHI 3MiHW. BunyuyeHHs
MeXaHiYHUX Yexis BMPOGHMYOT AiNnbHUL (BKIHOYAKUM
BKJ/THOYEHb, AinbHuui ana A®l, npomixHoro

CTepUbLHOCTI Ta
6aKeHO0TOKCHHIB),
BUMYCK Cepii:
JNlinomeg Al

NpoAyKTy abo roToBOro MiKapCbKoro
3aco6y, AiNbHULI ANS NPOBeAEeHHS
nakyBaHHs, BUPOOHYKa,
BifnoBi4a/IbHOrO 3a BUMYCK CEpiid,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
LLIseliyapisi; MicLie MPOBEAEHHS KOHTPOSIHO cepii)

KOHTPO/1b SKOCTI
(ipeHTuncpikauis
PO3UYUNHHUKAY):
Conbsiac AT,
LLIseliyapisi;

KOHTPO/1b SKOCTI
(MexaHiuHi
BK/TIOUEHHS,
CTEePWIbHICTb Ta
6aKeHAO0TOKCUHN):
ConbBiac
PpaHuis, PpaHuis;
BMPOGHMLTBO "in
bulk" Ta nepBuHHe
nakyBaHHs, a
TaKoX KOHTPO/1b
AKocTi (cpizmko-
XiMiYHi
BMNPOOYBaHHS):
TumoopraH
Papmaume MmoX,
HimeyumHa;
BMPOGHMLTBO "in
bulk" Ta nepsuHHe
nakyBaHHS, a
TaKoX KOHTPO/b
AKocTi (¢hisnko-
XiMiYHi
BMNPOGYBaHHSA):
OHkomep,
MaHydhakTypiHr
a.c., Yexia

abo nocrtavasibHWKa BUXiAHOrO
marepiany, peareHty abo
[0MNOMIDKHOT PEUYOBUHM (SIKLLLO
3a3HaYeHo y JOCbE) - BUYHYEHHS
BMpOo6HMKa /13 BiANoBifasIbHOrO 3a
BMPO6HMLTBO "in bulk", nepBunHHe
nakyBaHHs Ta MPOMKHWIA KOHTPO/b
BUNYLLEHWX cepili: FaynT ®apma
BonbchpartiwayseH MmoX
(MNdpadhheHpigep LWTpacce 5, 82515
BonbdpariayseH,
HimeuumnHa)/Haupt Pharma
Wolfratshausen GmbH
(Pfaffenrieder Strasse 5, 82515
Wolfratshausen, Germany). 3miHn |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amMiHa abo BBeLEHHS
[04aTKOBOI AiNIbHUL BUPOBHMLITBA
AN15 YaCTUHU abo BCbOro
BMPOGHMYOro NpoLecy rotosoro
nikapcbKoro 3acoby (AinbHUUS, Ha
AKi NpoBOAATLCA ByAb-AKi
BMPOGHMUI cTagji, 3a BUHATKOM
BUNYCKY cepii, KOHTPOIO AKOCTI Ta
BTOPVHHOIO NakyBaHHA Ans
CTEePW/IbHMX NiKapCbKUX 3aco6iB
(BK/IHOYAKOUMN BUPOGEHI acenTUYHUM
MEeTOZO0M), KPiM NlikapCbkmx 3acobiB
6i0N10rYHOro/iMyHOIOTIYHOTO
NOXOPKEHHS) - BBEAEHHS
[04aTKOBOro BUpo6HuKa M3,
BigNoBiga/IbHOro 3a BUPOGHNULITBO
"in bulk”" Ta nepBYHHE NakyBaHHs, a
TaKoX KOHTPO/Ib AKOCTI (Pi3nko-
XiMiuHi BUNpo6yBaHHs)): OHkoMe[,
MaHydakTypiHr a.c. (Kapacek
2229/16, bpHo Piukosiue, 621 00,
Yexiss)/Oncomed Manufacturing a.s.
(Karasek 2229/1b, Brno Rechkovice,
621 00, Czechia); yTOYHEHHSA
BUPOBHMYMX OYHKLIR




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3aTBEPKEHOrO BUPOGHMKA
TumoopraH ®apmaume M6X
(WwudprpabeH 23, 38690 Mocnap,
HimeuunHa)/Thymoorgan Pharmazie
GmbH (Schiffgraben 23, 38690
Goslar, Germany) 3okpema:
BMPO6HULTBO "in bulk”" Ta nepBnHHE
nakyBaHHS1, @ TakoX KOHTPO/1b AKOCTI
(chizmKo-xiMiuHi BUNPOBOYBAHHS).
3MiHuM | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCS
BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo gofaBaHHA GifbHUL, Ha
AKIN 34iiCHIOETbCSA
KOHTPO/b/BMNPOBYBaHHA cepil) -
YyacTkoBa nepegava qyHkuin
KOHTPOJTI0 AKOCTi FOTOBOTO
nNiKkapcbKoro 3acoby Bif 04HOro
BMPOGHMKA iHLLIOMY, a came:
iaeHTUdiKaLia po3ynMHHUKA. 3MiHK |
TMny - 3MiHW 3 SIKOCTi. FOTOBWIA
NiKapcbKkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIIO SKOCTI
roTOBOrO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHA OiNbHULL, Ha
SKI 34iACHIOETBCSA
KOHTPO/Ib/BMNPOOYBaHHSA cepil) -
yacTkoBa nepegfaya yHKLi
KOHTPO/THO SIKOCTi FOTOBOro
nikapcbkoro 3acoby Bif, 0HOro
BMPOGHMKA iHLLIOMY, a came
MeXaHiYHi BK/IIOYEHHS. 3MiHK | Tuny -
3MiHu 3 SKOCTi. FOoTOBMIA NiKapCbKUiA
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHW Y
npoueci BUpo6HMLTBA FOTOBOrO
nikapcbKoro 3acoby, BK/IHOHa0um
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETHLCA MPU BUPOOHULTBI




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHI 3MiHU B
npoueci BupobHuuTea M3:
[itova pepakuia: MawmnHy ans
pO3/1BY Ta 3aKynoproBaHHsA
npomusatoTs 0,5-1 /1 npenapary,
AKUIA NOTIM BUKMAAIOTb.
MponoHoBaHa pepakujis:
O6nagHaHHA ons po3iMBy
NPOMUBAIOTH LLOHaiMeHLwWwe 1 ny
pasi 3MouyBaHHA ifbTpa BOAO
abo woHameHwe 60 mn y pasi
3MO4yBaHHA iNbTpa npenapaToM,
AKUIA NOTIM BUKMARIOTh. 3MiHW | TUNY
- 3MiHK 3 sKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb
abo AONyCTUMUX MEX,
BCTaHOB/EHWX Y cneumdikauiax, nig
Yyac BUpOOHULTBA FOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHsI
LONyCTUMUX MeX) - 3MiHa KpuTepiiB
NPUAHATHOCTI 38 NOKAa3HWMKOM
"KinbkicHe BM3Ha4eHHa" ans
KOHTPO/II0 B NPOLECi BUPOBHMLITBA 3
METOI0 NPUBELEHHS Y BifNOBIAHICTL
[0 crneungikawii rotoBoro
nikapcbKoro 3acoby. [jtova
peakuis: KinbkicHe BU3HaUYEeHHS y
npoueci BMpo6Huytea 95% - 105%.
MponoHoBaHa pepgakuis: KinbkicHe
BM3HAYEHHA Y NpoLieci BUPo6HULITBA
95,0% - 105,0%. 3MiHu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHK
BMNPOGYBaHb abo AONYCTUMUX MEX,
BCTaHOB/EHWX Y cneumdikauiax, nig
4yac BUPOOHULTBA FOTOBOrO
NiKapcbKoro 3acoby (foAaBaHHsA
HOBOro MeToAy BUNpPo6yBaHHA Ta
[0NYCTUMUX MEX) - KOHTPOSIbHY
TOYKY "napameTpu cTepunisadii”




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3MiHEHO, W06 Bigo6GpasnTn
anbTepHaTMBHI NapameTpu
cTepunisauii 4719 KOMNOHEHTIB
cucTeMM yNakoBKM (h/1akoHiB Ta
Npo6oK) Ta IHWUX YacTuH,
HeoOXiAHNX Yy BUPOGHMYOMY NpoLieci
(kon6, getaneli oNs 3aNOBHEHHS,
iNbTPyBaUibHUX MaTepianis). ditova
pefakuis: MapameTpu cTepwisadii:
®nakoHu: 270°C - > 10 xB abo
350°C - > 2,5 xB (cTepunizauis
rapsumm nositpsam), Mpobku: 121°C
-1 6ap - 45 xB a60 122°C npoTsrom
LoHaimeHLwe 30 xB (aBTOKNaB),
Kpuiuku, wo sigkngatotecs: 121°C -
1 6ap - 45 xB (aBTOKN1aB, HE MeHLIe
30 xB). Pi3Hi yacTuHu (konbwu, getani
[ON15 HanoBHeHHSA Towo): 121°C - 1
6ap - 45 xB ab6o 122°C npoTarom
woHaimeHLwe 30 xB (aBTOK/1aB)
PinbTPU (KapTpuaxi, Wwada): 134°C
- 2 6ap - 60 xB (aBTOKNAB, HE MEHLUE
45 xB) abo 122°C npoTsarom
LoHalimeHLwe 30 xB (aBTOKMaB).
MponoHoBaHa pepakuis: MapameTpu
cTepwunisauii: ®nakoHu: 290°C
NpOTArom LioHalimeHLwe 14,8 xB abo
350°C npoTarom wjoHaimeHwe 2,5
XB (CTepwunisauis rapsaymm
nosiTpsiM), MPO6KK, KPULLIKK, LLIO
BigKMAaloTbCA, Pi3Hi geTani (konow,
Aetani 4N HanoBHEHHS TOLLO) Ta
hiNbTpyBasibHI MaTepiasn
(kapTpugxi, kopnyc): 122°C
NPOTAroMm LLoHalimeHLwe 21 X8
(aBTOKN@B). 3MiHK | TUNY - 3MiHK 3
AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cneumdikayisx, nig
yac BMPOOHMLTBA FOTOBOTO
NiKapcbKoro 3acoby (BUyYEeHHS
HecyTTEBOro BUNPoOyBaHHA B




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
npoueci BUPOGHULTBA) -

BUK/IOYEHHSA BUMiptoBaHHs pH IPC 2
nicna gopasaHHa NaCl, ockinbku
NaCl cyTTeBO He BnmBae Ha pH, a
KpUTWUYHe 3HaueHHs pH nepes
nofaBaHHAM APl KopuryeToca Ta
nepesipseTbes Ha IPC 3. [itoua
pepakuis: IPC 2 3HaveHHs pH go
perynioBaHHsa: pH = 6,2 - 6,5.
MponoHoBaHa pepakuis: IPC 2
3HauYeHHs pH Jo0 KOpUryBaHHsA:
BifACYTHE. 3MiHN | TUNY - 3MiHK 3
sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BWIYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei) - Houit ceptucpikat
Bif} BXXe 3aTBEPAKEHOro BUPOOHMKA -
nogaHHa Hosoro CEP Ne 2022-076 -
Rev 00 ansa gjto4oi pevyoBuHM
KnagpubiH Bif yXe 3aTBEpKEHOro
BUPOGHMKa Jlinomes Al. 3MiHu |
MRy - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI €Bponelichkilt
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTbL A0
MOHorpadii oY abo €Bponeiicbkoi
thapmakonei, abo iHwoi
HaLjoHanbHOT chapmakonei aepxasu
€C (3miHa y cneundikaui




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HedhapmakoneHoro A®l ans
npvBeAeHHs y BiANOBIAHICTb A0
BumMor idY abo €sponeiicbKoi
thapmakonei, abo iHLWoi
HauioHanbHOI dhapmakonei gepxasun
€C) - A®| - MeTop BUnNpobyBaHHs
MiKPOGIO/IOMYHOI YACTOTU aKTUBHOI
peyoBVHM 6yN0 OHOB/IEHO 3 METOAY
USP (USP <61>) go BignosigHoro
MeToay €sponeiicbkoi ®apmakonei
(Ph. Eur., 2.6.12), BignosigHo 6yno
OHOBJIEHO MeXi crnevumdikauiii.
[Litoya pepakuis:
Total microbial count
<10 CFU/100 mg
USP <61>
MponoHoBaHa pejakuis:
Microbiological purity
TAMC < 103 CFU/g
TYMC < 102 CFU/g
Ph. Eur., 2.6.12

97.

NOPATEK®

oxymetazo
line

okcumeT
asoniHy
rigpoxno
pna

RO1A
AO5

cnpeii HasaslbHUiA,
[o3oBaHwuii 0,05
%;nol10ry
h1akoHi 3
posnunoBavem,
no 1 dnakony y
nauui

TOB
"BAJTAPTIH
PAPMA"

YkpaiHa

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTI:
TOB
"Mikpochapm",
YKpaiHa,;
BUMYCK Cepii:
TOB "BAJIAPTIH
PAPMA", YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUny - 3MiHu 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3MiHa napameTpiB
cneyudikalin Ta/abo gonycTummnx
MeX roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHM) 3MiHa BHOCUTbLCS [0
cneuudikauii Ta MeToais KOHTPOO
roTOBOrO JliKapCbKoro 3acoby
BiZNOBIAHO 4,0 BUMOT Ail040r0
BMAaHHA JPY "HasanbHi
npenapartun. HasasnbHi cnpei”, a came
BiiOyBaETHCA 3aMiHa NOKa3HUKa
"OfHOPIAHICTb [030BaHUX OAUHULIE"
Ha "OfHopigHICTbL Macy, Wwo
JocTaBnaeTbea”. NPOekT MKA N3
(0001)

6e3
peyenma

UA/17398/01/01

98.

NYUETAM®

Piracetam

nipauet
am

NO6B
X03

TabneTku, BKpUTI
NNiBKOBOK
060/10HKOH0, MO
400 mr no 60

3AT
dapmaLeBT
WNYHWIA 3aBOf,

ErIC

Yropim
Ha

3AT
dapmaLeBTUYHNIA
3asog ElIC

YropLm
Ha

BHECEHHS 3MiH 0 peecTpaLinHmx

martepianis: 3MiHu | TUny - 3MiHu 3

AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHMLTBI. 3MiHN Y

3a
peyenmom

UA/8165/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Tabnetoky
CKNSIHOMY
hnakoHi; no 1
donakoHy y
KapTOHHil
Kopo6ui; no 15
Tabnetoky
6nictepi; no 4
6nictepn y
KapTOHHI KOpooL;j

npoueci BUpo6HMLTBA FOTOBOrO
nikapcbkoro 3acoby, BKIOYaK4n
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHULTBI
rOTOBOrO JliKapcbKoro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPOOHMLTBA) HE3HAYHA 3MiHa Y
npoueci BupobHuuTea /13, a came
BMNpOBaXeHHA asibTepHATUBHOT
TEeXHOAOrii A1 eTany rpaHytoBaHHS
B NceBAo3piMHKeHOMY Liapi:
BNPOBa/PKEHHSA BUKOPUCTAHHS
0o6n1afHaHHA: rpaHynsaTop i3
nceBA03pPiMKEHNM LLIAPOM Ta
cylapka mictkicTio 800 niTpiB abo
aHasoriyHe obnagHaHHs. MpuHumn
BUIOTOB/IEHHSA 3a/IMLLAETHLCSA
HE3MiHHUM, 3MIHEHO NuLle
o6nagHaHHA. Takox 40 po3ginis
3.2.P.3.2. Ta 3.2.P.3.3. BHOCATbLCA
pepakuiiiHi npaskn. 3MiHun | TUNY -
3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbknii
3aci6. 3MiHV Y BUPOOHMLTBI. 3MiHN Y
npoLieci BUPO6GHMLITBA FOTOBOIO
NiKapcbKoro 3acoby, BK/OHakum
NPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO NlikapCcbkoro 3acoby (iHLwi
3MiHM) He3HayHa 3MiHa y npoueci
BMpo6HuUTBa /13, a came
BUAASIEHHA a/lbTEPHATUBHOI
TEXHONOTIi ANs eTany rpaHytloBaHHSA
B NCEBO3PIAKEHOMY Luapi:
BWAA/IEHHS] BUKOPMCTOBYBAHOIO
06naaHaHHSA: rpaHyaTop i3
ncesAo3pPiMKEHVM LLIAPOM Ta
cywiapka MicTkicTio 120 niTpis Ta
aHasnoriyHe 061agHaHHSA. MpuHLMN
BUIOTOB/IEHHSA 3a/IMLLAETLCA
HEe3MiHHMM, 3MiHEHO fnLle
06nafHaHHS.

99.

NYLETAM®

Piracetam

nipauet
am

NO6B
X03

TabneTtkn, BKPUTI
NNiBKOBOIO

3AT
dapmaueBT

YropLum
Ha

3AT
dapmaueBTNYHWIA

YropLum
Ha

BHECEHHS 3MiH 1O peecTpavLifiHnX
martepianis: 3miHu | TMny - 3MiHu 3

3a
peyenmom

UA/8165/01/02




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
060/10HKOHO, MO NYHWIA 3aBOS 3aBog ElIC AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6.

800 mr no 30
Tabnetoky
CKNAHNX
dhnakoHax; no 15
Tabnetoky
6nicTepi; no 2
6nictepu y
KapTOHHi KopoobLyi

EFIC

3MiHU Y BUPOGHMLTBI. 3MiHN Y
npoLieci BUPO6HMLITBA FOTOBOIO
NiKapcbKoro 3acoby, BKOHaum
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHA 3MiHA Y
npoueci BMpo6Huytea /13, a came
BMPOBaXEHHA a/lbTepHaTUBHOI
TEXHONOTIT AN eTany rpaHytloBaHHsA
B NCEBAO3PIAHKEHOMY LUAPI:
BNPOBa/PKEHHA BUKOPUCTAHHSA
ob6nagHaHHSA: rpaHynaTop i3
NnceBAoO3pPILKEHNM LAPOM Ta
cylapka MicTkicTio 800 niTpis abo
aHauoriyHe o6nagHaHHsA. MpuHumn
BUrOTOB/IEHHA 3a/IULLIAETLCSA
HE3MiHHUM, 3MiHEHO NuLle
obnagHaHHA. Takox Ao po3ginis
3.2.P.3.2. 1a 3.2.P.3.3. BHOCATLCA
pefakuiiiHi npasku. 3miHu | TNy -
3MiHu 3 SIKOCTi. FTOTOBWIA NiKapCbKnii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHN Y
npoueci BUpo6HWLTBA FOTOBOrO
nNikapcbKoro 3acoby, BKIOYa4n
NPOMIXXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO J1iKapCbKoro 3acoby (iHLui
3MiHWN) HEe3Ha4YHa 3MiHa Y NpoLEeCi
BUpOo6HMLTBa /13, a came
BUJa/IeHHA a/lbTepHaTUBHOT
TEeXHOAOTrii A1 eTany rpaHytoBaHHS
B NceBAo3piMHKeHOMY Lapi:
BUAASIEHHSI BUKOPUCTOBYBAHOIO
0o6n1afHaHHA: rpaHynsaTop i3
nceBAO3PIMKEHNM LLAPOM Ta
cyluapka MicTkicTio 120 niTpis Ta
aHasoriyHe obnagHaHHs. MpuHumn
BUrOTOB/IEHHA 3a/IULLIAETLCSA
HEe3MiHHWUM, 3MiHEHO nuLle
061aHaHHS.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
100. | NYUETAM® Piracetam | mipauet NO6B TabneTkn, BKPUTI 3AT Yropwm 3AT Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/8165/01/03
am X03 NNiBKOBOIO PapmaLeBT Ha dapmaneBTUYHNIA Ha marepianis: 3MiHu | TUnNy - 3MiHu 3 peyenmom
060/10HKOI0, N0 WYHWI 3aBOA, 3asog ErIC AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
1200 wr, no 20 ErC 3MiHV Y BUPOOHMLTBI. 3MiHN Y

TabneToky
CKNAHNX
nakoHax; no 10
TabneToky
6nictepi; no 2
6nictepn y
KapTOHHI KopooLli

npoLieci BUPOGHMLITBA FOTOBOrO
nNikapcbKoro 3acoby, BKIOYa4n
NPOMIXXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOro NikapcbKoro 3acoby
(He3HauHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHA 3MiHa Y
npoueci BupobHuytea /13, a came
BMNPOBaIKEHHA aflbTEPHATUBHOI
TEXHOOTIi AN eTany rpaHytloBaHHSA
B NCEBO3PIAKEHOMY Luapi:
BMNPOBaMKEHHS BUKOPUCTAHHS
06naaHaHHSA: rpaHyaTop i3
ncesAo3pPiMKEHVM LLIAPOM Ta
cywapka mictkicTio 800 niTpiB abo
aHasnoriyHe 061agHaHHSA. MpuHLMN
BUIOTOB/IEHHSA 3a/IMLLAETLCA
HEe3MiHHMM, 3MiHEHO fnLle
o06nagHaHHA. Takox A0 po3ginis
3.2.P.3.2. Ta 3.2.P.3.3. BHOCATLCA
peaakuiiHi npasku. 3miHn | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHN Y
npoueci BUpO6HMLTBA FOTOBOrO
nikapcbkoro 3acoby, BKIOYaK4n
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO JlikapcbKoro 3acoby (iHLi
3MiHM) HE3HaYHa 3MiHa y npoLeci
BMpo6HUUTBa /13, a came
BUAAIEHHA anbTepHaTUBHOI
TEXHONOTIT AN eTany rpaHytloBaHHA
B NCEBAO3PIAHKEHOMY LIAPI:
BUAA/IEHHS BUKOPUCTOBYBaHOIO
ob6nagHaHHsA: rpaHynaTop i3
nceBAoO3pPILKEHNM LAPOM Ta
cywiapka MictkicTio 120 niTpis Ta
aHauoriyHe o6nagHaHHA. MpuHumn
BUIOTOB/IEHHS 3a/IMLLAETHLCSA




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
He3MiHHUM, 3MiHEeHO fnLe
06nafHaHHS.
101. | MEAOKNAB Amoxicillin | amokeuy, | JOICR | nopoLuok Ans Megokemi Kinp Megokemi Jlimiteq, Kinp BHECEHHS 3MiH [JO peecTpaLifiHnx 3a UA/4428/02/01
and beta- UNiH 02 pO3unHy Ans Nimiten Marepianis: 3miHu | Tuny - peyenmom
lactamase | Hatpito iH’exuili abo AAMIHICTpaTBHI 3MiHW. 3MiHa
inhibitor Ta iHcpysiid, 1 1/0,2T; HaliMeHyBaHHsi Ta/abo agpecu
Knasysna 10 dpnakoHis 3 3asBHMKa (BNacHvka
HaT NOPOLLKOM Y peecTpaLiiHOro NoCBiAYEHHS).
Kaunito KapTOHHi KopobLyi 3MiHa Ha3BM Ta agpecu 3asBHVKa 3
Megpokemi 1T, (Byn.
KoHcTaHTuHynonec, 1-10, m.
Nimaccon, 51409, Kinp) Ha
Megokemi NimiTeq,
(KoHcTaHTHynonec, 1-10, 3011,
Nimaccon, Kinp). 3asBHKK Ta iioro
MiCLIe3HaX04KEHHS HE 3MIHW/IUCD.
102. | MEOOK/NAB Amoxicillin | amokeny, | JOLICR | nopoLwuok Ans Mepgokemi Kinp Mepokemi NimiTeq, Kinp BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/4428/02/01
and beta- UNiH 02 po3unHy ans Nimiten marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
lactamase | Hatpito iH’exuili abo AKOCTI. [0TOBWIA Nlikapcbkuii 3aci6.
inhibitor Ta iHcpysiit, 1 1/0,2T; KOHTpPO/Ib rOTOBOrO NiKapCbkoro
Knasyna 10 cpnakoHis 3 3acoby. 3miHa napameTpis
HaT MOPOLLKOM y cneuudikauin Ta/abo gonycTummx
Kanito KapTOHHI KopooLii

Me>X roTOBOrO J1ikapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BY)XEHHSI KpUTEPIiB NPUAHATHOCTI
3a nokasHukom "lMonimep
KnaBynaHary Ta iHwi
ch/TlyopecuUeHTHI fOMIWKN" y
cneuudikaLii Ha Bunyck M3 3 "He
6inbLue 5% m/M" Ha "He Binblwe 2%
m/m".
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/1b rOTOBOrO /1iKapCbKoro
3acoby. 3miHa napameTpis
cneyudikalii Ta/abo gonycTummx
MeX roTOBOrO J1iKapCbKOro 3acoby
(3BYXXEHHSI ONYCTUMUX MEX) 3MiHa
cneuundikauii 13 3a NoKa3HMKOM
"CynyTHi gomiwwkmn". JlimiTn gns
nowmiwok A, B,C, D, E, F, G, H, I,
J(n=1), J(n=2) Ta gNa 3arasbHuX
[OOMILLOK BCTAHOB/EHI BignoBigHO A0




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

MoHorpadii Ph. Eur. «kAMOKCMUUAIH
HaTpito». 3MiHu | TUny - 3MiHN 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpiB
cneyudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKOro 3acoby
(3BY)KEHHS1 ONYCTUMUX MEX)
3BY)XEHHSI BEPXHbOI MEXi KpuTepiis
NPUIHATHOCTI /13 3a NOKa3HMKOM
"KinbkicHe BU3Ha4yeHHs" 3 "He
6inbLwe 107,5%" go "He Ginbwe
105,0%" BignosigHo fo 3AQ11a
«CneuundikaLii Ta KOHTPOJIbHI
BUNPOGYBaHHA roTOBOI NPOAYKLIi».
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(3BY)XEHHS1 OMYCTUMUX MEX) -
3BY)XXEHHS KpUTEPTiB NPUAHATHOCTI
"N3 3a nokasHWKoM "BbakTepiasibHi
€eHA0TOKCHMHK". HoBwWiA
3anponoHoBaHwil NiMIT Ans
6akTepiasibHNX eHL0TOKCUHIB
BpaxoBYe negjatpuuHe
3acTocyBaHHSA (25 Mr/5 Mr Ha Kr ans
AiTell Baroto meHLe 40 Kkr), a Takox
OyAb-sike TeopeTnyHe GakTepiasibHe
HaBaHTaXKEHHS, L0 MOXe 6yTn
BHECEHE PO3UYMHHUKaMWU, AKi
BUKOPVCTOBYIOTbCS A1
BiAHOB/EHHS i/ab0 po3BeAEHHS
npoAaykTy - 3MiHu | TUNY - 3MiHN 3
AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3MiHa napameTpis
crneundikayii Ta/abo AonycTUMMX
MeX roTOBOrO J1iKapCbKoro 3acoby
(monoBHeHHA cnevmdikaLii HoBUM
NOKa3HUKOM 3 BifnoBigHM MeToA0M




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BMNPOOGYBaHHS) - 3a3Ha4YEHHS Yacy
BiIHOB/IEHHA NPUrOTOBAHOIO
pO34KHY 3 BIANOBIAHUM METOL0M
BMNPOOYBaHHS BiAMNOBIAHO A0 BUMOT
KepiBHuuTBa ICH Q6A. logaBaHHSA
napameTpy Ao creumdikayii ans
yacy BigHOB/IEHHS 3 BIAMOBIAHUM
MeTOoA0M BUNPOGYBaHHS BifNOBIgHO
[0 sumor kepisHuyTea ICH Q6A a0
TecTy «Po34nH npenaparty».
3MiHuW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpiB
cneyudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKOro 3acoby
(3BY)XEHHSI AOMYCTUMUX MEX) -
3BY)KEHHS KpUTEpIiiB NPUAHATHOCTI
3a MoKasHuKoM "BmicT Bogn" B
cneuundikauii 113 npy BUNycky.
(3atBeppxeHo: He binbLue 3,5%;
3anponoHoBaHo: 2,0%). 3MiHu | Tuny
- 3MmiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO MikapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX rOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHSI
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOL0M
BMNPOOGYBaHHS) - A0AaBaHHsi HOBOrO
napameTpa crneundikadii "Monimep
KnaBynaHary Ta iHWwmX
hNyopecLeHTHNX AOMILOK" i3
Bi4NOBIAHNM METOAOM
BUNPOBYBaHHA [/19 NPOMKHOro
NPOAYKTY - CTEPUSIBHOI CyMiLLli
aMOKCUUMAIHY HaTpilo Ta
knasynaHart kanito (5:1). 3MiHu |
My - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3mMiHa

napameTpiB cneundikauii Ta/abo
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[0MyCTUMUX MEX roTOBOro
NikapcbKoro 3acoby (3BYXeHHS
[ONYCTUMMX MEX) - 3BYXKEHHS

[OMYCTUMMX MEX 3a NOKa3HVKOM
"BakTepia/ibHi eHA0TOKCUHN" 3 «He
6inbLe 0.25 MO/Mr» fo «He 6inbLue
0.03 MO/mr» g1 NPOMIXKHOTO
NPOAYKTY - CTEPUNBHOI CYMilLLli
amoKCuUMAIHY HaTpito Ta
KnaeynaHat kanito (5:1). 3minm |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa

y 3aTBepMHKEHNX MeTodax

BMNPOOYBaHHS) - HE3HAYHI 3MiHM B

MeToAuLi BUNpo6yBaHHs 3a

NoKasHUKOM "BaKTepiasibHi
€HAO0TOKCUHU" 411 NPOMIXHOro
NPOAYKTY - CTEPUSILHOI CYMiLLIi

aMOKCUUMAIHY HaTpilo Ta
KnasynaHat kanito (5:1) y 3B’A3Kky i3
3BY)EHHSIM KpUTEPITB NPUAHATHOCTI.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.

[oTOBWIA NikapcbKuii 3aci6.

KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(AoNoOBHEHHS cneumdikavii HOBUM
MOKa3HWKOM 3 BifjNOBIAHUM METOAO0M
BUNpobyBaHHA) AofaBaHHA HOBOrO
napameTpa cneuudikauii "JomMiwkn
eTNN0BOro equipy aMoKCULMNIH

NeHiLnIoiHOBOI KMCNoTH" 3

BigMNoBigHMM METO40M
BUMPOBYBaHHSA AN MPOMDKHOIO
NPOAYKTY - CTEPUSILHOI CYMiLLli
aMOKCUUMAIHY HaTpilo Ta
KnasynaHaty kanito (5:1). JomiLuky
nopaHo yepes nepernag CEP 2013-
125 wnsaxom BBeAEHHS KOHTPOJIH
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uiei gomiwkn 3 nimitom 0.3%. Yepes
[00aBaHHA LET AOMILLKM TeCT Ha
nos'sA3aHi peyoBMHY 6y10 3amMiHeHO,
OCKiNIbKM NonepegHiin Metoa He mir
TOYHO BU3HAYUTU 3a3HaYeHy
[OMiLLKY. 3MiHW | TUMY - 3MiHK 3
AKOCTI. [O0TOBWMIA NNikapcbkunii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3MiHa napameTpis
crneundikayii Ta/abo AonycTUMMX
MeX roTOBOrO J1iKapCbKOro 3acoby
(BUTYYEHHSA HE3HAYHOrO NOKa3HuKa
(Hanpuknag, 3acTapifioro NokasHvka,
Takoro sk 3anax Ta cmak, abo
ifeHTudikaLis 6apBHUKIB un
CMakoBWX A06aBOK)) - BUTyYEHHS
KOHTPOJTIO 33 MOKa3HUKOM
"CynpoBigHi JOMILLKK: Kasito
KnaBynaHat" g1s NPOMiKHOIO
NPOAYKTY - CTEPUNBHOI CyMiLLli
amoKcuUMAiHy HaTpito Ta
KknasynaHaTt kanito (5:1). Jomiwku,
NnoB'A3aHi 3 Kaulilo k1aBynaHaToMm,
KOHTPO/IOIOTHCSA AK «ByAb-Aka
HeBigoOMa AOMilKa» 3 NlIMITOM He
6inbLlue 0.20%, OCKiNbKU piBEHb
BUSIB/IEHHS AOMILLOK, MOB'A3aHUX 3
Kaulito KnaBynaHaToOM, 3aBX4m
3HaxX0AMTLCS Ha PiBHI NOPOroBOro
NiMiTy a60 HWXK4Ye NPOMOHYETLCA
BWTYUYUTUN AAHUIA NOKA3HUK. 3MiHK |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO MikapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBepMKEHNX MeTodax
BUNPOOYBaHHS) - BHECEHHS
He3HaYHWX 3MiH 0 MEeTOANKU
BUNPOOYBaHHSA 3a NMOKa3HUKOM
"CTepwbHICTL" 4715 MPOMIKHOIO
NPOAYKTY - CTEPUSILHOI CYMiLLli
aMOKCUUMAIHY HaTpilo Ta




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KnaeynaHat kanito (5:1). 3Minm |

Tuny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTo4ax BUNpoOyBaHb (BK/IOUAKUM
3aMiHy ab0 JOMNOBHEHHS)) -
JoAaBaHHS 3a NoKasHUKOM "
laeHTndikalia" metoq
BMNpobyBaHHA TLUX BignosigHo o
OHOB/IEHOI cneuudikaLii NPOMKHOTo
NPOAYKTY - CTEPUSIBHOI CyMiLLli
aMOKCUUMAIHY HaTpilo Ta
KnasynaHart kanito (5:1). BHeceHHs
He3Ha4YHVX pedakuiiHniA 3MiH A0
aHasTiTUYHNX MEeTOAMK
BMMNPOOGYBaHHSA: - 3a NMOKa3HUKOM
"BMmicT BOAU" - BUNpaB/IEHHS
MOMWJIKW LLOJ0 KOperyBaHHa 06'eMy
MeTaHoy; - 3a NnokasHukom "pH" -
[0of4aBaHHs iHhopmauii Wwoao
NPUroTyBaHHA BOAW, BiIbHOT Bif
BYI/IELI0 AIOKCUAY; - 38 NOKa3HUKOM
"CTepwIbHICTb"- BUNPaB/IEHHS
MOMUJIKV LWOA0 KiNbKOCTI 3paska ans
nposefieHHs BunpobysaHHs: 30 1 Ha
cepegosue (60 r ons BOX
cepefioByLL); - 3a NOKa3HVKOM
"Monimep knaBynaHaty Ta iHLWMX
plyOpPEeCUEHTHNX AOMILIOK" -
BUNPAaB/IEHHS NOMUIIKM Y dhopMyii
po3paxyHKy 3 METOI BK/TOYEHHS
aKTMBHOCTI K/1aBY/1aHOBOI KMC/0TU B
CyMiLL. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHA roTOBOrO NiKAPCLKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpOoGYBaHb (BK/IKOYAKUM 3aMiHy
ab0 [JONOBHEHHS))

AofasaHHs test for absorbance (EP
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2.2.25) 3 KpUTepiMy NPUIAHATHOCTI
(not more than 0.40 (430 nm) 3a
NoKa3HUKOM "30BHILLHIN BUrNsAS,

PO34MHY" BiANOBIAHO 4O OHOB/EHOT

cneuuaikaLii NPOMIXXHOro NpPoayKTy

- CTEPUSIBHOI CYMiLLi aMOKCULMAIHY

HaTpito Ta knaBynaHat kanito (5:1)

Bif BUpo6HMKa Zhuhai United

Laboratories Co., Ltd., China. 3miHu

| TMny - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3mMiHa

y MeTogax BunpobyBaHHA roTOBOro

nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepMKEHNX MeTofax
BMNPOOGYBaHHS) BHECEHHS
He3HaYHWX 3MiH B MPUroTyBaHHA

TECTOBOr0O PO34MHY 3a NOKa3HUKOM
"30BHIiLLHI BUTNS4 pO3unHy” ans

MPOMIXXHOIO NPOAYKTY - CTEPUIbHOI
CYMiLLi aMOKCULMAIHY HaTpilo Ta

KnaeynaHaty kanito (5:1). MeToguka
NpMBOAUTLCA Y BiANOBIAHICTL A0
METO/MKM, L0 3aCTOCOBYETHCSA

BMPOOHMKOM NPOMIXXHOrO MPOAYKTY

Zhuhai United Laboratories Co., Ltd.,
China.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK y meTofax
BMNPOGYBaHb (BK/OUAKOUM 3aMiHy
ab0 OONOBHEHHS)) - AOAABAHHS
BMNPOOGYBaHHSA 3a NOKa3HUKOM
"Bugmmi yactkn" BigNoBigHO A0

OHOB/IEHOT cnevudikaLii BUpoOHMKa

A®| Ta npomixHoro npoaykty Zhuhai

United Laboratories Co., Ltd., China.

3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/1b rOTOBOrO J1iKapCbKOro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - BHECEHHS 3MiHa B
MeTo/ BUNpobyBaHHA 3a
nokasHukom "CynpoBigHi 4OMiILIKKN".
MeToa npnBOANTLCA Y BIAMNOBIAHICTL
[0 MeToy BUNPOGYBaHHS, Lo
3aCTOCOBYETLCS BUPOGHMKOM Ad| Ta
npomixHoro npogykty Zhuhai United
Laboratories Co., Ltd., China. 3miHu
| TMNy - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3mMiHa
y MeTogax BunpobyBaHHsA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN Y
MeTofax BUNpobysaHb (BK/IOHAKOUM
3aMiHy abo AOMOBHEHHS))
[ofaBaHHA BUNPOOyBaHHSA 3a
NOKa3HUKOM "3asILLIKOBI
PO34MHHMKN" BIAMOBIAHO A0
OHOB/IEHOT cneyudikavii BUpoOHMKa
A®| Ta NPOMDKHOTO NMPOAYKTY
CTEPW/ILHOT CyMiLLli aMOKCULUAIHY
HaTpito Ta knaeynaHart kanito (5:1)
BMPO6HMLTBA Zhuhai United
Laboratories Co., Ltd., China. 3minn
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (BUIyYEHHS
He3Ha4yHOro nokasHuka (Hanpvknag
3acTapifnioro nokasHvika, Takoro siK
3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
BMAA/IEHHS nokasHuka "Solubility” 3i
crneungikauii CTepuibHOI CymMiLi in-
bulk. Nana 3miHa cTocyeTbCA
NPOMDKHOIO NPOAYKTY - CTePUNbHOT
CYMiLLIi aMOKCMUMAIHY HaTpIto Ta
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KnaeynaHat kanito (5:1). 3Minm |
Tuny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (BUIyYEHHS
He3HaYyHOro nokasHuka (Hanpvknag
3acTapifnioro nokasHvika, Takoro siK
3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK)) -
BUAaIEHHSA NOKa3HUKa "2-
ethylhexanoic acid" 3i cneyudikauii
CTepwIbHOT cymiui in-bulk. faHa
3MiHa CTOCYETbLCSA NPOMKHOro
NPOAYKTY - CTEPUSIBHOI CyMiLLli
aMOKCUUMAIHY HaTpilo Ta
KnasynaHart kanito (5:1). 2-
ethylhexanoic acid € no6iuHum
NPOAYKTOM Mif yac BUPOOHMLTBA
LitoUnx peyoBuH, i Ti BMICT
KOHTPOJTHOETLCSA BUPOOGHNKOM Ad| <
0,8 % m/m. 3MiHun | TUNy - 3MiHN 3
AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHA roTOBOrO NiKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPMKEHNX METOAaX
BMNPOOYBaHHA) BHECEHHS 3MiH [0
MeTOAVKN BUNPO6YBaHHA 3a
NoKasHNKOM "OfHOpPIAHICTb
[,030BaHNX OANHULE", 30Kpema:
BUNPAaBEHHA APYKAPCLKOT MOMWUIIKN
B KpUTEpIsix NpuiAHATHOCTI Ans n=30
[,030BaHVX 0AMHULB 3rigHo EP
2.9.40. 3miHn | TMNY - 3MiHK 3 SIKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMNPOOGYBaHHS) BHECEHHS
He3HaYyHWX 3MiH 40 MEeTOANKN
BUNPOOYBaHHA 3a NOKA3HUKOM
"BakTepianibHi eHAOTOKCUHK". 3MiHN
Il TNy - 3MiHK 3 SKocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO MikapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (3mMiHa
3HaxX0AMTLCA N03a 3aTBepPAKEHNMM
[0MyCTUMUMU Mexammn
crneundikauiii) - 3mMiHa KpuTepiis
NPVAHATHOCTI 38 NOKa3HWKOM
"OpraHiyHi PO34YMHHUKN: €TUNOBWIA
aueTtat" 3 "He 6inbwwe 500 ppm" Ha
"He 6inbwe 4000 ppm" ans
NPOMIXXHOrO NPOAYKTY - CTEPUIbHOI
CYMiLLli aMOKCMLUMAIHY HaTpito Ta
KnasynaHat kanito (5:1). 3miHa
KpUTEPIiB NPUAHATHOCTI Yy 3B'A3KY 3
nepernagom CEP 2013-125 wnsxom
[0AaBaHHSA KOHTPO/II0 €TUI0BOrO
aueTtarty 3 nimitom "He 6inbe 5000
ppm".
103. | MEOOK/NAB® | Amoxicillin | amokcuy, | JOICR | TabneTtku, BKpUTI Megokemi Kinp Megpokemi NimiTeq, Kinp BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/4428/01/02
and beta- NNiHy 02 NAiBKOBOO Nimiten marepianis: 3miHu | Tuny - peyenmom
lactamase | Tpurigpa 060/10HKO10, NO AZMiHIiCTpaTMBHI 3MiHW. 3MiHa
inhibitor T, Kanito 875 mr/125 mr, no HalimeHyBaHHsi Ta/abo agpecu
Knasyna 7 TabneTok y 3as1BHYKa (B/1acHMKa
HaT 6nictepi; no 2 peecTpauiiHOro NoCBiAYEHHS).
6nictepn y 3MiHa Ha3BM Ta agpecu 3asBHUKA
KapTOHHIi Kopo6Li (BNacHvka peecTtpaujiiHoro
NnocCBigYeHHs)
104. | MEOOKNAB® | Amoxicillin | amokcuny, | JOICR | TabneTku, BKpUTI Mepgokemi Kinp Mepokemi NimiTeq, Kinp BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/4428/01/01
and beta- NI 02 NAiBKOBOO Nimiten marepianis: 3MiHu | Tuny - peyenmom
lactamase | Tpurigpa 060/10HKOI0, NO AZMiHICTpaTMBHI 3MiHW. 3MiHa
inhibitor T, Kanito 500 mr/125 mr; no HalimeHyBaHHsi Ta/abo agpecu
Knasyna 8 TabneTok y 3as1BHVKa (B/1acHMKa
HaT 6nictepi; no 2 peecTpaLiiHOro NoCBigYEHHS).

6nictepn y
KapTOHHi KopobLyi

3MiHa Ha3BW Ta agpecy 3asiBHUKa
(BnacHuka peecTtpadiiHoro
nocBig4eHHs)




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
105. | ME/IOKC meloxicam | menokcn | MO1A PO34MH Ans Megokemi Kinp Megokewmi NlimiTeq, Kinp BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15382/01/01
Kam C06 iH’exuiii, 15 mr/1,5 NimiTen MaTepianis: 3miHu | TNy - peyenmom
M/, no 5 amnyn y AJMiIHICTpaTMBHI 3MiHW. 3MiHa
dhacoHHOMyY HaliMeHyBaHHs Ta/abo agpecun
6nictepi; no 1 abo 3asBHVIKa (Br1acHuKa
2 6nictepn y peecTpaLiiHoro NocBigYeHHs).
KapTOHHI KopooL;j 3MiHa Has3BM Ta agpecu 3asiBHMKa
(BnacHvka peecTpaujiiHoro
noceifgyYeHHs)
106. | METANI3E® tenectepla | TeHekte | BO1lA niodpinisat gns BepiHrep Himeuun BepiHrep Himeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/8168/01/01
se nnasa D11 pO3umnHy Ansa IHrenbxanm Ha IHrenbxanm Ha martepianis: 3MiHu | TUny - 3MiHu 3 peyernmom
iH'ekuili no 10 000 IHTepHeLLHN dapma M'mbX i Ko. akocTi. CepTtudikat
Of, (50 wmr); ons 6X Kr BignosigHocTi/lE-cepTudikat
ynakoBku rno 10 BiANOBIAHOCTI EBponechbkili
000 Of (50 mr): 1 apmakonei/moHorpadii. 3miHu,
chnakoH 3 noB'si3aHi 3 HeOOXiAHICTIO
niocpinizatom Ta 1 npvBeAEeHHs y BiANOBIAHICTb A0
wnpuy, 3 MoHorpadii AdPY abo €BponeiicbKoi
PO3YMHHMKOM MO thapmakonei, abo iHLOoi
10 mn (Boga ans HauioHanbHOI hapmakonei gepxasun
iH'eKUil) y €C (3miHa y cneuudikauisx,
KOMMNAEKTI 3i nos'si3aHa 3i 3miHamu B 1Y, a6o
CTEPUSIBHUM €Bponelicbkiin hapmakonei, abo
nepexigHum iHWIili HawuioHanbHI hapmakonei
NPVUCTPOEM ANS fepxasn €C) OHOB/EHHSA
dhnakoHa y cneuugikauii Ta MeTofiB KOHTPO/IO
KapTOHHiiA AKOCTI pOo34MHHKKa (Boga Ans
Kopob6ui; ans iH'EKLLIA) LLNAXOM 3aMiHK
ynakosku no 5000 OeTa/IbHOro onucy BUNPoGyBaHb Ha
oA (25 mr): 1 npsiMe MOCU/IaHHA Ha YMHHY
chnakoH 3 peakuito MoHorpadii EBponeincbkoi
niocpinizatom y dapmakonei «Boga ans iH ekuii»
KapTOHHIi Kopo6Li ons ynakosky no 10 000 Of, (50
Mr):1 chnakoH 3 niocpinizatom Ta 1
LUNpUL, 3 pO3YNHHUKOM Mo 10 mn
(BoAa AN iH'eKUiA) Y KOMNAEKTI 3i
CTepUIbHUM NepexifHUM NPUCTPOEM
AN oNakoHa B KAPTOHHI KOpoo6Li
107. | METEOCINAS3 | Alverine, anbBepn | AO3AX | kancynu no 10 Na6opaTopii | PpaHuis BMPOGHMLTBO ®paHuis BHECEHHS 3MiH 1O peecTpaLiiHnx 6e3 UA/8767/01/01
Min combinatio | Hy 58 Kancyn y bnictepi; Maiioni Hepo3dacoBaHoi Marepianis: 3miHu | Tuny - peyenma
ns uuTpart; no 2 aéono 3 Cningnep npoaykuii, AAMIHICTpaTVBHI 3MiHW. 3MiHa
CUMETUK 6nictepu y nepBrHHa Ta HaliMeHyBaHHA Ta/abo agpecu
OH KapTOHHI Kopobui BTOPVHHA 3as1BHMKA (B/1aCHMKA




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
ynakoBKa, peecTpauiiHoro NocBiAYEHHS) 3MiHa
KOHTPO/b SIKOCTI, afpecu 3asaBHUKa
BiiNOBIgabHWIA 3a
BMNYCK Cepil:
Na6opaTopii
["aneHik BepHiH,
dpaHuis;
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/b IKOCTI,
BiiNOBIgabHWIA 3a
BMNYCK Ccepil:
Na6opaTopii
Maiioni CniHgnep,
PpaHuis
108. | METPOAEHT - MeTpoHi | AO1A resib 3y6HUiA, OPrAHOCU OAE EHK'106 ETikan3 IHAisa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 UA/7951/01/01
® pasony B opuriHanbHWiA No H MpaiisiT MlimiTeq, marepianis: 3miHu | Tuny - 3miHn peyenma
6eHsoar 20 1 B anoMiHiesiii | JIAMDCAEH Loao 6e3nekn/edeKTMBHOCTI Ta
Ta Ty6i; no 1 Ty6i y CN3 (ED hapmakoHarnsgy. BeegeHHs abo
xnoprek KapTOHHIi Kopo6Lli 3ETI) 3MiHM [0 y3arasibHeHVX AaHuX Npo
cUanHy cuctemy dhapmakoHarnagy
rIlOKOHA (BBEAEHHSA y3araslbHEHNX AaHNX NPO

T

cuctemy thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHnX YroBHOBaXKEHOI
ocobu, BiANOBIAaIbHOI 3a
hapmakoHarnsg,. Bunyyenxs
iHcbopMmawii LLOA0 KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBigaIbHOT 3a
3AiicHeHHs hapMakoHarnagy B
YKpaiHi Ta ii KOHTaKTHUX AAHWX.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHa MicLLe3Hax04KEHHS MacTep-

thaiina cuctemu hapmakoHarnisgy.

3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

109.

METPOAEHT
®

MEeTPOHi
nasony
6eHsoar
Ta
xnoprek
cnManHy
TNIIOKOHa
T

AO1A

resib 3y6HUiA,
JIMMOHHWA
apomart; no 20r B
alOMIHIEBIl Ty6i;
no 1 1y6iy
KapTOHHI Kopo6Lyi

OPIFAHOCW
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EHK'106 ETikan3
MpaiisiT /limiTeq,

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX NPO
cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnaay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANOBIAaIbHOI 3a
hapmakoHarnsg,. Bunyyenxs
iHchopMmawii LLOA0 KOHTaKTHOT 0co6u
3asBHVIKa, BigNoBigaIbHOT 3a
3AiicHeHHs hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay.

6e3
peyenma

UA/7952/01/01

110.

METPOAEHT
®

METPOHi
nasony
6eH3oar
Ta
Xyioprek
cuanHy
TNIIOKOHa
T

AO1A

refib 3y6HUiA,
aHaHacoBwit
apomaTt; no 20rB
asIloMiHieBIl TyO6i;
no 1 1y6iy
KapTOHHI KopooLli

OPrAHOCU
H
NAV®CAEH
CU3 (E®
3ET )

OAE

EHK'106 ETikan3
MpaiBiT Mimiteq

IHais

BHECEHHS 3MiH 1O peecTpaLiiHmnX
marepianis: 3miHu | Tuny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX NPO
cucTemy chapmakoHarnsgy, 3amiHa

6e3
peyenma

UA/7953/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

YMOBHOBaXXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsfy; KOHTakTHOT ocobu
3 thapmakoHarnsgy 3asiBHuKa ans
3[ificHeHHS1 hapMakoHarnsgy B
YKpaiHi, AKLLIO BOHA BigMiHHA Bif,
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovarouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiganbHOI 3a
hapmakoHarnag,. Bunyyenxs
iHhopmauii WoA0 KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAa/IbHOI 3a
3AiicHeHHA hapMakoHarnagy B
YKpaiHi Ta i KOHTaKTHUX AaHWX.
3MiHa MicLe3HaxomKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iICHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.

111.

METPOAEHT
®

METPOHi
nasony
6eHsoar
Ta
Xyioprek
cuanHy
TIIOKOHa
T

AO1A

renib 3y6HUiA,
NOMYHUYHWIA
apomaTt; no 20rB
anloMiHieBIl TyO6i;
no 1 Ty6iy
KapTOHHI KopooLli

OPFAHOCU
H
NAVM®CAEH
CU3 (E®
3ET )

OAE

EHK'106 ETikan3
MpaisiT Mimites

IHais

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3arasibHEHNX AaHWX NPO
cucTemy chapmakoHarnisgy, 3amiHa
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapMakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bko4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarniagy) - 3miHa

6e3
peyenma

UA/7954/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiAanbHOI 3a
thapmakoHarnsg,. BunyyeHhs
iHhopmauii WoA0 KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIga/IbHOI 3a
3AilicHeHHA hapMakoHarnagy B
YKpaiHi Ta i KOHTaKTHUX AaHWX.
3MiHa MicLe3HaxomKeHHA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micust 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.
112. | MIAIAHA Drospiren | gpocnip | GO3A | TabneTtku, BKpUTI BAT Yropuiu BAT "lepeoH Yropuiu BHECEHHS 3MiH [JO peecTpavifiHnx 3a UA/11296/01/01
one and €HOH, Al2 NAiBKOBOO "lepeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3MiHK peyenmom
ethinylestr | eTuHinec 060/10HKOH0, MO 21 PixTep" Loao 6e3nekn/edeKTUBHOCTI Ta
adiol Tpagion Tabnetyiy hapmakoHarnagy. BeegeHHs abo

6nictepi; no 1 abo
3 6nicTepu pasom
i3 KAPTOHHUM
dyTnspom ans
36epiraHHsa
6nictepa B nayuj

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHVX Npo
cucTemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0co6M,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy (Bkuyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekell. 3MiHa KOHTaKTHWUX JaHUX
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiAnNoBiga/IbHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0Cco6M 3as1BHMKA, BignoBiga/IbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
dharina cuctemu papmakoHarnsagy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa Micus 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 (hapmakoHarnsay
113. | MIHOKCMNAn minoxidil MiHOKCY D11A po3unH 3AT "InTeni Nutea IHpacTpian Icnanis BHECEHHS 3MiH [JO peecTpaLifiHnx 6e3 UA/14771/01/02
NIHTENI onn X01 HaLUKipHWA, 2 %); 'eHepukc dapmaceyTika marepianis: 3miHu | Tuny - 3miHn 3 peyenma
no 60 mny Hopa" KaHTabpia, C.A. sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
donakoHi; no 1 Cuctema
hnakoHy y KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
KOMNNeKTi 3 3MiHa nocTayasibHYKa nakyBabHUX

MipHUM HaACcOCOM Y
KapTOHHI Kopo6Lyi

marepianis abo KOMMNEKTYOUNX
(KL 3a3HAaYEeHO B JOCHE)
(BUNYyYEHHA NocTavasibHUKA)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoploBasbHWi
3acib, a came BU/TyYEHHSA
noctayasnbHUKa KHOMKM
po3nuntoBaya (Nemo S.A —
DISPARCK S.L. — Pulsador
reference NM3) Ta nocunaHHsa gns
KHOMKV po3nuntoBaya. 3MiHu | Tuny -
3MiHK 3 KOCTi. FoTOBMIA NiKapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
3miHa chopmuy abo po3mipy
KOHTeHepa 4n 3aKynoproBasibHOro
3ac06y (NepBUHHOT yNakoBKM)
(HecTepunbHi Nikapcbki 3acobu)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoploBasbHWi
3acib, a came 3miHa po3MipiB KHOMKM
posnusnoBaya.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3miHa chopmu abo posmipy
KOHTeHepa 4un 3aKynoproBasibHOro
3aco6y (NepBMHHOT yNakoBKM)
(HecTepunbHI nikapcbki 3aco6m)
OHOB/EHHA p. 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoproBasibHWiA
3acib, a came 3miHa po3mipis
MipHOro Hacoca. 3miHu | Tuny -
3MiHW 3 SIKOCTi. TOTOBWIA NikapCbKuii
3aci6. Cuctema




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHTeliHep/3akynoptoBasibHUI 3aci6.
3MiHa nocravanbHMKa nakyBaslbHUX
marepianis abo KOMMNEKTYOUNX
(IKLL0 3a3HAYEHO B AOCHE)
(BUNYyYEHHA NocTavasibHUKA)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoptoBasibHUM
3acib, a came BU/TyYEHHSA
nocTtavasibHvKa 415 MipHOro Hacoca
(Nemo S.A — DISPARCK S.L. —
Pump reference AV215LG (20/415).)
Ta NocunaHHsA A1s MipHOro Hacoca.
114. | MIHOKCNAn minoxidil MiHOKCH D11A pO34nH 3AT "IHTeni NutBa IHpacTpian Icnanis BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 UA/14771/01/01
N IHTENI onn X01 HalLKipHWiA, 5 %; F'eHepukc dapmaceyTika marepianis: 3MiHu | TUny - 3MiHu 3 peyenma
no 60 mny Hopg" KaHTabpia, C.A. AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
chnakoHi; no 1 Cucrtema
donakoHy y KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
KOMMAEKTi 3

MipHUM HacoCcoM y
KapTOHHI KopooLli

3MiHa nocTavyanbHVKa nakyBanbHUX
mMarepianis abo KOMMIEKTYUNX
(KO 3a3HAYEHO B AOCHE)
(BUNYyYEHHA NocTavasibHMKA)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoprBasbHWi
3acib, a came BU/TyUYEHHS
noctavasnbHUKa KHOMKN
posnunosaya (Nemo S.A —
DISPARCK S.L. — Pulsador
reference NM3) Ta nocunaHHsa ans
KHOMKW po3nusoBaya. 3miHu | Tuny -
3MiHWM 3 IKOCTi. FOTOBWIA NikapCbkuii
3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3miHa dhopmu abo po3mipy
KOHTeHepa un 3aKynopoBasibHOro
3aco6y (NepBUHHOT yNakoBKM)
(HecTepunbHI Nikapcbki 3acobn)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoprBasbHWi
3acib, a came 3miHa po3MipiB KHOMKK
posnunioBava.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkwii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUI 3aci6.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MmiHa dhopmu abo po3mipy
KOHTeHepa 4n 3aKynoproBasibHOro
3aco6y (NepBMHHOT yNakoBKM)
(HecTepunbHi Nikapcbki 3acobu)
OHOBNEHHA p. 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoproBasibHWiA
3aci6, a came 3MiHa po3mipis
MipHOro Hacoca. 3MiHu | Tuny -
3MiHV 3 SIKOCTi. FTOTOBWIA NikapCbKunii
3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa nocTayasibHyKa nakyBabHUX
MaTepianiB abo KOMNIEKTYHUMX
(AKLL0 3a3HaYeHO B AOCHE)
(BUNYyYEHHA NocTavasibHUKA)
OHOBJEHHA p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynopoBabHWi
3acib, a came BUyYEHHS
noctavasibH1Ka A1 MipHOro Hacoca
(Nemo S.A — DISPARCK S.L. —
Pump reference AV215LG (20/415).)
Ta NoCWIaHHA 415 MipHOro Hacoca.

115.

MOHOIMPOCT
®

latanopros
t

naraon
poct

SO1E
EO1

Kpansni ou4Hi,
po3umnH, 50
Mkr/mn; no 0,2 mn
B 0[JHO,030BOMY
KOHTeliHepi; no 5
OfIHOA,030BMX
KOHTEliHepiB,
3’eQHaHNX M
€06010 y CTpiuKy
(cTpun), y calue;
no 6 cawey
KapTOHHI KopooLyi

NABOPATY
AP TEA

PpaHuin

EKCE/BI3IOH

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI €Bponelichkit
hapmakonei) - HoBuii ceptudikart
Bif} BXXe 3aTBEpKEHOro BUPOOHMKA -
MopaHHA HoBOrO cepTudikaTa
BiNOBIAHOCTI EBpoNelichbkil

3a
peyenmom

UA/16308/01/01




Ne

Hassa

MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
thapmakonei (RO CEP-2022-071 Rev
00 Big 17 6epe3Hs 2023) Big BXe
3aTBEPKEHOro BUPO6HMKa AdPI
naraHonpocTty IHgycTpiane Kimika
C.p.n., Itania (Industriale Chimica
S.r.l., Italy) 3amicTb YMHHOro mMacTep-
chaiiny. Mpu ubomy He Biabynocb
3MiHW BUPOGHMKA i LLNSXY
BMpo6HULTBA API. 3a3Hae 3MiH
yactuHa 3.2.S moaynto 3 i
BiANOBIAHWIA po3gin mogynto 2. Lis
3MiHa He BHocuTbcs B MKA.
116. | MOTOPUKYM | Domperid | gomnep | AO3FA | Tabnetku no 10 Mepokemi Kinp BMPOGHMLTBO Kinp BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 UA/8733/01/01
one VOOH 03 Mmr, rno 10 NimiTen roToBOro MaTepianis: 3miHu | TNy - peyenma
TabneToky nNikapcbKoro AfMiHICTpaTMBHI 3MiHW. 3MiHa
6nictepi; no 2 3acoby, nepBuHHE HalilmeHyBaHHs Ta/abo agpecu
6nictepn y nakyBaHHs: 3asBHVIKa (B/1acHMKa
KapTOHHi KopobLyi Mepokemi Nlimitepq, peecTpauiiHoro NocBigYeHHs).
Kinp; 3MiHa Ha3BM Ta afpecy 3asBHVKa
(BnacHvka peecTpaujiiiHoro
BVMPOGHMLTBO 3a nocBiAYeHHs). 3asBHUK Ta ioro
MOBHUM LIIK/TIOM MiCLIe3HaXOPKEHHS 3a/IMLIAI0TLCS
Megokemi Nimiten, 6e3 3MiH.
Kinp
117. | HA®TUDIH naftifine HacTndpi | DO1A cnpeii HaLKipHWIA, ToBapucTBO | YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 UA/16051/02/01
HY E22 po3uuH, 10 mr/Mn; 3 06MEXEHOI0 mMartepianis: 3miHu | Tuny - peyenma
rigpoxso no 8 mn abo no 15 | obmexeHot Bi4NOBiAA/IbHICTIO AZMiHICTpaTMBHI 3MiHK. 3MiHa
pug M/1Y (P1aKOHi, Bignosigans "papmaLeBTUYHa HallMeHyBaHHs Ta/abo aapecu micus
3abe3neyeHomy HiCTIO thipma "BepTekc" NPOBaKEHHS AiSANIbHOCTI
Hacocom, "®apmaueBT YKpaiHa, BMPOGHMKa/iMnopTepa rotoBoro
HacaKoto- n4yHa hipma (BUPOGHMLTBO 3 niKkapcbKoro 3acoby, BKIYaum
posnuaoBayem Ta "BepTekc"” npoaykuii in bulk AiNbHULI BUNYCKy cepii abo micue
3aXUCHUM TOBAPUCTBA 3 NpoBefEeHHS KOHTPO/TIO SKOCTI.
KoBnaykom; no 1 OBMEXXEHOIO (OisnbHICTb, 3a SKy BiAnoBifaE
hnakoHy B BIANOBIAANBHI BMPOGHMK/IMNOPTEp, BKOYaUn
KOpOoO6Li 3 KapTOHY CTHO BUMYCK Cepiii). 3MiHa HaliMeHyBaHHS
«KOPIMOPALIA BMPO6HMKa npoaykuii in bulk 3
«300POB'A», ToBapucTBa 3 06MEXEHO0
YkpaiHa) BiANOBIga/IbHICTIO «DapmaLeBTuyHa

KOMMaHisi «30poB’'sa» Ha
TOBAPUVCTBA 3 OBMEXXEHOIO
BIAMNOBIAANBHICTIO




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
«KOPMOPALIA «300POB'A».
Anpeca BUpOOHMYOT AiNbHULI Ta BCi
BMPOGHMUI onepadii 3a/mwaTbes
HE3MiHHUMW. 3MiHN BHECEHO Y TEKCT
MapKyBaHHS BTOPVHHOT yNakoBKW
nikapcbkoro 3acoby (MyHKT 11) y
3B'AI3KY 3i 3MIHOO Ha3BW BMPOOHMKA
npoaykuii in bulk. TepmiH BBEAEHHSA
3MiH - NpoTAroM 6 Micauis nicns
3aTBEPMKEHHS.
118. | HEWPOMY/Ib | Vitamin B1 | TiamiHy A11D TabneTku, BKPUTI TOB "BAYLWI | YkpaiHa I.J1. dapma M'm6X ABCTpis BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/5926/01/01
TUBIT in rigpoxno | B NNiBKOBOIO XENC martepianis: 3miHu | TUny - 3MiHn peyenma
combinatio | pug 060/10HKO10, Mo 10 YKPAIHA" Loao 6e3nekn/edeKTMBHOCTI Ta
n with (BiTamiH TabneToky hapmakoHarnagy (iHwi 3MiHn).
vitamin B6 | B1), 6nictepi; no 2 3MiHN BHECEHO B TEKCT MapKyBaHHS
and/or nipnaokc 6nictepu B BTOPUHHOI YNaKkoBKM NikapCbKoro
vitamin NHY KOpo6Lii 3 KapTOHY 3ac00y y NyHKT 17 W00 BUIyYEeHHS
B12 rigpoxno noroTtuny BUpo6HuKa. TepMiH
png BBE/IEHHS 3MiH - MpOTArom 6 micauis
(BiTamiH nicnsa 3aTBepKeHHs.
B6),
LjiaHOKO
6anamiH
(BiTamiH
B12)
119. | HE®AM nefopam Hechona | NO2B pO34MH ANns AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/18031/01/01
My G06 iH'ekyjid, 10 mr/mn; "®apmak” martepianis: 3miHu | TUny - 3MiHK peyenmom | niossi2
rigpoxso no 2 ma B amnyrni, Loao 6e3nekn/edeKTMBHOCTI Ta ae
pug no 5 a6o 10 thapmakoHarnagy (iHLwi 3MiHu)

amnyn y nauui; no
2 mMn B amnyni, no
5amnyny

6nictepi, no 1 abo
2 6nictepu y nauui

MpuBefeHHA BUKNALEHHS YNaKoBKY
nikapcbKoro 3acoby Ha TUTybHIl
cTopiHui MKA N3 BignosigHo A0
3aTBepakeHoro PeecTpauiliHoro
noceigueHHs. [itoya pegakuis:
MeToau KOHTPOI AKOCTI
nikapcbkoro 3acoby Nefam Hedpham
po34nH ANs iH'ekuiid, 10 mr/mn Mo 2
M B amnyni Mo 5 a6o 10 amnyn y
nayui Mo 5 amnyn y 6nictepi, no 1
abo 2 6nictepn y nauu;.
MponoHoBaHa pefakuis: OHOBNEHI
MKA N3 (eCTD 0001) MeToam
KOHTPOJIH SIKOCTi JTiKapCbKOro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3acoby Nefam Hechbam po3umH gns
iH'ekuji, 10 mr/Mn no 2 mn B amny/ii,
no 5 a6o 10 amnyn y naywyj; no 2 mn
B amnyni, no 5 amnyn y 6aictepi, no
1 a6o 2 6nicTepn y nayui. 3miHu
BHECEHO A0 po34iny "YnakoBka"
IHCTPYKLii An1s MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
(NpvBefeHHs onucy Yy BiANOBIAHICTb
3 peecTpauiiHim NoCBigYEeHHAM)
(Bepcis eCT/[ 0001). BBeeHHA 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro 3acoby
(36inbLUEHHs TEPMIHY NpUAAaTHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoOi yrnaKoBKu
(nigTBEPAXYETLCA AaHUMK
peasibHOro yacy) 36i/bLeHHS
TepMmiHy npugartHocTi 3.
[itoya pepakuisi: TepmiH
npuaaTHocTi 2 poku. MNponoHoBaHa
pefakuif: TepmiH npugartHocTi 3
poku. 3MiHWM BHECEHO A0 po3ainy
"TepMiH NpuaaTHOCTI" iIHCTPYKUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby (Bepcis eCT/,
0001). BBegeHHs 3MiH NpoTsArom 6-
TW MICALIB NicNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK LWoA0
6e3nekn/eheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT A4ns
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
pes3ynbTaT OLiHKM 3BITY 3
JocnimKeHb, NpoBeAeHNX
BIAANOBIAHO [0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3miHy y3rogpxeHo
3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) 3miHV BHECEHO [0
po3ginis "Ocob6amBocCTi
3actocyBaHHs", "lNobiyHi peakuyii”
IHCTPYKLT ANs MeguyHoro
3aCcTOCyBaHHS /likapCbKoro 3acoby
o0 6e3neky 3acToCyBaHHs Aitouoi
peyoBuHM (Bepcis eCT/ 0001).
BBegeHHs 3MiH MPOTATroM 6-Tu
MiCALiB Nicna 3aTBeppKEHHS
120. | HE®OMNAMY nefopam Hedhona - NOPOLLIOK AT YkpaiHa 3aknagn MonbLa BHECEHHS 3MiH 40 peecTpaljiinHmx - UA/18062/01/01
riAPOXNorPu My (cybcTaHuis) y "®apmak” dapmaueBTUyHe marepianis: 3miHu Il Tuny - 3miHn 3
Jil rifgpoxno MiLLKax npo3opux Monbthapma C.A. AKOCTi. A®I. (iHWi 3mMiHWM) OHOBJ/IEHHS
pua nonieTuIeHoBMX Bepcii AM® BupobHuka AdI 3
ans Nefopam hydrochloride AP CTD
hapmMaueBTUYHOIO v.8.0 March 2024 Ha AP CTD v.9.0
3aCcToCyBaHHA January 2025. Ak Hacnigok
0HOBNeHHSA AM® 6ynn BHeceHi
BignoBigHi 3mMiHM fo Cneuudikauii Ta
MeTogiB KoHTpono B MKA AdL.
121. | HIBANIH galantami ranaHta | NO6D po3unH Ans AT Bonrapi AT "Codpapma" Bonrapi BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/3335/01/02
ne MiHYy AO4 iH'ekyii, 2,5 mr/mn "Codpapma” a a mMartepianis: 3miHu | TUNy - 3MiHK peyenmom | niossie
rigpo6po no 1 mn B amnyni; LoAo 6e3nekn/edeKTMBHOCTI Ta ae
Mig no 10 amnyny hapmakoHarnsagy. 3miHa y KopoTkili

6nictepi; no 1
6nictepy B
KapTOHHI navui

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAVYHOro 3aCTOCYBaHHA Ha
nifcTasi perynsipHO OHOB/IIOBAHOTO
3BiTY 3 6e3neKkun fikapcbkoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpavjiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
JocnimKeHb, NpoBeAeHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigpxeHs (PIP) (3MiHy y3romkeHo
3 KOMNETEHTHNM YNOBHOBaXXEHUM
opraHom)
3MiHVM BHECEHO A0 iHCTPYKLUIT Ans




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peakw,ii" BigNoBigHO A0
OHOB/EHOT iH(popMaLii 3 6e3nekn
L0401 pevyOoBUHN.
122. | HIBANH galantami ranaita | NO6D pO34nH Ans AT Bonrapi AT "Cogpapma” Bonrapi BHECEHHS 3MiH 40 peecTpaujiinHmx 3a He UA/3335/01/03
ne MiHy A04 iH'ekyii, 5 mr/mn "Cocpapma" A A marepianis: 3miHu | TMny - 3MiHK peyenmowm | nionse
rigpo6po no 1 mn B amnyrni; Loao 6e3nekn/edeKTUBHOCTI Ta ae
Mig no 10 amnyny thapmakoHarnagy. 3MiHa y KopoTkii
6nictepi; no 1 XapaKTepucTuLi NikapcbKoro 3acoby,
6nictepy B TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
KapTOHHIN nauuj MeAMYHOro 3acToCyBaHHA Ha
nifcTasi peryisipHoO OHOB/IIOBAHOTO
3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby,
abo pgocnigkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
[ocnimKeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy neiatpuydHmnx
pocnigkeHs (PIP) (3MiHy y3rofpkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peakw,ii" BigNoBigHO A0
OHOBJIEHOT iHChopMaLiii 3 6e3nekn
L0401 PevyOBUHW.
123. | HIBANIH galantami ranaita | NO6D pO34nH Ans AT Bonrapi AT "Cogpapma” Bonrapi BHECEHHS 3MiH 0 peecTpaliintHmx 3a He UA/3335/01/01
ne MiHy A04 iH'ekyin, 1 mr/mn, "Cocpapma" a a marepianis: 3miHu | Tuny - 3MiHK peyenmowm | nionse
rigpobpo no 1 mn B amnyni, wofo 6e3nekn/edeKTMBHOCTI Ta ae
Mig no 10 amnyny thapmakoHarnagy. 3MiHa y KopoTkili

6nictepi, no 1
6nictepy B
KapTOHHIN nauuj

XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHA Ha
nifcTasi peryisipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun nikapcbKoro 3acooby,
abo gocnigkeHb 3 6e3neku
3aCTOCyBaHHSA NikapcbKkoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
AocnimkeHb, NPOBEeAEHNX




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Bi4MOBIAHO A0 MMaHy neaiaTtpuydHmnX
pocnipxeHs (PIP) (3mMiHy y3rompkeHo
3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKUIT Ans
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peakwii” BignoBigHO A0
OHOBJIEHOI iH(hopMalLlii 3 6e3nekn
L0401 PEYOBMHN.

124.

HIBAJIH

galantami
ne

ranaHTa
MiHYy
rigpo6po
Mmig

NO6D
A04

Tabnetku no 5 mr:
no 10 a6o 20
Tabnetoky
6nictepi; no 1
6nictepy B
KapTOHHI nayui

AT
"Codhapma”

Bonrapi
a

AT "Coghapma”

Bonrapi
A

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTtepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOB/OBAHOTO
3BiTY 3 6e3Mekn Nikapcbkoro 3acoby,
abo gocnimxeHb 3 6esneku
3aCTOCyBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
[OCNigpKeHb, NPOBeAEHNX
BiANOBIAHO A0 NiaHy negiaTpuyHnx
pocnipxeHs (PIP) (3mMiHy y3romkeHo
3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MEJUYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peakwii” BignoBigHO A0
OHOBJIEHOI iH(hopMmalLii 3 6e3nekn
L0401 PEYOBMHN.

3a
peyenmom

He
nionsie
ae

UA/3335/02/01

125.

HIBANIH

galantami
ne

ranaHta
MiHYy
rigpo6po
Mmig

NO6D
A04

Tabnetku no 10
Mmr: no 10
Tabnetoky
6nictepi; no 1 a6o
2 6nictepu B
KapTOHHI navui

AT
"Codhapma”

Bonrapi
a

AT "Coghapma”

Bonrapi
A

BHECEHHS 3MiH 0 peecTpaLiinHmx

marepianis: 3miHu | TMny - 3MiHn

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTtepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans

MeAMYHOro 3aCTOCYBaHHA Ha

nigcTasi perynspHoO OHOB/OBAHOTO
3BiTY 3 6e3MNeKn AikapcbKoro 3acoby,

3a
peyenmom

He
nionsie
ae

UA/3335/02/02




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpavjiiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NpoBeAeHNX
BIAANOBIAHO A0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3miHy y3rogpkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT Ans
MeJUYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6ivHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHChopMaLii 3 6e3nekn
L0401 PeYOBUHN.
126. | HITPOMIHT® | Glyceryl HiTporni | CO1D cnpei 3AT Yropum 3AT Yropuin BHECEHHS 3MiH A0 peecTpaLinHx 3a UA/7912/01/01
trinitrate uepuH B | A02 cy6niHrBasIbHUIA, dapmaveBT Ha dapmaLeBTUYHNMIA Ha marepianis: 3MiHu | TUny - 3MiHu 3 peuyenmom
eTaHoni 0,4 mr/go3y; no 10 | M4HWiA 3aBOA 3aBog ErIC AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
r (180 gos) EFIC KOHTposb roToBOro MikapcbKoro
pO34rHy B 3acoby. 3MiHa napameTpiB
antoMiHiEBOMY cneuudikauii Ta/abo fonycTUMUX
6as1oHi 3 MEX roTOBOrO NiKapCcbkoro 3acoby
[03yH04nM (BMNYyYEHHS HE3HAYHOTO MOKa3HUKa
NPUCTPOEM, 3 (ranpvknag 3acTapinioro nokasHuka,
PO3NWIOIYO0 TaKoro sk 3anax Ta cmak, abo
r0/I0BKOIO Ta iieHTUgiKaLis 6apBHUKIB UK
3axX1CHUM CMakoBWX [,06aBOK)) BUAANEHHSA

KOBMAuKoM; y
KapTOHHI KopooLli

He3HauHoro napameTpy
crneundikauii, a came: Tect «Maca
HanoBHEHHs 6anoHy». BBeAeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - 3MiHW
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3acoby (He3HauyHa 3miHa 'y
3aTBePMHKEHNX MeTofax
BUNPOOGYBaHHA) HE3HAYHI 3MiHN A0
3aTBepmxeHol MeToankn «KinbkicHe
BU3HAYEHHS Ail0YOT PEYOBUHUN Y
6anoHi (BEPX)» : nogatkoso
YTOYHEHO napameTp “potency” y




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

pO3paxyHKOBIli hopMy i 3 METOI
3a6e3neyeHHss 04HO3HAYHOTO
PO3YMiHHSI Ta KOPEKTHOTO
3aCTOCyBaHHS Npy NPoBeAeHHi
po3paxyHkKiB; TaKOX BK/IHOYEHO
npefcTaBfieHHsA pesynbTaTy y
BiACOTKOBIli hopMmi.
BBefeHHA 3MiH MPOTATroM 6-Tu
MicsLiB NiCNA 3aTBEPKEHHSA. 3MiHN
| TMny - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3mMiHa
y MeTogax BunpobyBaHHA roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepMKEHNX MeTofax
BMNPOOYBaHHS) HE3HAYHI 3MiHW A0
3aTBepMKeHoi MeToaunkm «KinbkicHe
BMU3HAYEHHA Ail04OT pevoBUHY B 03I
(BEPX)» : 40AaTKOBO YTOYHEHO
napameTp “potency” y
pO3paxyHKOBIi hopMy/ii 3 METOH
3a6e3mneyeHHs1 04HO3HAYHOTO
PO3YMiHHSI Ta KOPEKTHOro
3aCTOCYBaHHA Npy NpoBeeHHi
po3paxyHKiB; TAKOX BK/IHOYEHO
npeAcTaBeHHa pe3ynbTaty y
BifICOTKOBI chopmi. BBeEHHA 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHSA roTOBOrO NIKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOBYBaHHSA) HE3HAYHI 3MiHW A0
3aTBepXeHol MeToAMKN
«CynpoB.igHi gomiwku (BEPX)»:
YTOYHEHO SKICTb peakTuBIB
(meTaHony, aueToHITpuay, BoAn
OYMLLIEHOT), 0 peakTMBIB 404aHO
HaTpIlo HITPUT Ta HaTPIto HITparT, a

[10 PO3YMHIB- NPUTrOTYBAHHS




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
PO3YMHIB 4151 BUSHAYEHHS
HeopraHiyHux HiTpaTiB Ta
HeopraHiYHUX HITPUTIB, a TakoX
nopsAokK ix XxpoMatorpagyBaHHs;
[04aTKOBO YTOYHEHO napameTp
“potency” y po3paxyHkoBiii popmyni
3 MeTo 3a6e3neyeHHs
OfIHO3HAYHOrO PO3YMIHHS Ta
KOPEKTHOro 3aCTOCYBaHHA Npu
NpPOBeAEHHI PO3paxyHKiB; TakoX
BK/TIOYEHO NpeACTaB/IEHHS
pe3ynbTaTy Y BiACOTKOBI (popMi.
BBegeHHs 3MiH MPOTATroM 6-Tu
MiCALiB Nicna 3aTBeppKEHHS
127. | HI®YPOKCAS3 | nifuroxazid | Hicoypok | AO7A TabneTkun, BKPUTI BAT Yropuiu TOB "T'efeoH Monbwa BHECEHHS 3MiH 1O peecTpaLifiHnx 3a UA/9060/01/01
nAa PIXTEP e casng X03 060/10HKOH0, MO "l'epeoH Ha PixTep MonbLua”, marepianis: 3miHu | TMny - 3MiHn peyenmom
100 wmr; no 24 PixTep" Monbwa Loao 6e3nekn/edeKTUBHOCTI Ta
TabneTkny (KOHTPOb SKOCTI, hapmakoHarnsagy. BeegeHHs abo
6nictepi; no 1 [03BIisT Ha BUMYCK 3MiHM A0 y3arasibHEHUX JaHuX npo
6nictepy B cepii; cuctemy thapmakoHarnsgy
KapTOHHi KopobLyi BMPOGHMLTBO (BBEAEHHSA Y3araslbHEHNX AaHVX Npo
Hepo3dacoBaHoro cuctemy thapmakoHarnsgy, 3miHa
NPOAyKTY, YNOBHOBaXEHOI 0co6M,
nepsuHHa BiANOBIfA/IbHOT 32 34iICHEHHS
ynakoBka, dhapmakoHarnsgy; KOHTaKTHOI 0cobm
BTOPVHHA 3 (hapMakoHarnagy 3asBHuka gns
ynakoBka) 3AiicHeHHs hapMakoHarnagy B

YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bko4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHWX AaHuX
YNOBHOBaXXEHOI 0CO6Y 3as1BHMKA,
BiANOBIAA/ILHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
0Cco6M 3as1BHMKA, BignoBiga/IbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxXoMKEHHST MacTep-
harina cuctemu hapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHs1 OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.
128. | HOPMOAUMI | Amlodipin amnogn cosc Tabnetkn no 5 wmr; BAT Yropum BAT "leneoH Yropuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/2777/01/01
H e niH (y AO01 no 10 TabneTok y "TeieoH Ha PixTep" Ha mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
BUTNAAI 6nictepi; no 3 PixTep" oo 6e3nekn/edeKTMBHOCTI Ta
amnogu 6nictepu B hapmakoHarnsagy. 3miHa 4yactotu
niHy KapTOHHil Ta/abo TEPMIHIB MOAAHHSA PErynsipHO
6e3nnat ynakoBLi OHOB/IOBaHMX 3BITIB 3 6e3nekn
y) nikapcbkux 3aco6iB. 3MiHa TepMiHiB
noJaHHA perynsapHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku.
[itoya pepakuis:
KiHueBa gata Ana BKIOYEHHS faHNX
no PO3b - 07.03.2026 p. fata
nofaHHs - 05.06.2026 p.
MponoHoBaHa pefakuis:
KiHueBa fata Ans BKIOYEHHS AaHNX
no PO3b - 07.03.2027 p. fata
nogaHHsa - 05.06.2027 p.
PekomeHf0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO [0 NepioANYHOCTI
noJaHHA perynsapHO OHOB/IOBAHUX
3BITiB 3 6e3neKn Nikapcbknx 3acobis
y EC.
129. | HOPMOAUMNI | Amlodipin amnoau coscC Tabnetku no 10 BAT Yropwm BAT "T'eneoH Yropwm BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/2777/01/02
H e niH (y A01 mr; no 10 "l'epeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3MiHn peyenmom
BUTNAAI Tabnetoky PixTep" Loao 6e3nekn/edeKTMBHOCTI Ta
amnoau 6nictepi; no 3 hapmakoHarnagy. 3miHa 4yactoTu
niHy 6nictepu B Ta/abo TepMiHiB NOAaHHSA perynsipHo
6e3unat KapTOHHil OHOB/IIOBAHUX 3BITiB 3 6e3nekn
y) ynakoBLi niKapcbkux 3acobis. 3MiHa TEPMiHIB

NOAAaHHA PeryssipHO OHOB/IIOBAHOIO
3BITY 3 6e3neku.
[Litova pepakuis:

KiHueBa fata A9 BK/IHOYEHHSA AaHWX
no PO3b - 07.03.2026 p. ata
nogaHHs - 05.06.2026 p.
MponoHoBaHa pepakujis:
KiHueBa gata gns BKIOYEHHS AaHNX




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
fo PO3b - 07.03.2027 p. flata
nofaHHs - 05.06.2027 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
Bi4MOBIAHO A0 NEPIOANYHOCTI
noJaHHA perynsapHoO OHOB/IOBAHUX
3BITiB 3 6e3neKu Nikapcbknx 3acobis
y EC.
130. | HYPO®PEH® ibuprofen ibynpodp | MO1A | cycneHsist PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/8233/01/02
Ans QITEN eH EO1 opasibHa 3 BeHkizep Bputani Xenckep (FOKeit) Bputai marepianis: 3miHu | Tuny - 3miHu 3 peyenma
POPTE anenbCUHOBUM Xenckep A Nimiten A akocTi. CepTuddikat
cmakom, 200 mr/5 IHTepHeLwHN BignosigHocTI/TE-cepTudcpikar
mn; no 100 mn a6o Nimiten BiiNOBIAHOCTI €Bponelichkit

150 mn y chnakoHi;
no 1 cpnakoHy y
KOMMAEeKTi 3i
LUMPULLOM-
[03aTopOM y
KapTOHHi KopobLyi

thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponechkili
thapmakonei: gna A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI E€Bponelichkit
thapmakonei) - OHOBMEHWIA
cepTudikaT Bif ye 3aTBeppKeHoro
BMPOGHMKa. MogaHHs OHOBNEHOTO
cepTudpikaTy BignoBigHOCTI
€Bponeiicbkii hapmakonei Ne R1-
CEP 2000-087-Rev 02
(3atBepaxeHo: CEP R1-CEP 2000-
087-Rev 01) ans fjto4oi peyoBrHN
Ibuprofen Big, BXe 3aTBEpKEHOrO
BMpo6HMKka BASF CORPORATION,
USA. 3MiHu | TUny - 3miHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudiikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi abo
BUNyYEHHS cepTudikata
BiNOBIAHOCTI EBpoNelichbkil




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

thapmakonei: gnsa A®l; ans
BUXiAHOrO
matepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHK (cepTudikart
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro
BUPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-
CEP 1996-061-Rev 07
(3aTBepmkeHo: Ne R1-CEP 1996-
061-Rev 06) Ans fit040i pevyoBuHN
Ibuprofen Big BXe 3aTBEPAKEHOTO
BMPOGHMKA, KM 3MIHVB Ha3By Ha
SHASUN PHARMACEUTICALS
LIMITED, India. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTIi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei: gnsa A®l; ans
BUXiAHOrO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikart
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei) - OHOBeHWA
cepTudikaT Bif y)xe 3aTBepKeHOro
BUPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-
CEP 1996-061-Rev 08 gns gitouoi
peyoBuHu Ibuprofen Big Bxe
3aTBEPKEHOrO BUPOBHMKA
SHASUN PHARMACEUTICALS




Ne

Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

LIMITED, India. 3miHun | Tuny - 3miHn
3 AkocTi. CepTudpikat
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTIi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei: gnsa A®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT
peyoBuHM (cepTudikart
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei) - OHOB/EeHWA
cepTudikar Bif yxe 3aTBepKEeHOro
BUPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-
CEP 1996-061-Rev 09 gns gitouoi
peyoBuHu Ibuprofen Big Bxe
3aTBEPKEHOrO BUPOGHMKA
SHASUN PHARMACEUTICALS
LIMITED, India. 3MiHu | Tuny - 3miHn
3 aKocTi. CepTudpikar
BignosigHocTI/lE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
pevoBuHM (cepTudoikat
BiANOBIAHOCTI EBpoNechbkili
chapmakonei) - OHOBNEHWIA
cepTndiikaT Bif y)Xe 3aTBepApKeHOro




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BUPOOHYKa. [MofaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-
CEP 1996-061-Rev 11 gnsa gitouoi
peyoBuHu Ibuprofen Big Bxe
3aTBEpPKEHOro BUPOGHYKA 3i
3MiHOI Ha3BU BUPOGHMKA
(3aTBEepaxeHo: SHASUN
PHARMACEUTICALS LIMITED,
India; 3anponoHoBaHo: STRIDES
SHASUN LIMITED, India). 3miHu |
TUny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/MPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHULTBI A®I; AN [ONOMIKHOT
pevoBuHM (cepTudoikat
BiANOBIAHOCTI EBpoNechbkili
chapmakonei) - OHOBNEHWIA
cepTndikaT Bif y)Xe 3aTBepaKeHOoro
BMPOOHYKa. MogaHHA OHOBIEHOTO
cepTucpikaTy BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2008-316-Rev 03 ans gito4oi
peyosuHu Ibuprofen Big, Bxe
3aTBEpPAKEHOro BMpo6Huka IOL
CHEMICALS AND
PHARMACEUTICALS LTD, India.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
CepTudbikart sBignosigHocTi/TE-
cepTudikart BiAnoBigHOCTI
€Bponencbkii
thapmakonei/mMoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTuduikaTa BignoBigHocTi abo




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana

BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei) - OHOBAEHUIA
cepTudikaT Bif y)e 3aTBeppKeHOoro
BMPOGHMKa. MogaHHs OHOBIEHOIO
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 1996-061-Rev 14
(3aTBepmKeHo: R1-CEP 1996-061-
Rev 11) ans aito4oi peyoBuHU
Ibuprofen Big, BXe 3aTBEpKEHOr0
BMPOBHMKA 3i 3MIHO HAa3BU
BMPOGHUKa (3aTBEpAXeHO: Strides
Shasun Limited, India;
3anpornoHoBaHo: SOLARA ACTIVE
PHARMA SCIENCES LIMITED,
India). 3miHu | TUNY - 3MiHKU 3 AKOCTI.
CepTuddikat BignosigHocTI/TE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs

HOBOro abo OHOB/IEHOTO

cepTtudikaTa BignosigHocTi abo

BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gnsa A®l; ana

BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
peyoBuHU (cepTudikat
BiiNOBIAHOCTI E€Bponelichbkilt
thapmakonei) - OHOBAEHUIA
cepTudikaT Bif y)e 3aTBeppKeHoro
BMPOGHMKa. MNogaHHs OHOBIEHOIO
cepTudikaTa BignoBigHocTi




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
€Bponeiicbkiii hapmakonei Ne R1-

CEP 1996-061-Rev 15 ans gitouoi
peyosuHu Ibuprofen Big, Bxe
3aTBEPKEHOrO BUPOGHMKA
SOLARA ACTIVE PHARMA

SCIENCES LIMITED, India. 3miHu |

MRy - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit

thapmakonei/MoHorpadii. NMogaHHs

HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
peyoBuHU (cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei) - OHOBAEHUIA
cepTudikaT Bif y)e 3aTBeppKeHoro
BMPOGHMKa. MogaHHs OHOBIEHOIO
cepTudoikaty BignoOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2008-316-Rev 05 Big,
BMPOGHMKA Ajit040T PevOBUHN
Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD, India.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
CepTudpikart BignosigHocTI/TE-
cepTudikar BiAnoBigHOCTI
€Bponencbkii
thapmakonei/mMoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkilt
thapmakonei: gna A®l; ans
BUXiAHOrO
matepiany/peareHTy/nPoMiKHOIo

NPOAYKTY, L0 BUKOPUCTOBYHOTHCA Y




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BUPOGHMUTBI A®I; A1s AONOMIDKHOT
peyoBuHU (cepTudikat
BiiNOBIAHOCTI E€Bponelichkit
thapmakonei) - OHOBAEHUIA
cepTudikaT Bif y)e 3aTBeppKeHoro
BMPOO6HYKa. MoJaHHA OHOBIEHOTO
cepTudoikaty BignoOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2000-087-Rev 03 ansa gitouoi
pevoBuHu lbuprofen Big BXxe
3aTBEpAKEHOro BUpobHuka BASF
CORPORATION, USA. 3minu | Tuny
- 3MiHn 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BWIYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ans 4ONOMIKHOT
peyoBuHM (cepTudiikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei) - Houit ceptucpikat
Bifl HOBOro BMPOGHMKa (3amiHa abo
[0NOBHEHHS). MofgaHHA HOBOrO
cepTudoikaty BignoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-
CEP 2008-316-Rev 02 Big HoBOro
BMPOGHMKA Ajit040i PevyoBUHA
Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD, India.

131.

O3EP/IK®

gatifloxaci
n

ratudno
KcauuHy
CeCKBIrif,
pat

TabneTku, BKpUTI
060/10HKO, N0
400 wmr; in bulk Ne
4000 (10x400): no
10 TabneTok y
6nictepi, no 400
6nicTepis B

TOB
«KYCYM»

YkpaiHa

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavuiiiHoro nocBigyeHHs)) 3MiHa
HaliMeHyBaHHSA 3as1BHMKa (BNacHMKa

UA/21151/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KapTOHHI KopooL;j peecTpavL,iiiHOro noceigyeHHs), 6e3
3MiHV FOPUANYHOT 0Co6U.
3aTtBepaxeHo: TOB "TNIEAPAPM
NTA", YkpaiHa. 3anponoHoBaHo:
TOB "KYCYM", YkpaiHa
132. | O3EP/IIK® gatifloxaci ratucpno | JOIM TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 peecTpaujiinHmx 3a UA/7652/01/02
n KcaunHy | Al6 060/10HKO10, NO «KYCYM» XENTXKEP MNBT Marepianis: 3miHu | Tuny - peyenmom
CecKBirig 400 wr; no 10 nTa AAMIHICTpaTBHI 3MiHW. 3MiHa
pat Tabnetoky HaliMeHyBaHHsi Ta/abo agpecu
6nictepi; no 1 3asBHMKa (BNacHvka
6nictepy y peecTpavuiiiHoro nocBigyeHHs) 3MiHa
KapTOHHiiA HaliMeHyBaHHS 3asiBHMKa (BNacHWKa
ynakosLi; no 10 peecTpauiiHoro nocBigyeHHs), 6e3
TabneToky 3MiHV FOPUANYHOT 0Co6N.
6nictepi; no 1 3areBepmkeHo: TOB "TNEA®APM
6nictepy y NTA", Ykpaina. 3anponoHoBaHoO:
KapTOHHil TOB "KYCYM", YkpaiHa
ynakosLi; no 10
KapTOHHUX
yNaKkoBoOK Yy
KapTOHHii kopobui
133. | OKCMMETAS3 | oxymetazo | okcumeT - MOPOLLIOK AT YkpaiHa 3irdopig, Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx - UA/7495/01/01
O/IHY line asoniHy (cybeTaHuisn) y "papmak” dapmaKemikanieH Ha martepianis: 3MiHu | TUny - 3MiHu 3
raPOXnorPun rigpoxno MiLLIKax MingeH TM6X akocTi. A®l. KoHTponb A®L. 3miHa y
A png nonieTuIeHoBMX napameTpax cneuudikauii Ta/abo

noAgiliHux ons
hapmaueBTUYHOro
3acToCyBaHHs

[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA
npoayKT/peareHT, Wwo
BMKOPWCTOBYIOTHCS Y MPOLECI
BMPOGHMLTBA ADI (BUNYyYEHHS
He3Ha4yHOro NokKasHuKa AKOCTi
(Hanpvknag BUyYeHHs 3acTapinoro
noKasHuKa)). BunyyeHHs nokasHuka
«Baxki meTanu» i3
cneuudikaLii/MeToAiB KOHTPOHO
MK$ cyb6eTaHLii y 3B’A3Ky 3
OTPMMAaHHAM OLLIHK/A PU3NKIB BMICTY
efleMeHTHUX AOMILLIOK BifnOBIAHO [0
Bumor KepisHuuTtea ICH Q3D Big,
BUpo6HMKa AdI Siegfried
PharmaChemikalien Minden GmbH,
HimeyumHa.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

134.

OKCo/HoB
A MA3b

OKCOfiH

RO5X

ma3sb, 2,5 mr/r

no 10 r y Ty6i; no
1 Ty6i B nauuj 3
KapToHY

TOB
"TepHodhap
"

YKpaiHa

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | TUnNy - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpiB
cneyudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3MiHM) BHECEHHSA 3MiH B
crneungikaL,ito Woao 3MiHn
PYTUHHOCTI MPOBEAEHHS aHasTi3y
Mikpob6iosioriyHoro koHTponto M3, a
cawve: «He pyTuHHWIA TeCT:
[0MyCKa€eTbCSA NMPOBOANTU KOHTPO/1b
nepLuoi Ta KOXHOT fecaTol
HacTynHol cepii 13, ane He pigwe
HiXX 1 cepii B pik» Ta NOCNif0BHOI
3MiHW, @ caMe 3a3Ha4YeHHs
KOPEKTHOro NOCUMaHHA Ha fjtove
BuaaHHa JPY B MeTogax KOHTPOIHO
roToBOro NikapcbKoro 3acoby 3a
nokasHukom «MikpobionoriyHa
yncTOoTa», pefakuiiHi npaBku.
CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHA roTOBOrO NiKAPCLKOro
3aco6y (iHLWi 3MiHK y MeToAax
BMNpOoGYBaHb (BK/IKOYAKUM 3aMiHy
ab0 [JONOBHEHHS))

bes
peyenma

UA/14265/01/01

135.

OKTArAM

Immunogl|
obulins,
normal
human, for
intravascul
ar adm.

3arasibH
nii 6inok
(B TOMY
yueni
iMyHorn
06y niH
G (IgG)
Ta
iMyHOrn
obyniH A
(IgA))

JO6BA
02

PO34MH AN
iHcpysiia, 50 mr/mn;
no 50 ms, abo no
100 mn, abo no
200 mMn y nnswi;
no 1 naawuiy
KapTOHHI KopooLyi

OKTA®APM
A
PapmaLesT
nka
MpopykTioHC
rec. m.6.X.

ABcTpist

OxTadapma
PapmaueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpIS;

Br1po6HMK,
BiiNOBigabHWIA 3a
BVMPOGHMLTBO 3a
MOBHUM LMK/IOM,
3a BUK/IIOYEHHAM
BTOPUHHOT
yNaKkoBKu:
OKTA®APMA AB,
LlIBeuisi;

AscTpisi/
Lseuis/
AscTpisi/
Himeyun
Ha

BHECEHHS 3MiH 40 peecTpaLintHux
MaTtepianis: 3miHu | TUNY - 3MiHK 3
aKkocTi. A®l. BupobHMLUTBO. 3MiHM B

npoueci BupobHuutea AdI
(He3HauyHa 3MiHa y npoueci
BUpPOGHMLTBa ADI).
BuikopucTtanHs dopakuii 1+1+l11,
BMPOGEHOI Ha AiNbHULL
OkTadapma, HimeuunHa ans
noAasibLIoi nepepobku Ha dhpakuito
Il Ta BUpo6HMLTBA OKTaram Ha
BUPOGHWUIN ainbHULI OkTadhapma,
LBeuis

3a
peyenmom

UA/13905/01/01




136.

Ne
n/n

Hassa

3acoby

JNliKapcbKo20

MixxHapoo
Ha
HernameH

Ha3ssa
diroyoi
pedyosu

Koo

ATX (nikapcbka

dopma suUnycKy

3asBHUK

Kpaina
3as1BHUK

Bupo6Huk

KpaiHa

mosaHa
Ha3sa*

HU

¢popma,
ynakoska)

a

Brnpo6HMK,

BUPOGH
uka

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OMHAPEH®

testostero

250

ne

TEeCTOoCT

G03B

EepOoHy

A03

PO34UH ONiliHwiA

TOB "BAYLU

018 iH'ekuiin, no 1

XEJIC

YkpaiHa

BignoBigasnbHWi 3a
BMPOGHMLTBO 3a
MOBHUM LIK/IOM,
3a BUK/IIOYEHHAM

BMPOGHULITBA
po3uuHy in-bulk,
BTOPUHHOT
yNaKkoBKu.

AnbTepHaTUBHO,
BMPOGHMLTBO

KiHL,eBoro
npoAaykTy 3 in-bulk
PO34MHY,
BMPO6GIEHOrO Ha
OkTachapma
dPapmaueBTuKa

MpopykTioHcrec.

M.6.X., ABCTpist:

OkTtadhapma,
PpaHLis;

AnbTepHaTmMBHa
BMPOGHMYaA

AinsaHka ans
BTOPVHHOTO
nakyBaHHS:

OkTachapma

[Leccay 'm6X,

HimeuuunHa;
B1po6HMK,

BignoBigasibHWi 3a
BMNPOOYBaHHA Ha

anomiHin

(nogaTkoBO A0

BMPOGHUKa

Okradapma AB,

LLBeuisi):

OkTathapma
MpopykTioHcrecen
wadt Jounang,

M.6.X., HimeuunHa

dapmsasof,

MonbLwa

Enbcha A.T.

BHECEHHS 3MiH 1O peecTpavLifiHnX

mMartepianis: 3miHu | Tuny - 3MiHn

3a He

UA/5204/01/01

peyenmowm | nionsie




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MPOMioH M1y amnyni; no 5 YKPAIHA" oa0 6e3nekn/edeKTMBHOCTI Ta ae
ar; amny/s y KapTOHHil hapmakoHarnsgy. 3miHa y KopoTkili
TecToct KopooLi XapaKTepucTuLi Nikapcbkoro 3acooby,
€pOoHy TeKCTi MapKyBaHHS Ta IHCTPYKUiT ans
dheHinnp MeAMYHOro 3aCTOCYBaHHA Ha
onioHar; nigcTasi perynsipHoO OHOB/IOBAHOr0
TecToct 3BiTYy 3 6e3nekun nikapcbkoro 3acooby,
epoHy abo gocnimxeHb 3 6e3neku
i3okanpo 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
Har; nicnsipeecTpauiinnii nepiog, abo sk
TecTocT pe3ynbTaT OLUiHKK 3BITY 3
€poHy [ocnimxeHb, NpoBeAeHNX
KanpiHat Bi4MOBIAHO A0 MNaHy neaiatpuydHnx
pocnipxeHs (PIP) (3mMiHy y3rompkeHo
3 KOMNETEHTHNM YNOBHOBaXEHUM
opraHom).
3MiHV BHeCceHO B IHCTpYKUjto ANns
MeJUYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainis
«B3aemogis 3 iHWNMY NiKapCbKUMU
3aco6amm Ta iHLLi BUAN B3aEMOgili»,
«OCc06MBOCTI 3aCTOCYBaHHS»,
«Mo6iyHi peakuii» BigNoBIgHO
iHchopmauii Lwoao 6esnekmn
3aCTOCYBaHHSA Ajil0unX PeYoBUH
3rigHo pekomeHgauii PRAC.
137. | OPBIKC valaciclovi | Banauuk | JOSAB | TabneTku, BKpUTI OPTAHOCU OAE AnoTekc [HK. KaHnapa BHECEHHS 3MiH 40 peecTpaujiinHmx 3a UA/14168/01/01
r nosip(y | 11 NAiBKOBOO H marepianis: 3miHu | TMny - 3MiHK peyenmom
BUrNAAI 060/10HKO, N0 NANOCAEH Loao 6e3nekn/edeKTUBHOCTI Ta
Banauuk 500 mr; no 8 Cn3 (Ed hapmakoHarnagy. BeegeHHs abo
nosipy Tabnetoky 3ET) 3MiHM A0 y3arasibHEHUX JaHuX npo
rifgpoxno 6nictepi; no 1 cuctemy thapmakoHarnsgy
puay) 6nictepy B (BBEAEHHSA y3araslbHEHUX AaHUX MPO

KapTOHHI KopooLyi

cucTemy chapmakoHarnisgy, 3amiHa
YNOBHOBaXEHOI 0co6MU,
BiANOBIfA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHariagy (Bkayarym




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiAanbHOI 3a
hapmakoHarnag,. Bunyyenxs
iHhopmauii WoA0 KOHTaKTHOT 0co6u
3asBHVKa, BiANOBIAa/IbHOI 3a
3AiicHeHHA hapMakoHarnagy B
YKpaiHi Ta i KOHTaKTHUX AaHWX.
3MiHa MicLe3HaxomKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.
138. | OPBIKC valaciclovi | Banauuk | JOSAB | TabneTku, BKpUTI OPTAHOCU OAE AnoTekc [HK. KaHnapa BHECEHHS 3MiH 40 peecTpaljiinHmx 3a UA/14168/01/02
r nosip(y | 11 NAiBKOBOO H marepianis: 3miHu | TMny - 3MiHn peyenmom
BUrNAAI 060/10HKO, N0 NANOCAEH Loao 6e3nekn/edeKTUBHOCTI Ta
Banauuk 1000 mr; no 3 Cn3 (Ed hapmakoHarnsgy. BeegeHHs abo
nosipy TabneTku B 3ET) 3MiHM A0 y3arasibHEHUX JaHuX npo
rifgpoxno 6nictepi; no 7 cuctemy thapmakoHarnsgy
puay) 6nictepiB y (BBEAEHHSA y3araslbHEHUX AaHUX PO

KapTOHHI KopooLyi

cucTemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapMakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bko4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BigNoBiAabHOI 3a
thapmakoHarnsag. BunyuerHs
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHMKA, BiANOBIA&/IbHOI 3a
3[iicCHEHHSs hapmMakoHarnsgy B
YKpaiHi Ta i KOHTaKTHUX JaHuX.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
dharina cuctemu papmakoHarnsagy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa Micus 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.
139. | MAPOKCETHU paroxetine | napokce | NO6A Tabnetku no 20 Megokemi Kinp Mepokemi Nimiteq, Kinp BHECEHHS 3MiH A0 peecTpaljiinHmx 3a UA/1498/01/01
H TUHY BO5 mr, no 10 Nimiten Marepianis: 3miHu | Tuny - peyenmom
rifgpoxno TabneToky AAMIHICTpaTBHI 3MiHW. 3MiHa
pua 6nictepi; no 3 HaliMeHyBaHHsi Ta/abo agpecu
6nictepn y 3asBHMKa (BNacHvka
KapTOHHI KopooLli peecTpaLiiHOro NoCBiAYEHHS).
3MiHa Ha3BK Ta agpecu 3asBHVKa
(BnacHvka peecTpaujiiiHoro
NnocBig4eHHs)
140. | NEHTANIIH Metamizol | napauet | NO2B Kancynu, no 10 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaliintHmx 3a He UA/10881/01/01
®C EKCTPA e sodium, amorn, B72 Kancyn y bnictepi; "ACIHO Crapt" marepianis: 3miHu | Tuny - 3MiHK peyenmowm | nionse
KAMNCYNn combinatio | metami3 no 1 a6o 2 YKPAIHA" oo 6e3nekn/edeKTMBHOCTI Ta ae
ns with ony 6nictepu B thapmakoHarnagy. 3MiHa y KopoTkili
psycholept | Hatpito KapTOHHI navui XapakTepucTuLi Nikapcbkoro 3acoby,
ics MOHOTif, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
part, MeAMYHOro 3aCTOCYBaHHA Ha
KodpeiH, nigcTasi perynsipHO OHOB/IIOBAHOTO
heHoba 3BiTYy 3 6e3nekun nikapcbKoro 3acooby,
p6itan, abo gocnimkeHb 3 6e3neku
KogeiHy 3aCTOCyBaHHSA NikapcbKkoro 3acoby B
hocpat nicnspeecTpauiiHuii nepiog, abo sk
y pesynbTaT OLiHKK 3BITY 3
remirigp OOCnigpKeHb, NPoBeAEeHNX
at Bi4NOBIAHO A0 NnaHy nejiatpuydHmnx
pocnigkeHs (PIP) (3MiHy y3rogkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKUIT Ans
MeJMNYHOr0o 3acTOCYBaHHS
nNiKapcbkoro 3acoby o po3ainis
"B3aemogjs 3 iHWMMK SliKapCbKumu
3aco6amMu Ta iHLWi BUAW B3aEMOgjin",
"Oco61BOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un" Ta
"Mo6iyHi peakwyji" woao 6esnekn
3aCcTOCyBaHHSA Ait040i pevOBUHM
KoZeiH BignoBiAHO A0 pekoMeHAauil
PRAC. BBegeHHs 3MiH npoTarom 6-
TN MiICALIB Nic/1A 3aTBEPAKEHHS.
141. | NEP'ETA® pertuzuma | nepty3sy | LO1FD | koHUeHTpaT ans TOB «Pouu YkpaiHa Brpo6HMLTBO Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/13062/01/01
b Mab 02 pO34uHy Ans YkpaiHa» Hepo3dgacoBaHoi Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmom




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
iHdpysii no 420 npoaykuii, LLselina oo 6e3nekn/edyeKTMBHOCTI Ta
Mmr/14 mn; no 14 nepBuHHE pis thapmakoHarniagy. 3miHa 4yactoTu
MY ¢hnakoHi; no nakyBaHHs, Ta/abo TepMiHiB NOAaHHA perynsipHo
1 chnakoHy y BMNPOOGYBaHHSA OHOB/IOBaHMX 3BITIB 3 6e3Mekn
KapTOHHI Kopo6Lli KOHTPOJIO SIKOCTI: NiKapCbKMNX 3aco6iB - 3MiHM YacToTh
Pow fiarHocTuke Ta TEPMiHiB NOAAHHSA PerynsapHo
'M6X, HimeuunHa,; OHOBJIHOBAHOrO 3BiTYy 3 6E3MEKN.
BTopuHHe [itova pepgakuia: Yactota nogaHHA
nakyBaHHs, BUMYCK perynspHo OHOB/IHOBAHOTO 3BITY 3
cepii: 6e3nekun 6 micsyis. KiHueBa gata
& . XodhdpmaHH-/15 LN BKHOYEHHA AaHWX 40
Pow NTpA, perynsipHo OHOB/IHOBAHOIO 3BITY 3
LLIseliyapis 6e3nekn - 07.12.2018 p. Aata
nofaHHs - 16.02.2019 p.
MponoHoBaHa pepgakuis: Yactota
noJaHHA perynsapHoO OHOB/IOBAHOIO
3BiTy 3 6e3nekn 3 poku. KiHuesa
AaTa gns BKAYEHHS AaHnX [0
perynsipHoO OHOBJIHOBAHOTO 3BITY 3
6e3nekun - 07.06.2027 p. daTa
nofaHHsa - 05.09.2027 p.
PekomeHA0BaHO [0 3aTBEPKEHHS
BiAMNOBIAHO A0 NepioAnYHOCTI
NOAAHHA PErysIipHO OHOBJIOBAHMX
3BiTIB 3 6e3Mnekn NikapCbknx 3acobiB
y €C
142. | NIKOBIT®®O - petuHon | AllB TabneTkun, BKPUTI KPKA, a.4., CnoBeHi | BignoBiganbHwii 3a | CnoBeHi BHECEHHS 3MiH [JO peecTpaLifiHnx 6e3 UA/8268/02/02
PTE , A ob6onoHkot, no 15 | Hoso mecTo A BMPOGHMLTBO "in A marepianis: 3miHu | Tuny - 3miHn 3 peyenma
xonekan TabneToky bulk”, nepsuHHY AKocTi. CepTudikat
bumcpep 6nictepi; no 2 ynakoBKY, signosigHocTi/lE-cepTudikar
on, 6nictepn y BTOPUHHY BiANOBIAHOCTI EBpONenchbkili
Kucnora KapTOHHI KopooLli yNaKoBKy: thapmakonei/mMoHorpadii. NMogaHHA
ackop6iH KPKA, a.4., Hoso HOBOro a0 OHOB/IEHOTO
0Ba, mecTo, CrnoBeHis; cepTudpikaTa BignosigHocTi abo
TiaMiHy BiANOBIgabHUI 3a BW/TyYEHHS cepTudikaTa
HiTpar, KOHTPO/Tb Cepiii: BiiNOBIAHOCTI €Bponelichkit
pnbodn KPKA, a.4., Hoso thapmakonei: gns A®l; ans
aBiH, nip mMecTo, CrnoBeHis; BUXiAHOIO
WAOKCUH BiAnNoBigabHUI 3a martepiany/peareHTy/npoMiKHOro
y KOHTPO/Ib Ta NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
rifgpoxno BUMYCK Cepiii: BMPOGHMUTBI A®I; AN 4ONOMIXHOT
pug, uia KPKA, a.4., Hoso peyoBuHM (cepTuddikart

HOkobGan

MecTo, C/oBeHis;

BiNOBIAHOCTI EBpoNelichbkil




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
aMiH, HiK BignoBigasibHWiA 3a thapmakonei) - Howit ceptucpikat
oTMHaMi KOHTPO/b Ccepil: Bif} BXXe 3aTBEPAKEHOro BUPOOHMKA -
A, Kucno Hewinan noJaHHs HOBOro cepTucpikata
Ta NlabopaTopi ogh Bi4MNOBIAHOCTI €BPONECHKOT
chonieBa Xenc, IHBapoMeHT thapmakonei Ne CEP 2022-492-Rev
, KanbLj EHp dya, 01 gnsa A®| NipuaoKCUHY
10 CnoBeHisi rigpoxnopuay Bif 3aTBEPAKEHOTO
naHTorte BMpo6HMKa DSM NUTRITIONAL
Har, o- PRODUCTS LTD., Switzerland.
ToKOodhep 3MiHuM | TURY - 3MiHK 3 AKOCTI.
ony CepTudbikart BignosigHocTI/TE-
auerar cepTudikart BiAnoBigHOCTI

€Bponencbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHoOCTIi abo
BW/TyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei: gna A®l; ans
BUXiAHOrO
matepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOT
peyoBuHM (cepTudikart
Bi4NOBIAHOCTI EBpONENCHKIl
thapmakonei) - OHOB/EeHWA
cepTudikar Bif yxe 3aTBepKEeHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkoi hapmakonei Ne CEP
2004-110-Rev 06 (3aTBEpAXKEHO:
R1-CEP 2004-110-Rev 05) gns A®l
HIKOTMHaMIZy Bif, 3aTBEPLYKEHOrO
Bupo6H1Ka LONZA GUANGZHOU
PHARMACEUTICAL LTD., China.
3MiHn | TUNY - 3MiHK 3 aKocTi. API.
KoHTposib A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHNX y creumdikavisax
Ha A®|, a6o BUXiZHUA/MPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPUCTOBYIOTLCSA Y MPOLECI
BMpo6HMUTBA AP| (BUTYYEHHS




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

He3Ha4HOro NoKasHvKa AKOCTi
(Hanpviknag BUTy4YeHHN 3acTapinoro
nokKasHuka)) 3miHu y crneumdikawi
A®| anbha-Tokohepony aueraTy, a
came: BUAa/IeHHs NokasHuka «Baxki
mMeTanm». 3MiHu | Tuny - 3MiHu 3
sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gnsa A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
peyoBuHU (cepTudikat
BiiNOBIAHOCTI E€Bponelichbkit
thapmakonei) - OHOBAEHUIA
cepTudikaT Bif y)e 3aTBeppKeHoro
BMPOGHMKA - MOAAHHSA OHOB/IEHOTO
cepTudikaTa BignoBigHoCTI
€Bponelicbkoi hapmakonei Ne CEP
2004-110 - Rev 07 gns A®I
HIKOTMHaMIiZy Big, 3aTBEPAYKEHOTO
BMpo6HMKa LONZA GUANGZHOU
PHARMACEUTICAL LTD., China.

143.

MIPAHTEN

pyrantel

nipaHTe
ny
namoary

P02C
Cco1

cycneHsis
opasibHa, 250 mr/5
M/, o 15 mn
npenapary y
chnakoHi abo
6aHui; no 1
chnakoHy abo
6aHLi 3 MipHOtO
JIOXKOI0 Y
KapTOHHii
ynakoBL;i

TOB
"KyCym™m"

YkpaiHa

TOB "KYCYM
PAPM", YkpaiHa
abo
TOB «KYCYM»,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavuiiiHoro nocBigyeHHs)) 3MiHa
HaliMeHyBaHHSA 3asBHVKa (BNacHWka
peecTpaLiiHoro noceigyeHHs), 6e3
3MiHV HOpUANYHOI 0CO6U. TepMiH
BBEJleHHS 3MiH- NpoTArom 12-u
MiCALB Nicnsa 3aTBepmpKeHHs. 3MiHU
| Tuny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHs Ta/abo

bes3
peyenma

nionsie
ae

UA/6151/02/01




Ne

Hassa

n/n

JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

agpecy Micusi NPOBaKEHHS
LiSNbHOCTI BUpPO6HMKa/imnopTepa
roTOBOrO JliKapCbKoro 3acoby,
BK/IKOYAOUN AiflbHWLi BUMYCKY cepil
ab0o MicLe NpoBeAeHHS KOHTPO/TH
AKOCTI. (AISNBHICTb, 3a AKY
BignoBigae BMPOGHMK/iMnopTep,
BK/IO4a0UM BUMYCK cepiii) 3MiHa
HaliMeHyBaHHS BUPOGHWKa, 6e3
3MiHM MiCLA BUPOOHMLTBA: 3MiHN
BHeCeHi B iHCTPYKLjto ANns
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
«Brpo6HMK» (3MiHa HaliMeHyBaHHs
BMPOGHMKA, BiANOBIfa/IbHOTO 3a
LiSNTbHICTb, BK/IOYAKYM BUMYCK
cepii, 3 TOB «NIEA®APM N1TO» Ha
TOB «KYCYM»), sik Hacnifok —
3aTBEPMKEHHS TEKCTY MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby Ans
BMPOGHMKA TOB «KYCYM>». TepMmiH
BBEJEHHS 3MiH- NPOTArom 12-tu
MicALiB Nicnsa 3aTBepKEHHS.

144.

MIPALETAM

piracetam

nipauet
am

NO6B
X03

TabneTkn, BKPUTI
060/10HKO10, NO
200 mr; no 10
Tabnetoky
6nicTepi; no 3 abo
6 6nicTepiB y
nauu

MNAT
"rannudapm

YkpaiHa

NAT "Tannadapm’”

Ykpaina

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHU BHECEHO B IHCTPYKLilO AN
MeJUYHOrO 3aCTOCYBaHHS
nNikapcbKoro 3acoby B po3gin
"Mo6iyHi peakui” LWOA0 BAXINBOCTI
3BiTyBaHHSA Mpo Nifo3poBaHi No6iyHi
peakLii Ta BHECEHO peAakLiiiHi
3MiHM B po3ginu "Ckiag”, "Cnocib
3acTocyBaHHs Ta 4o3un’.
TepMmiH BBELIEHHS 3MiH - NPOTArom 6
MicsILiB Micns 3aTBePAKEHHS.

3a
peyenmom

He
nionsie
ae

UA/0901/02/01

145.

MIPALETAM

piracetam

nipauer
am

TabneTku, BKPUTI
060/10HKOH0, MO
200 wmr in bulk: no
15 kr y noApiiHnx
nonieTuIeHoBMX
Milwkax; no 2

NAT
"Tannydapm

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TMny - 3MiHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn).
3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPVHHOI (NyHkTM 1, 2, 3, 7, 8, 15,

UA/9520/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MiLLKN Y 17) Ta NepBMHHOI (MyHKT 6) ynakoBkn
NNacTuKoBIl nikapcbKoro 3acoby. BHeceHHs 3MiH
€MKOCTi 00 po3ainy «MapkyBaHHA» y MKA
Nna3:
3arBepOKeHo:
3rigHo i3 3aTBEPKEHUM TEKCTOM
MapKyBaHHS.
3anponoHoBaHo:
MapkyBaHHs.
Ana rna:
3rifHo i3 3aTBEPIAXEHVM TEKCTOM
MapKyBaHHS.
[ns nikapcbkoro 3acoby y chopmi in
bulk:
3rifHo 3aTBEPAYKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
TepMiH BBEEHHS 3MiH - MPOTAroM 6
MicsLIIB NIiC/1A 3aTBEPLPKEHHS.
146. | MPEFABA/NIH | pregabalin | nperaba | N02B Kancysnm Teepai no Akkopg, Icnanis BMPOGHMLTBO IHpis/ BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/19209/01/02
FEHEAM NiH F02 150 wmr, no 14 Xenckea nikapcbKoro Yropwm MaTepianis: 3miHu | TNy - peuyenmom
Kancyny énictepi; C.Y. 3acoby, nepBuHHe Ha/ AfMiHICTpaTMBHI 3MiHW. 3MiHa
no 4 6nictepn y Ta BTOPUHHE ITanis/ HalimeHyBaHHS Ta/abo agpecu Micud
nauui nakyBaHHs, MonbLia NpoBaPKEHHSA AiS/IbHOCTI
KOHTPO/b AKOCTI / Benuka BMPOGHMKa/iMnopTepa rotoBoro
cepii: BpuTai NikapcbKoro 3acoby, BKIOYaKUN
IHTac al AinbHULI BUNYCKy cepii abo micue
dapmacbloTikanc Mpevis NpoBeAEHHS KOHTPOJIIO AKOCTI.

Nimitea, IHAjN;

BMPOGHMLTBO
nNikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs
(anbTepHaTUBHUI
BUPOGHUK):
IHTac
dapmacbioTikasnc
Nimiten, IHais;

KOHTPO/Ib SIKOCTI:
€BpodiHc
Biochapma

(@isnbHicTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, HE BK/IOYaun
BUMYCK cepili) - 3MiHa Ha3BW Ta
YTOYHEHHS afpecy BUPOGHUKA,
BiANoBiAa/IbHOT 38 KOHTPO/1b SIKOCTI,
3 PAPMABANIA NITa.
Mikpob6ionoriuHa naboparopis /
PHARMAVALID Ltd. Microbiological
Laboratory Ha ®apmasanig K. /
Pharmavalid Kft., 6e3 3miHu micus
BMPOGHMUTBA. 3MiHM | TNy -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NpoBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCbKoro 3acoby, BKYakum




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

MpoaakT TecTiHr
BypanewT Kd.,
YropuuHa;

KOHTPO/b SIKOCTI:
Papmasanig K.,
YropuuHa;

fopatkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHs:
A4 CAMNJII YENH
(Itanis) CrA,
ITanis;

nojaTkosa
AiNbHUUA 3
BTOPVHHOIO
nakyBaHHs:
CuHonTtus
IHgacTpian Cn. 3
0.0., MNonbLwa;

JofaTkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:

MpecTnx
MpomoyLuH
Pepraydedepaep
YHF eHfl
$epbeepsic MTM6X,
HimeyumHa;

fopatkosa

OinbHUUS 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP/,

XENCKEA

NIMITEL, Benvka

AOiNbHULI BUNYCKy cepii abo micue
npoBeAEeHHs1 KOHTPOJIIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae

BMPOGHMK/IMIOPTEP, HE BK/IOYAKOUM
BUMYCK cepiii) - 3MiHa Ha3BK Ta
YTOUHEHHS afpecu BUPO6HMKa,

Bi4NOBiAa/IbHOI 32 KOHTPO/Ib SIKOCTI,

3 €BpodpiHCc AHaniTikan Cepsice3

XaHrepi Kp. / Eurofins Analytical

Services Hungary Kft. Ha €BpochiHc

Biochapma MpopgakT TecTiHr
BypanewT Kdt. / Eurofins
BioPharma Product Testing
Budapest Kft., 6€3 3miHu micus
BMPOGHMLTBA.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BpuTaHisi;

BiiNOBIgabHWIA 3a
BMNYCK Cepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MNonbLa;

Jopjatkosa
OinbHUUA 3
NepPBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[-tOKEN
NIMITEA, Benvka
BpuTaHis;

KOHTPO/Tb SIKOCTI,
fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:

JTABOPATOPI
®YHOACIO JAY,
IcnaHis;

popartkosa
OinbHUUA 3
BTOPVHHOIO
naxyBaHHs:
CEHTPAN
®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benuka
BpuTaHisi;

fopatkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHs:
CK ®apma




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NoricTikc TM6X,
HimeuuunHa;
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTIi
cepii:
Akkoppg Xenckea
CiHrn Membep
C.A., Ipeuis
147. | NPEFABANIH | pregabalin | nperaba | NO2B Kancynu Teepgi no Akkopp, IcnaHis BMPOGHMLTBO IHais/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19209/01/03
FEHEAM NiH F02 300 mr, no 14 Xernckea nikapcbKoro YropLum MaTepianis: 3miHu | TNy - peyenmom
Kancyny énicrepi; C.JY. 3acoby, nepBuHHE Ha/ AZMiHICTpaTMBHI 3MiHW. 3MiHa
no 4 6nictepun y Ta BTOPUHHE Monbla | HarimeHyBaHHsi Ta/abo agpecu Micus
nauu nakyBaHHs, / NPOBaPKEHHSA AiANbHOCTI
KOHTPO/Ib AKOCTI Himeuun BVPOGHMKa/imnopTepa rotoBoro
cepii: Ha/ nikapcbKoro 3acoby, BKIKYaK4n
IHTac Benvka AOinbHUUI BUNYyCKy cepii abo micue
dapmacbioTikanc BputaHi NpoBeAeHHs1 KOHTPOJIIO AKOCTI.
Nimites, HAis; al ([isnbHICTB, 3a SAKy BignoBigae
Icnanis/ BMPOGHMK/IMNOPTEpP, HE BKIOYaumn
BMPOGHMLTBO pevis BWMYCK Cepiii) - 3mMiHa Ha3BK Ta

nikapcbKoro
3acoby, nepBuMHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTUBHUIA
BMPOGHUK):
IHTac
dapmacbloTikanc
Nimitea, IHAiN;

KOHTPO/Ib AKOCTI:
€BpodiHC
Biodhapma

MpopakT TecTiHr

BypanewT K.,
YropuuHa;

KOHTPO/Ib AKOCTI:

dapmasanig K.,

YTOYHEHHS afpecy BUPOGHUKa,
BiANOBIAA/IbHOI 38 KOHTPO/b AKOCTI,
3 QAPMABAIA NTA.
MikpobionoriuHa naboparopis /
PHARMAVALID Ltd. Microbiological
Laboratory Ha ®apmasanig K. /
Pharmavalid Kft., 6e3 3miHu micus
BMPOGHMLTBA. 3MiHKW | TNy -
AJMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiANbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IHOHa0um
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBigae
BMPOGHMK/IMNOPTEP, He BKIKOYaumn
BWMYCK Cepiii) - 3mMiHa Ha3BK Ta

YropLumHa; YTOYHEHHS afpecy BUPOGHMKa,
BiANOBIAA/IbHOI 38 KOHTPO/b AKOCTI,
AofaTtkoBa 3 €BpodhiHc AHaniTikas1 Cepsices




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
A4 CAMNJII YENH
(Itanis) CrA,
ITanis;
popartkosa
OinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
CvHonTus
IHgacTpian Cn. 3
0.0., MonbLa;

foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
MpecTnx
IMpomoyLuH
depkaydcdepaep
YHI eHf
depbeepsic MM6X,
HimeuuunHa;

fopartkoBa
AiNbHUUA 3
MepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEA, Benuka
BpuTaHisi;
BignoBigasnbHWi 3a
BUMYCK Cepii:
Akkoppg, Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;

fopatkosa
OiNbHUUS 3

XaHrepi K. / Eurofins Analytical
Services Hungary Kft. Ha €BpodiHC
Biochapma MpogakT TecTiHr
BypanewT K. / Eurofins
BioPharma Product Testing
Budapest Kft., 6e3 3miHn micus
BUPOGHMLTBA.




Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

peecmpayitiHo
20
nocsioYyeHHs1

MepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:

AKKOP[-tOKEW
NIMITEL, Benvka
BpuTaHis;

KOHTPO/Ib AKOCTI,
nofaTkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:

NNABEOPATOPI
®YHAACIO JAY,
IcnaHis;

Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:
CEHTPAN
SAPMA
(KOMEKIHF
MNAPTHEP)
NIMITEA, Benvika
BpuTaHis;

nogaTkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
CK dapma
NoricTikc Mv6X,
HimeuuunHa;

BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi
cepii:
Akkoppg, Xenckea
CiHrn Membep
C.A., I'peuis

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a

UA/19209/01/01

NMPErAGAJIH

nperaba

NO02B

Kancynv Teepgi no

AKKop4

IcnaHis

BMPOGHMLTBO

IHgis/

148.

pregabalin



Ne

Hassa

Ha3ssa

Koo

MixxHapoo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
FEHEM NiH FO2 75 wr, no 14 Xenckea nikapcbKkoro Yropwm MaTepianis: 3miHu | TMny - peyenmom
Kancyny énictepi; C.JLYy. 3acoby, NnepBUHHE Ha/ AAMiHICTpaTBHI 3MiHW. 3MiHa
no 4 6nictepu y Ta BTOPUHHE Monbla | HarimeHyBaHHsi Ta/abo agpecu Micus
nauui nakyBaHHs1, / NPOBaKEHHS AiSSTbHOCTI
KOHTPO/b AKOCTI Himeuun BVPOGHMKa/iMnopTepa rotoBoro
cepii: Ha/ NiKapcbkoro 3acoby, BKIYaum
IHTac Benvka OiNbHULI BUNYCKy cepii abo micue
dapmacbtoTikanc BputaHi npoBeAEeHHsI KOHTPOJIIO AKOCTI.
Nimiten, IHais; al (aisnbHicTb, 3a AKy Bignosigae
Icnanis/ BUPOGHMK/IMIOPTEP, HE BK/IOYAKOUN
BMPOGHMLTBO peuis BUMYCK cepiii) - 3MiHa Ha3BK Ta

nikapcbKoro
3acoby, NnepBuNHHe
Ta BTOPUHHE
nakyBaHHs
(anbTepHaTUBHUI
BMPOGHUK):
IHTac
dapmacbtoTikasic
Nimiten, IHAis;

KOHTPO/Tb SIKOCTI:
€BpodhiHC
Biothapma

MpopakT TecTiHr

BypanewT Kd.,
YropuuHa;

KOHTPO/Tb SIKOCTI:

Papmasanig K.,
YropuuHa;

fofaTtkoBa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHs:
A4 CANJII YENH
(Itanis)
CNA,Itanis;

popartkosa
OinbHUUSA 3
BTOPVHHOIO
nakyBaHHs:

YTOUHEHHS afjpecy BUPO6HMKa,
Bi4NOBiAa/IbHOI 32 KOHTPO/Ib SIKOCTI,
3 PAPMABANIA NTA.
Mikpob6ionoriyHa na6oparopisi /
PHARMAVALID Ltd. Microbiological
Laboratory Ha ®apmasanig K. /
Pharmavalid Kft., 6e3 3miHu micus
BUPOGHMLUTBA. 3MiHM | TNy -
AAMiHICTpaTBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy micus
NPOBaKEHHS AiSSTbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nNikapcbKoro 3acoby, BKIOYa4n
OiNbHULI BUNYCKy cepii abo micue
npoBeAeHHsI KOHTPOJIIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BUPOGHMK/IMIOPTEP, HE BK/IOYAKOUN
BUMYCK cepiii) - 3MiHa Ha3BK Ta
YTOUHEHHS afjpecy BUPO6HMKa,
Bi4NOBiAa/IbHOI 32 KOHTPO/Ib SKOCTI,
3 €BpodpiHCc AHaniTikan Cepsice3
XaHrepi K¢pt. / Eurofins Analytical
Services Hungary Kft. Ha €BpochiHc
Biochapma MpopgakT TecTiHr
BypanewT Kdt. / Eurofins
BioPharma Product Testing
Budapest Kft., 6€3 3miHn micus
BMPOGHMLTBA.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

CvHonTtus
IHgacTpian Cn. 3
0.0., MonbLua;

fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
MpecTnx
MpomoyLwH
®Pepkaycchepaep
YHI eHfy
depbeepsic MTMOX,
HimeuuunHa;
foparkosa
OinbHUUS 3
NepBUHHOrO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITEA, Benuka
BpuTaHis;
BiiNOBIgabHWIA 3a
BMNYCK Ccepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MNonbLa;
foparkosa
OinbHUUS 3
NepBUHHOrO Ta
BTOPUHHOTO
naxyBaHHs:
AKKOP[I-FOKEN
NIMITEL, Benuka
BpuTaHisi;
KOHTPO/Ib AKOCTI,
foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
JIABEOPATOPI




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep

peecmpayitiHo
20

nocsioYyeHHs1

®YHOACIO JAY,
IcnaHis;
nofaTkosa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHS:
CEHTPAN
®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benvka
BpuTaHis;
popartkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
CK dapma
NoricTikc Mv6X,
HimeuunHa

BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTi
cepii:
Akkoppg, Xenckea
CiHrn Membep
C.A., I'peuis

3a

UA/19209/01/03

149.

NPErABANIH
FEHEM

pregabalin

npera6ba
NiH

NO02B
F02

Kancysnm Teepai no
300 wmr; no 14
Kancyny énictepi;
no 4 6nictepn y
nauui

Akkopa
Xenckea
C.JLY.

IcnaHis

BMPOGHMLTBO
nikapcbKoro
3acoby, nepBuMHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI
cepii:

IHTac
dapmacbtoTikanc
Nimitea, IHAiN;
BMPOGHMLTBO
nikapcbKoro
3acoby, nepeuHHe
Ta BTOPUHHE
nakyBaHHS
(albTepHaTUBHUI

IHgis/
YropLum
Ha/
ITanis/
MonbLua
/ Benuka
BpuTai
al
Mpevis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUny - 3MiHu 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3MiHa napameTpiB
cneyudikauin Ta/abo gonycTummnx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMNYyYEHHS HE3HAYHOTO MOKa3HUKa
(ranpviknag 3acTapinoro nokasHuka,
TaKoro sk 3anax Ta cmak, abo
iieHTUgiKaLis 6apBHUKIB UK
CMakoBWX 1,06aBOK)) BUTYUYEHHS
He3HaYyHOro rnokasHuka, a came
iaeHTdikauin 6apBHUKIB 3i
cneuudikaLii roToBOro NpPoayKTy.

peyenmom




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMPOBHUK):
IHTac

dapmacbloTikanc
Nimitea, IHAjN;
KOHTPO/b SIKOCTI:
€BpodiHC
Biochapma
MpogakT TecTiHr
BypanewT K.,
YropuuHa;
KOHTPO/b SIKOCTI:
Papmasanig K.,
YropuuHa;
Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:
A4 CAMNJII YENH
(Itanis) CMA,
ITanis;
foparkosa
OinbHUUS 3
BTOPVHHOTO
naxkyBaHHs:
CuHontus
IHgacTpian Cn. 3
0.0., MonbLua;
Jopjatkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
MpecTnx
MpomoyLuH
Pepkaydchepaep
YHT eHf}
$epbeepsic MTM6X,
HimeyumHa;
Jopatkosa
AiNbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
naxkyBaHHs:
AKKOP/[




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
XEJICKEA
NIMITEL, Benvka
BpuTaHis;
BignoBigasibHWi 3a
BUNYCK cepil:

AkKoppg Xesickea
Moncka Cn. 3 0.0.
Cknag, ImnopTepa,

MonbLya;
popartkosa
OinbHUUA 3

NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:

AKKOP[-tOKEN
NIMITEA, Benuka

BpuTaHis;
KOHTPO/Ib AKOCTI,
popartkosa
OinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
NNTABOPATOPI
®YHOACIO JAY,
IcnaHis;
fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:

CEHTPAN

PAPMA
(KOMEKIHI
MAPTHEP)

NIMITEA, Benuka

BpuTaHis;
foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
CK ®apma

NoricTtikc TM6X,
HimeuuunHa;
BTOPUHHE




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
nakyBaHHS,
KOHTPO/b SIKOCTi
cepii:
Akkoppg, Xenckea
CiHrn Membep
C.A., I'peuis
150. | MPEFABAJNIH | pregabalin | nperaba | N02B Kancysnm Teepai no Akkopg, Icnanis BMPOGHMLTBO IHpis/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/19209/01/02
FEHEAM NiH F02 150 wmr; no 14 Xenckea nikapcbKoro Yropwm marepianis: 3MiHu | TUny - 3MiHu 3 peuyenmom
Kancyny énictepi; C.Y. 3acoby, nepBuHHe Ha/ AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
no 4 6nictepn y Ta BTOPUHHE ITanis/ KOHTposb roToBOro ikapcbKoro
nauui nakyBaHHs, MonbLia 3acoby. 3MiHa napameTpiB
KOHTPO/1b AKOCTI / Benuka cneuudikauii Ta/abo fonycTUMUX
cepii: Bputai MEX roTOBOrO NiKapCcbkoro 3acoby
IHTac al (BMNYYEHHS HE3HAYHOTO MOKa3HUKa
dapmacbtoTikanc Mpeuis (Hanpuknag, 3acTapiforo nokasHuka,

Nimitea, IHAjN;
BMPOGHMLTBO
nikapcbkoro
3acoby, nepeuHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTUBHUI
BUPOBHUK):
IHTac
dapmachbloTikanc
Nimites, HAis;
KOHTPO/Ib SIKOCTI:
€BpodiHC
Biodhapma
MpopakT TecTiHr
BypanewT K.,
YropuuHa;
KOHTPO/Ib SIKOCTI:
dapmasanig K.,
YropuuHa;
popartkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
A4 CAMNI YENH
(Itanis) CrA,
ITanis;
Jogatkosa

TaKoro sk 3anax Ta cmak, abo
iieHTUgiKaLis 6apBHUKIB UK
CMakoBWX 1,06aBOK)) BUTYUYEHHS
He3HaYyHOro rnokasHuka, a came
iieHTdikauin 6apBHUKIB 3i
cneuudikaLii roToBOro NpPoAyKTy.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
CvHonTtus
IHgacTpian Cn. 3
0.0., MonbLua;
popartkosa
OinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
MpecTnx
MpomoyLuH
Pepraydedepaep
YHT eHfy
$epbeepsic MTM6X,
HimeyumHa;
fopartkoBa
AiNbHUUA 3
MepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEA, Benuka
BpuTaHisi;
BignoBigasnbHWi 3a
BUMYCK Cepii:
Akkoppg, Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;
fopartkoBa
AiNbHUUA 3
MepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benvka
BpuTaHis;
KOHTPO/Tb SIKOCTI,
fopartkoBa
AiNbHUUA 3
BTOPUHHOTIO




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H; ﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nakyBaHHs:
NNTABOPATOPI
®YHOACIO JAY,
Icnanis;
fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CEHTPAN
PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEA, Benuka
BpuTaHis;
foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
CK ®dapma
NoricTtikc TM6X,
HimeuuunHa;
BTOPUHHE
nakyBaHHs,
KOHTPO/1b SKOCTI
cepii:
Akkoppg Xenckea
CiHrn Membep
C.A., Ipeuis

151.

MPErABANIH
FEHEM

pregabalin

npera6a
niH

NO02B
F02

Kancynm TBepgai no
75 wr; no 14
Kancyn y énictepi;
no 4 6nictepu y
nauu

Akkopg,
Xenckea
C.ny.

IcnaHis

BMPOGHMLTBO
nikapcbKoro
3acoby, nepeuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/1b SIKOCTI
cepii:

IHTac
dapmachbloTikanc
Nimites, HAis;
BMPOGHMLTBO
nNikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs!

IHais/
YropLum
Ha/
ITania/
MonbLwa
/ Benuka
BputaHi
al
pevis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO MOKa3HUKa
(Hanpuknag 3acTapifnoro nokasHuka,
Takoro sk 3anax Ta cmak, abo
ifeHTudikaLis 6apBHUKIB un
CMakoBWX f06aBOK)) BUTyUYEHHS
He3Ha4yHOro rnokasHuka, a came
ineHTuhikauis 6apBHYIKIB 3i
crneungikaLii rotoBoro npoaykTy.

3a
peyenmom

UA/19209/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
(anbTepHaTUBHWI
BMPOGHUK):
IHTac

dapmacbtoTikasic
Nimiten, IHAis;
KOHTPO/Ib AKOCTI:
€BpodoiHC
Biodhapma
MpoaakT TecTiHr
BypanewT K.,
YropuuHa;
KOHTPO/Ib AKOCTI:
dapmasanig Kgr.,
YropuuHa;
foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
A4 CAMNJII YENH
(Itanis) CrA,
ITanis;
popartkosa
OinbHUUA 3
BTOPVHHOIO
naxyBaHHs:
CvHonTus
IHgacTpian Cn. 3
0.0., MonbLa;
fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
MpecTnx
MpomoyLwH
®epkaycchepaep
YHF eHfy
depbeepsic MTMOX,
HimeuuunHa;
foparkosa
OinbHUUS 3
NepBUHHOrO Ta
BTOPVHHOIO
nakyBaHHs:




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
AKKOP/,
XEJICKEA
NIMITEL, Benuka
BpuTaHisi;
BignoBigasnbHWi 3a
BUMYCK Cepii:

Akkoppg, Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;
fopartkoBa
AiNbHUUA 3
MepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benvka
BpuTaHis;
KOHTPO/Tb SIKOCTI,
fopartkoBa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
NABOPATOPI
®YHOACIO JAY,
IcnaHis;
foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
CEHTPAN
®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benvka
BpuTaHis;
popartkosa
OinbHUUA 3
BTOPVHHOIO
naxyBaHHs:
CK dapma
NoricTikc Mv6X,
HimeyumHa,;




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTIi
cepii:
Akkoppg Xenckea
CiHrn Membep
C.A., Ipeuis
152. | MPOMMHOPM | progestero | nporect | GO3D Kancysm m'ski no 3AT NuToBCb NOBHWIA LMKN IcnaHis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/15254/01/02
FECTA ne epoH A04 100 wmr; no 15 «®apmnira» Ka BMPOGHMLTBA: marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
Kancyn M'skux y Pecny6n | NABOPATOPIOC AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
6nictepi; no 2 iKa JTEOH ®APMA 3MiHU Yy BUPOGHMLTBI. 3MiHa
6nictepu y nauui C.A., IcnaHis iMnopTepa/3aMiHu, L0 CTOCYTbCA

KOHTPO/Ib SIKOCTi:
Xewmo IHgjsa
dopmioneiiLuH
MpaiiBeT JimiTeq,
Xalinapa6ag IHajs
BTOPUHHE
naKyBaHHs:
ATAIC DAPMA,
C.JN1., Icnanis

BTOPUHHE
nakyBaHHS:
MAHAHTIA/b
IHTEIPA, C.J1.Y.,
Icnanis

BUMYCKY Cepii Ta KOHTPOJO SKOCTi
roTOBOrO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHA OiNbHULL, Ha
SKI 34iACHIOETLCSA
KOHTPO/Ib/BMNPOOYBaHHSA cepil) -
BBE/leHHS 40aTKOBOI BUPOOHNYOI
AinbHuui N3 Xemo IHais
dopmioneiiwH MNpaiiseT flimiTes,
IHAiA, Wo Bignosifae 3a KOHTPO/b
AKOCTI. 3a3HauYeHHs OYHKLIl BXe
3aTBEPKEHOr0 BUPOGHUKA
NABOPATOPIOC IEOH ®APMA
C.A., IcnaHisi. 3miHu | TMny - 3miHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/TbHUL
BMPOOHULTBA /17 YacTUHU abo
BCbOr0 BMPOBHMYOrO npoLecy
roTOBOrO JliKapCbKoro 3acoby
(4inbHUUA 0N BTOPUHHOTO
nakyBaHHs) - BBE,€HHS A0AATKOBOT
BMPOGHUWYOT AinbHui MN3 ATAIC
PAPMA, C.J1., IcnaHis, wo
BiAANOBIAA€ 3a BTOPUHHE NaKyBaHHS.
3a3HaveHHs oyHKUil BXe
3aTBEPKEHOr0 BUPOBGHUKA
NABOPATOPIOC IEOH ®APMA
C.A., IcnaHisi. 3miHu | TMny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI 0AATKOBOI Ai/IbHUL




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMPOGHMLTBA 4718 YacTUHU abo
BCbOro BUPOBHNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHUUS 4N BTOPUHHOTO
nakyBaHHS) - BBEEHHSA 40AATKOBOT
BMPOGHMYOI AinbHULi TN3
MAHAHTIANB IHTETPA, C.11.Y.,
IcnaHis, LWo Bignosigae 3a BTOPUHHE
nakyBaHHS. 3a3HayeHHs DYHKLNA
BXe 3aTBEPPKEHOro BUPOGHMKa
NABOPATOPIOC NNEOH ®APMA
C.A., IcnaHis.
153. | MPOr'MHOPM | progestero | nporect | GO3D | kancynu m'siki no 3AT Jintoscb NOBHWIA LKA Icnanis BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/15254/01/01
FECTA ne epoH AO4 200 wmr; no 15 «Papmnira» Ka BMPOGHMLTBA! marepianis: 3MiHu | TUny - 3MiHu 3 peyenmom
Kancyn M'sakux y Pecnybn | NABOPATOPIOC AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
6nictepi; no 2 ika, NNEOH ®APMA 3MiHN Yy BUPOGHMUTBI. 3MiHa
6nictepn y nauui C.A., IcnaHist; iMnopTepa/3miHu, Lo CTOCYTbCSA
KOHTPO/Ib AKOCTI: BWMNYCKY Cepii Ta KOHTPOSIH0 SKOCTI
Xewmo IHgjsa roTOBOrO JliKapCbKoro 3acoby
dopmioneiiLH (3amiHa abo fofaBaHHS OiNbHULI, Ha
MpaliseT NimiTeq, AKili 3giliCHI0ETbCS
IHAjs; KOHTPO/b/BMNPOBYBaHHSA cepil) -
BTOPUHHE BBE/IEHHS1 40/ aTKOBOI BUPOBHUYOT
nakyBaHHs: AinbHuui M3 Xemo IHgis
ATAIC DAPMA, dopmioneiiwH MNpaiiseT fliviTesa,
C.J1., IcnaHis; IHAis, Wo BiAanoBiAae 3a KOHTPO/Ib
BTOPVHHE AKOCTI. 3a3HaYeHHs (OYHKLI BXe
nakyBaHHS: 3aTBEPKEHOr0 BUPOBGHUKA
MAHAHTIANb NABOPATOPIOC NNEOH ®APMA
IHTEIPA, C.A., IcnaHis. 3miHn | TUNY - 3MiHK 3
C.1.Y.,IcnaHis AKOCTI. [0TOBWIA Nikapcbknii 3aci6.

3MiHU y BUPOGHMLTBI. 3amiHa abo
BBE/leHHS A0AATKOBOT AifIbHULL
BMPOGHMLITBA A/151 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO NikapCcbKoro 3acoby
(@inbHUUSA ANS BTOPMHHOTO
nakyBaHHS) - BBeEHHSA 40AATKOBOT
BMPOGHUMYOI AinbHuLi N3 ATAIC
DAPMA, C.J1., IcnaHis, wo
BiNOBiAAE 3a BTOPUHHE NaKyBaHHS.
3a3HaueHHs hyHKLil BXe
3aTBEPAKEHOIO BUPOBGHUKA




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

NABOPATOPIOC JIEOH ®APMA
C.A., IcnaHis. 3miHn | TUnYy - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUpOobHMUTBI. 3amiHa abo
BBE€HHA A04aTKOBOI AiNIbHULL
BMPOGHULITBA A/151 YACTUHWN a60
BCbOr0 BMPOBHMYOrO npouecy
rOTOBOrO JlikapcbKoro 3acoby
(AiNbHULA ANA BTOPUHHOTO
nakyBaHHs) - BBE,E€HHS 404ATKOBOT
BMPOGHMYOT AinbHuLi TN3
MAHAHTIANb IHTEFPA, C.N1.Y.,
IcnaHisi, LWo BignoBigae 3a BTOPUHHE
nakyBaHHs. 3a3HayeHHs OyHKLUl
BXE 3aTBEPHKEHOr0 BUPOOHMKA
NABOPATOPIOC JIEOH ®APMA
C.A,, IcnaHisi.

154.

NMPOrMHOPM
OoBO

progestero
ne

nporect
€poH

GO03D
AO4

Kancynm m’siki no
100 wr; no 15
Kancyn mM’akmx y
6nicTepi; no 2
6nictepu y nauuj

3AT
«dapmnira»

JlnToBcb
Ka
Pecny6n
iKa

MOBHUIA LMK
BVMPOGHMLTBA:
JNTABOPATOPIOC
NNEOH ®APMA
C.A., IcnaHis;

KOHTPO/Ib AKOCTI:
Xemo IHgjs
dopmioneiiLH
MpaiiseT fimiTes,
IHais;
BTOPVHHE
nakyBaHHS:
ATAIC DAPMA,
C.J1., IcnaHis;

BTOPUHHE
nakyBaHHs:
MAHAHTIA/Tb
IHTEIPA, C.J1Y.,
IcnaHis

Icnanis/
IHais

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCH
BUMYCKY Cepii Ta KOHTPOO SKOCTI
roTOBOrO NikapCcbKoro 3acoby
(3amiHa abo gogaBaHHS OiNbHULI, Ha
AKili 34iiCHI0ETLCA
KOHTPO/b/BMNPOBYBaHHA cepil) -
BBE/lEHHS 40AaTKOBOI BUPOOHUYOI
AinbHuui N3 Xemo IHais
dopwmioneiiwH MpaiiseT fNimiTes,
IHAiA, Wo BignoOBiAaE 3a KOHTPO/b
SIKOCTi. 3a3HauYeHHs OYHKLUI BXe
3aTBEPKEHOIO BUPOGHMKA
NNABOPATOPIOC JIEOH ®APMA
C.A., IcnaHis. 3miHn | TUnY - 3MiHK 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS [0AAaTKOBOI Ai/IbHUL
BMPOGHULITBA A4/15 YACTUHN a60
BCbOr0 BUPOOHNYOro npouecy
roTOBOrO /liKapCbKOro 3acoby
(AinbHUUA ANA BTOPUHHOTO
nakyBaHHS) - BBEJeHHS 40AaTKOBOT

3a
peyernmom

UA/15255/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOGHUYOT AinbHuLi MN13
MAHAHTIANb IHTEFPA, C.J1.Y.,
Icnanis, LWo Bignosigae 3a BTOPUHHE
nakyBaHHs. 3a3HauYeHHs1 OYHKLiR
BXE 3aTBEPKEHOro BUPOOHMKA
NNTABOPATOPIOC IEOH ®APMA
C.A., IcnaHis. 3miHn | TMNy - 3MiHKM 3
SKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHK y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4OAATKOBOI Ai/TbHUL
BMPOGHMLITBA A/151 YaCTUHU a60
BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(4inbHUUA 4N BTOPUHHOTO
nakyBaHHS) - BBEEHHS A0AATKOBOT
BMPOGHMYOT ainbHuui M3 ATAIC
DAPMA, C.J1., IcnaHis, wo
BiiNOBiAAE 3a BTOPUHHE NaKyBaHHS.
3asHaueHHs1 hyHKL, BXe
3aTBEPIXEHOr0 BUPOOHUKA
NNTABOPATOPIOC JIEOH ®APMA
C.A., IcnaHis.

155.

NMPOr’MHOPM
OoBO

progestero
ne

nporecTt
€poH

GO03D
A04

Kancysm m'ski no
200 wr; no 15
Kancyn m’'akux y
6nictepi; no 2
6nictepu y nauui

3AT
«Papmnira»

JinToBCb
Ka
Pecny6n
ika

NOBHWIA LKA
BMPOGHMLTBA:
NNABOPATOPIOC
NNIEOH ®APMA
C.A., IcnaHis

KOHTPO/1b SAKOCTI:

Icnanis/
IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJO SKOCTI
roTOBOrO /liKapCbKOro 3acoby

Xemo IHgjs (3amiHa abo fofaBaHHA OiNbHULL, Ha
dopmioneiiLH AKili 30iCHIOETBCA
MpaiiBeT JimiTeq, KOHTPO/Ib/BMNPOOYBaHHSA cepil) -
IHAisA BBE/leHHS 40aTKOBOI BUPOOHNYOI
AinbHuui N3 Xemo IHais
BTOPUHHE dopmioneiiwH MNpaiiseT flimiTes,
nakyBaHHs: IHAiA, Wo BignosiAae 3a KOHTPO/b
ATAIC DAPMA, AKOCTI. 3a3HauYeHHs OYHKLIl BXe
C.J1., IcnaHis 3aTBEPKEHOr0 BUPOGHMKA
NABOPATOPIOC IEOH ®APMA
BTOPUHHE C.A., IcnaHisi. 3miHu | TMny - 3miHn 3
nakyBaHHs: sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
MAHAHTIANb 3MiHu y BUPO6HMLTBI. 3amiHa abo
IHTEIPA, CJY., BBEJEHHSI 0AATKOBOI Ai/IbHUL

3a
peyenmom

UA/15255/01/02




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Icnanis

BMPOGHMLTBA 4718 YacTUHU abo
BCbOr0 BMPOGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby

(AiNbHUUS 4N BTOPUHHOTO
nakyBaHHs) - BBE,€HHSI A0AATKOBOT
BMPOGHMYOI AinbHULi TN3
MAHAHTIANb IHTETPA, C.N1Y.,
IcnaHis, LWo Bignosigae 3a BTOPUHHE
nakyBaHHS. 3a3HayeHHs DYHKLNA

BXXE 3aTBEPIKEHOr0 BUPOOHMKA

NABOPATOPIOC JIEOH ®APMA
C.A., IcnaHis. 3miHm | Tuny - 3miHn 3
AKOCTI. [O0TOBWMIA NNikapcbkunii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo

BBE/leHHS A0AAaTKOBOT AifIbHULL
BMPOGHMLTBA 4719 YacTUHU abo
BCbOrO BMPOGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby

(AiNbHUUS 4N BTOPUHHOTO
nakyBaHHs) - BBE,€HHSI A0AATKOBOT

BMPOGHUYOI AinbHULi N3 ATAIC

DAPMA, C.J1., IcnaHis, wo
BiANOBIAAE 3a BTOPUHHE NaKyBaHHS.
3asHayveHHs hyHKLIl BXe
3aTBEPKEHOrO BUPOGHMKA
NABOPATOPIOC JIEOH ®APMA
C.A,, IcnaHisi.

156.

PAMIMEA®

ramipril

paminpm
n

CO09A
AO05

TabneTtkn no 5 wr,
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI KopooLli

Megokemi
NimiTen

Kinp

BVMPOGHMLTBO 3a
MOBHUM LK/IOM:
AkTasic NTA,
ManbTa,

BMPOGHMLTBO
Hepo3dacoBaHoOro
npoaykty,
KOHTPO/Ib AKOCTI,
[03BiN Ha BUNYCK
cepii:
Mepokemi Nlimitepq,
Kinp;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:

ManbTta/
Kinp

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
AZMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3anBHUKa (BlacHuKa
peeCTpaL,iiHOro NOCBIAYEHHS).
3MiHa Ha3BM Ta afpecy 3asBHVKa
(BnacHvka peecTpaujiiHoro
nocBifYeHHs). 3asBHUK Ta ioro
MiCLIe3HaXOPKEHHS 3a/IMLIAI0TLCS
6e3 3MiH.

3a
peyenmom

UA/10153/01/02




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
Megokemi NT/,
(3aBog AZ), Kinp
157. | PAMIMEA® ramipril paminpn | CO9A Tabnetkun no 10 Megokemi Kinp BVMPOGHMLTBO 3a ManbTa/ BHECEHHS 3MiH [JO peecTpaLifiHnx 3a UA/10153/01/03
n A05 mr; no 10 Nimiten MOBHUM LMK/IOM: Kinp Marepianis: 3miHu | Tuny - peyenmom
TabneToky AkTasic NTA, AAMIHICTpaTBHI 3MiHW. 3MiHa
6nictepi; no 3 ManbTa,; HaliMeHyBaHHsi Ta/abo agpecu
6nictepu B 3asBHMKa (BNacHvka
KapTOHHI KopooLli BMPOGHMLTBO peecTpaLiiHOro NoCBiAYEHHS).
Hepo3cacosaHoro 3MiHa Ha3BK Ta agpecu 3asBHVKa
npoayKTy, (BnacHvka peecTpaujiiiHoro
KOHTPO/Ib SIKOCTI, nocBifueHHs). 3asBHUK Ta iioro
[03BiNT Ha BUMYCK MiCLie3HaXOMKEHHS 3aMLLa0TLCA
cepii: 6e3 3MiH.
Megokemi Nimiten,
Kinp;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Megokemi NT/,
(3aBog AZ), Kinp
158. | PAHITUOVH ranitidine paHiTng | A02B TabneTku, BKpUTI TOBAPUCT | YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/3676/01/01
VH A02 NNiBKOBOIO BO 3 BUPOGHMLTBA, martepianis: 3MiHu | TUny - 3MiHu 3 peyenmom
060/10HKOI0, NO OBMEXXEH KOHTPO/Ib AKOCTI, AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
150 mr, no 10 (e]0] BUMYCK Cepii: 3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy
Tabnetoky BIANOBIOA TOBAPUCTBO 3 cepil (BKIOYaOUM dianasoH po3mipy
6nicTepi; no 1 abo NIbHICTHO OBMEXXEHOIO cepii) roToBOro nikapcbKoro 3acoby
2 6nictepu B «KOPTIOPA BIAMOBIAANBHI (36inbleHHs Ao 10 pasiB NOpPIBHAHO
KapTOHHil LA CTHO i3 3aTBEPIKEHUM PO3MIPOM)
Kopoo6Li; «30POB’'A «KOPIMOPALIA BBEEHHSA JOAATKOBOrO po3mipy
no 20 TabneTok y » «30POB'A», cepii N3 pns ynakoskn Ne 10
6nictepi; no 1 YKkpaiHa; Bci cTagji (10x1) a6o Ne 20 (20x1) BupoGHMKa
6nictepy B BUPOGHMLTBA, ToBapnCTBO 3 0OMEXEHOI0
KapTOHHI Kopo6Lyi KOHTPO/Ib AKOCTI, BignoBiganbHicTio "®PAPMEKC
BMNYCK cepil: 'PYM", a came 545,000 Tuc.
ToBapucTso 3 TabneTtok, abo 54,500 Tuc. yn. Ne 10
obmexeHoo (10x1) abo 27,250 Tuc. yn. Ne 20
BiANOBIAA/ILHICTIO (20x1) (185,30 «r).
"®APMEKC
PYI", YkpaiHa
159. | PEATINA cariprazin kapunpa | NO5A TabneTtku, Lo BAT Yropwm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/17545/02/03
e 3UH (Y X15 AucnepryoTbea B "l'epeoH Ha PixTep" Ha marepianis: 3miHn N3 (MIBM), wo peyenmowm | nionse
BUrNA4i pOTOBIA PixTep" noTpebyloTb HOBOI peecTpadii ae




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
Kapunpa NOPOXHMWHI, Mo 4,5 (3rigHo Hakaly MO3 Big 23.07.2015
3UHY Mr; No 7 TabneTok, Ne 460). 3MiHu cunu Aji, nikapcbkoi
rifLpoxno Lo dhopmMm Ta cnocoby 3acTOCyBaHHS:
puay) ONCMEepryTbes B 3MiHa abo AoAaBaHHs HOBOI
pOTOBIA nikapcbkoi hopMm (3apeecTpoBaHo
NMOPOXHWHI, Y PEATI/1A kancynu TBepgi no 1,5 mr;
6nicTepi; no 4 PEATI/1A kancynv TBepgi no 3 mr;
6nictepu B PEATINA kancynv TBepgi no 4,5 wr;
KapTOHHiiA PEATINA kancynu teepgi no 6 mr).
ynakoBLj
Pestome nnaHy ynpasniHHA
pu3snkamu, Bepcis 5.0, gogaeTbes.
MepioAnyHICTb MOAAHHS PErYASIPHO
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku,
BifNOBIAHO 0 MOpPsAAKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHn 29
ciyHa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rif4HO 3i CTpOKaMmM,
3a3HavyeHVMn y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3eiTie 3
6e3neku.
160. | PEATINA cariprazin kapunpa | NO5A TabneTku, Wo BAT Yropm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpavlinHmx 3a He UA/17545/02/04
e 3UH (Y X15 AucnepryoTLea B "l'epeoH Ha PixTep" Ha marepianis: 3miHn 13 (MIBMN), wo peyenmowm | nionse
BUTNAAI pOTOBIA PixTep" noTpebyloTb HOBOI peecTpauii ae
Kapunpa NOPOXHWHI, Mo 6 (3rigHo Haka3y MO3 Big, 23.07.2015
3UHY MTr; M0 7 TabneTok, Ne 460). 3MiHu cunu Aji, nikapcbkoi
rigpoxso o chopmu Ta cnocoby 3acTOCyBaHHS:
pvay) AncnepryoTbes B 3MmiHa abo fodaBaHHA HOBOI

poOTOBIA
NMOPOXHWHI, Y
6nictepi; no 4
6nictepu B
KapTOHHii
ynakoBL;i

nikapcbkoi hopMm (3apeecTpoBaHo
PEATI/1A kancynu TBepgi no 1,5 mr;
PEATI/1A kancynu Teepgi no 3 mr;
PEATI/1A kancynu TBepgi no 4,5 mr;
PEATINIA kancynu TBepgi no 6 mr).

Pestome nnaHy ynpasniHHA
pu3nkamu, Bepcis 5.0, fofaeTbes.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MepioAnyHICTb MOAAHHS PErYASiPHO
OHOBJ/IOBAHOrO 3BITY 3 6e3neku,
BifNOBIAHO 0 MOPSAAKY 34iACHEHHS
dhapmakoHarnsgy, 3aTsepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3710pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHn 29
ciyHa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa
OXOPOHU 30POB'sA YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKaMu,
3a3HavyeHVMu y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
161. | PEATINA cariprazin kapunpa | NO5A TabneTku, Wo BAT Yropwm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpavlinHmx 3a He UA/17545/02/02
e 3UH (Y X15 AucnepryoTLea B "l'epeoH Ha PixTep" Ha marepianis: 3miHn 13 (MIBMN), wo peyenmowm | nionse
BUTNAAI pOTOBIA PixTep" noTpebyloTb HOBOI peecTpauii ae
Kapunpa NOPOXHWHI, No 3 (3rigHo Haka3y MO3 Big, 23.07.2015
3UHY MTr; M0 7 TabneTok, Ne 460). 3MiHu cunu Aji, nikapcbkoi
rigpoxso o chopmu Ta cnocoby 3acTOCyBaHHS:
pray) AncnepryoTbes B 3MmiHa abo fodaBaHHA HOBOI

poTOBIA
NMOPOXHWHI, Y
6nictepi; no 4
6nictepu B
KapTOHHif
ynakoBL;i

nikapcbkoi hopMm (3apeecTpoBaHo
PEATI/1A kancynu TBepgi no 1,5 mr;
PEATI/1A kancynu TBepgi no 3 mr;
PEATI/1A kancynu TBepgi no 4,5 mr;
PEATINA kancynu TBepgi no 6 mr).

Pestome nnaHy ynpasniHHA
pu3nkamu, Bepcisa 5.0, fofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo

OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro

Haka3oM MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
CTaHOBWTb: 3rif4HO 3i CTpOKaMu,
3a3HavyeHVMu y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
162. | PEATINA cariprazin kapunpa | NO5A TabneTku, Wo BAT Yropm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/17545/02/01
e 3UH (Y X15 AucnepryoTLea B "l'epeoH Ha PixTep" Ha marepianis: 3miHn 13 (MIBMN), wo peyenmowm | nionse
BUTNAAI pOTOBIA PixTep" noTpebyloTb HOBOI peecTpauii ae
Kapunpa NOPOXHMWHI, no 1,5 (3rigHo Haka3y MO3 Big 23.07.2015
3UHY MTr; M0 7 TabneTok, Ne 460). 3MiHn cunu gji, nikapcbkoi
rigpoxso o chopmu Ta cnocoby 3acTOCyBaHHS:
pray) Ancnepryotbes B 3MmiHa abo foAaBaHHA HOBOI
pOTOBIi nikapcbkoi hopmMm (3apeecTpoBaHo
NMOPOXHWHI, Y PEATI/1A kancynu TBepgi no 1,5 mr;
6nictepi; no 4 PEAT /1A kancynu TBepgi no 3 mr;
6nictepu B PEATI/1A kancynu TBepgi no 4,5 mr;
KapTOHHif PEATINA kancynu TBepgi no 6 mr).
ynakoBL;i
Pestome nnaHy ynpasniHHA
pu3nkamu, Bepcisa 5.0, fofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHMU y NepioanYHOCTI
NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
163. | PEKOPMOH® | erythropoi | enoetvH | BO3X pO34nH Ans TOB «Pou YkpaiHa Brpo6HMLTBO Himeuun BHECEHHS 3MiH 1O peecTpaLiiHmnX 3a UA/5146/01/02
etin 6eTa A01 iH’exuii no 2000 YkpaiHa» Hepo3dacoBaHoi Ha/ Marepianis: 3miHu | Tuny - peyenmom
MO/0,3 mn; no 3 npoaykuii, LBeiiua | AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
nonepegHL0 BTOPUHHE pis BMPOGHWYOT AinbHNL (BKIHOYAKOUM
HanNoBHEHMX nakyBaHHs, AinbHuui ana A®l, npomikHOro
wnpuumn no 2000 BUNPOBYBaHHSA NpoAYyKTY abo roTOBOro NiKapcbkoro
MO/0,3 mn pa3om KOHTPOJIO AKOCTI, 3acoby, AinbHULi AN NpoBEAEHHS
3 3 rofikamu Ans BUNYCK cepii: nakyBaHHS, BUPOBOHMKA,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

iH'ekuin 27G1/2 Pow fiarHocTuke Bi4MNOBiAa/IbHOIO 3a BUMYCK CEpIiA,

(ronka nomiweHa y M6X, HimeuunHa; MicLLe MpoBefEeHHSA KOHTPOSIIO cepii)

nnacTukoBy Brpo6HuLTBO abo noctavasibHuKa BUXiAHOrO

yNakoBKy) B Hepo3chacoBaHoi marepiany, peareHty abo

KOHTYPHiIli npoaykuii, O0NOMDKHOT PEYOBMHU (SIKLLLO

YapyHKOBIi BMNPOBYBaHHSA 3a3HavYeHo y f0cbe) BunyyeHHs

ynakoBLji, Wo KOHTPOJTHO SIKOCTI: BMPOOHMYUMX AiTbHMLE: BeTTep

cknafaetbcs 3 3 & . XodhdpmaHH-/15 dapma-depturyHr F'méX i Ko KI

oKpemMux Pouw Jltg, (WroTueHwTpacce 87 i 99-101,

NNacTMKOBUX LLIseliyapis PaBeHc6ypr, bageH-Bioptembepr,

KOHTeliHepiB (1 88212, HimeuyurHa) BignoBigasbHOT

nonepegHL0 3a BUPOBHULTBO Hepo3sgacoBaHoi

HanNoBHEHWI npoayKuii Ta BUNpobyBaHHS

wnpuy, Ta 1 ronka KOHTPO/I0 iKOCTi /13 Ta AinbHuLj

B OHOMY Bettep dapma-depturyHr FrméX i Ko

naacTMKOBOMY KI" (AizeHb6aHWwTpacce 2-4,

KOHTeliHepi); no 2 NaxrenapreH, bageH-Broptembepr,

KOHTYPHi 88085, HimewunHa) BignosigansHoOT

YapyHKOBI 3a BMNPOOYBaHHSA KOHTPOJIHO SIKOCTI

ynakoBku (6 'N3. BUpo6HUYi AinbHWL WO

nonepegHL0 3a/IMLLAITHCA BUKOHYHOTb Ti X

HanNoBHEHMX QOYHKLT LLLO 1 BUYYEHI.

wnpuuis Ta 6

rOJI0K) Y KapTOHHiiA

Kopobui
164. | PECMNNKC® ambroxol ambpokc | RO5C po34uH opanbHuiA, | OPTAHOCU OAE Al Ti Ci ITanis BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 UA/12305/01/01

CNPEN ony BO6 10 mr/0,2 mn; no H MPOJAKLLUH marepianis: 3miHu | Tuny - 3miHn peyenma
rigpoxso 13 M po3unHy y NIAVGCAEH C.P.N. Loao 6e3nekn/edeKTMBHOCTI Ta
png donakoHi 3 Cn3 (E® hapmakoHarnsgy. BeegeHHs abo

[03ylo4nm 3ETI) 3MiHW [0 y3arasibHEHUX JaHuX npo

npucTpoeMm; no 1 cuctemy dhapmakoHarnagy

chnakoHy B (BBEAEHHSA y3araslbHEHNX AaHNX NPO

KapTOHHi Kopobuyi

cuctemy thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHuka gns
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
KOHTaKTHUX A@HWX YNOBHOBaXKEHOI
0cobw, BigNoBiAa/IbHOI 3a
chapmakoHarnsag,. Bunyuerns
iHcbopMmalii LLOA0 KOHTaKTHOT 0co6u
3as1BHMKA, BignoBigasIbHOI 3a
3[ificHeHHSs1 hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy
165. | PMHOCTON xylometaz | kcunome | RO1A cnpeii HasaslbHUiA, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpavLiinHmx 6e3 nionsse | UA/20110/01/01
oline TasoniHy | A07 [030BaHwii 1,0 YKparHCbKO- YKparHCbKO- marepianis: 3miHu | Tuny - peyenma ae
rigpoxso mr/mn, o 8 mn icnaHcbke icnaHcbke AZMiHICTpaTMBHI 3MiHW. 3MiHa
pva a6o 10 mn, abo 12 | nignpremcTs nignpreMcTBo HaliMeHyBaHHA Ta/abo agpecy micus
My 0 «Cnepko «Cnepko YkpaiHa» NPOBaPKEHHS AiANbHOCTI
nonieTuieHoBoMy YkpaiHa» NOBHWIA LKA BVPOGHMKa/imnopTepa rotoBoro

KOHTEliHepi 3
HacocoMm i3
posnunoBayem y
nauui 3 KapToHy

BMPOGHMLTBA,
BUMYCK Cepii;
KOHTPO/1b SIKOCTI

nikapcbKoro 3acoby, BK/IHOHa0um
AinbHULI BUNYCKY cepii abo micue
NpoBeAeHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SKy BignoBigae
BMPOGHMK/IMNOPTEpP, BKOYAUN
BWMYCK cepiin). 3miHa agpecu Micua
npoBapkeHHs BUPOo6HMKa 13
CninbHe yKpaiHCbKO-icnaHcbke
nianprvemcTso "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B’A3KY 3 BiJOKPEMIEHHAM
BMPOGHMYOro KOpMycy Bif pewTu
6yaiBens 3 4ofaHHSAM A0AaTKOBOT
nitepu, To6T0 6€3 TEPUTOPIANILHOTO
nepemilieHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-
piuus, 25) Ha (21027, YkpaiHa, M.
BiHHWUgA, Byn. 600-pivus, 25-1).
Bupo6bHuya ainbH1us Ta BCi
BMPOGHMUI onepauii 3amwarTbes
He3MiHHUMU. 3MiHN BHECEHI B
IHCTPYKLiO ANA MegU4HOro
3acTocyBaHHS fikapcbKoro 3acoby y
po3gain «Micue3HaxomKeHHst




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMPOGHMKA Ta agpeca micus
NPOBaMKEHHSA NOro AiANBHOCTI» 3
BiANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK NikapCbKoro
3aco6y. TepmiH BBEleHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPMKEHHS.
166. | PILUHOBA castor oil onis AOBA 0is opanibHa no MPAT YkpaiHa | BignosiganbHWii 3a | YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/9198/01/01
onA puumHos | BO5 30ra6ono100r "®ITOPAPM BVMPOGHMLTBO, marepianis: 3miHu | Tuny - 3miHu 3 peyenma
a y donakoHax " nepBuHHE AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
nakyBaHHs, CrabifnbHicTb. 3MiHa y TepMiHax
KOHTPO/1b AKOCTI npugaTHocTi abo ymosax 36epiraHHs
Ta BUNycK cepii: roTOBOrO JliKapcbkoro 3acoby (3miHa
MPAT y 3aTBEpKEHOMY MPOTOKO/I
«PITOPAPM», ctabinbHocTi). 3MiHa y
YKpaiHa, 3aTBEPAKEHOMY NPOTOKOSI
BiANOBIgabHUI 3a cTabinbHocTi MN3, woao
BVMPOGHMLTBO, nepioAnNYHOCTI 34iiCHEHHS
nepBuHHe KOHTPOJII0 NOKa3HWKiB, a came:
nakyBaHHs Ta NOKa3HUKMN "PO34YMHHICTL",
KOHTPO/b AKOCTI: "laeHTucpikauia”, "CTopoHHi onii",
TOB "®apma "l'yctnHa", "ONTUYHe obepTaHH:A",
Yepkac", YkpaiHa; "Toka3HWK 3a10MNeHHs", "Maca
BiiNOBigabHWIA 32 BMICTY yNakoBKW" NPOMNOHYETLCA
BUMYCK cepii, He KOHTPO/IOBATM NPU BUMYCKY Ta
BKJ/IHOYa0UN HanpWKiHLi TepMiHY NPUAATHOCTI;
KOHTPO/b/BUNPO6Y nokasHuk "Mikpob6ionoriyHa ymctoTa"
BaHHSA cepii: MPAT NPOMOHYETLCA KOHTPO/IOBATH MpU
"PITOPAPM", BUNYCKY, Yepes 3 Micauj, yepes 12
Ykpaina MicALIB NiCNA BUNYCKY Ta HanpuKiHL,i
TEepPMiHY MPUAATHOCTI.
167. | PIEKO Relugolix, penyroni | HO1C TabneTkn, BKPUTI BAT Yropwm BUPOBHULTBO KaHapa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20261/01/01
estradiol KC, C54 NAiBKOBOO "lepeoH Ha Hepo3chacosaHoro | YropLum marepianis: 3miHu | TMny - 3MiHn peyenmom
and ecTpagio o60soHKot, 40 PixTep" npoayKTy, Ha Loao 6e3nekn/edeKTMBHOCTI Ta
norethister | n(y mr/1 mr/0,5 mr, no KOHTPO/1b SAKOCTI: thapmakoHarnagy. BeegeHHs abo
one BUTNAAI 28 TabneTtok y MaTeoH IHK., 3MiHW [0 y3arasibHeHUX JaHuX npo
ecTpagio h1akoHi 3 KaHnaga; nepBuHHe cuctemy chapmakoHarnsay
ny nonieTuneHy nakyBaHHs, (BBEAEHHSA y3arasibHEHNX AaHNX NPO
remirigp BWCOKOI LL{ifIbHOCTI BTOPUHHE cucTemy thapmakoHarnsgy, 3miHa
aty) Ta 3 nakyBaHHS, YMNOBHOBaXeHOT 0cobm,
HopeTuc BOJIOrONorvMHave KOHTPO/b SIKOCTI, BiANOBIAA/IbHOT 3a 34iICHEHHS
TEepPoHy M, 3aKpUTOMY BUNycK cepii: BAT thapmakoHarnsgy; KOHTakTHOT ocobu
auetart iHAYKUiHOK "efeoH PixTep", 3 hapmakoHarnsay 3asiBHvKa ass




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
repMeT1YHO YropwmHa 3[iiCHEHHS (hapMakoHarnisgy B
KPULLIKOKO 3 YKpaiHi, KW BoHa BiAMIHHA Bif
noninponineHy i3 YNOBHOBaXEHOT 0CO6MU,
3aXUCTOM Bif BignoBiga/IbHOI 3a 34iACHEHHSI
BIAKPUTTA AITbMU; hapmakoHarnagy (Bkiovaroum
no 1 a6o 3 KOHTaKTHI AaHi) Ta/abo 3MiHn y
donakoHm y PO3MilLEHHI MacTep-haiina cuctemm
KapTOHHI KopooLli thapmakoHarnagy) 3miHa
YMNOBHOBaXEHOI 0CO6U 3a8BHMKA,
BiANOBiIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekell. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOI 0CO6V 3asBHMKA,
BiAANOBIAa/bHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT
0co6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLLe3Hax0MKEHHS MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
168. | PINENTNA® risperidon pucnepu | NO5A TabneTku, BKPUTI 3AT Yropm 3AT Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/4044/01/01
e [OH X08 060/10HKOI, MO 1 PapmaLesT Ha dapmaveBTUYHNI Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
mr, no 10 NYHUIA 3aBOS 3aBog ElIC Loao 6e3nekn/edeKTMBHOCTI Ta
TabneToky ErC thapmakoHarnagy (iHwWi 3MiHK) -
6nictepi, no 1 abo YropuwuHa 3MiHN BHECEHO [0 IHCTPYKUIT Ans

2, abo 6 bnictepis
Y KapTOHHil
Kopoo6ULi

MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peakuii" LWoA0 BAXANBOCTI
3BiTyBaHHSA NPO NOGiYHI peakw;i.
BBefeHHs 3MiH NPOTATroM 6-Tu
MicsLiB NiCNA 3aTBEPKEHHSA. 3MiHN
| TYny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeANYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHnx/6ionodibHNxX
NiKapCbKNX 3aC06iB NiCNs1 BHECEHHS
TiET camoi 3MiHN Ha pedhepeHTHNI
npenapar (3MiHa He NnoTpebye




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HaJaHHS XXOAHVX HOBUX AOAATKOBUX
[aHux) - 3MiHY BHECeHo A0
IHCTPYKLT ANs MeguyHoro
3aCTOCYBaHHS JlikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHs",
"B3aemogist 3 iHWMMMN NiKapCbKUMn
3aco6amMu Ta iHLWi BUAW B3aEMogji”,
"Oco61BOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y Nepiog BariTHOCTI
abo rogyBaHHs rpyaato”, "3aaTtHicTb
BNMBATY Ha LUBWUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNOPTOM abo
iHLWKUMK MexaHi3smamun®, "Cnocib
3acTocyBaHHA Ta [o3sun",
"Mepeno3yBaHHs", "Mo6iuHI peakyji"
3rigHO 3 iHhopmauieto Wwoao
Me/MNYHOro 3aCTOCyBaHHS
pecthepeHTHOrO /ikapCbKoro 3acoby
(Risperdal). BBegeHHA 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) -
3MiHV BHECEHO A0 iHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3aimn
"MokasaHHs", "B3aemogist 3 iHWnMmn
nikapcbkUMK 3acobamu Ta iHLWi B1uam
B3aemogijit”, "OcobnmBocCTi
3aCToCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs
rpyaar”, "3aartHicTe BANBATA HA
LUBUAKICTb peakLii mpu kepyBaHHi
aBTOTpaHCNOPTOM a6o iHLMMKY
MexaHizmamun", "Cnoci6
3acTocyBaHHs Ta gos3n", "ditn",
"Mepepo3yBaHHs", "No6iuHI peakyii”
LLIOAO pefaryBaHHsA TEKCTY po3ginis
iHCTPYKLi. BBEAEHHS 3MiH MPOTATrOM
6-TU MicAUIB NiCNA 3aTBEPKEHHS.
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NliKAPCbKMit 3aci6.




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

CT1abinbHICTb. 3MiHa y TepMiHax
npyAATHOCTI @60 ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(3MEeHLLEHHS TepMiHY NpUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM - 3MEHLLEHHSA
TepmiHy npugatHocTi [N13. Litoua
pefakuis: TepmiH npugaTHocTi. 5
pokis. MNponoHoBaHa peAakuis:
TepMiH NpuaaTHocTi. 3 poku. 3MiHK
BHECEeHO 10 iHCTPYKUiT ANns
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
"TepmiH npngartHocTi".

169.

PINENTNA®

risperidon
e

pucnepu
[IOH

NO5A
X08

TabneTkn, BKPUTI
060/10HKOI0, MO 2
mr, no 10
Tabnetoky
6nictepi, no 1 abo
2, abo 6 bnicTepis
Y KapTOHHii
Kopoo6Li

3AT
PapmaLreBT
WYHWIA 3aBOJ

EFIC,

YropLum
Ha

3AT
dapmaLeBTUYHNIA
3aBof ElC

YropLum
Ha

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
3MiHU BHECEHO [0 IHCTPYKUIT Ans

MeJUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iyHi peakui” LWOA0 BAXINBOCTI
3BiTyBaHHS NPO NOGiYHI peakwji.
BBefieHHs 3MiH NpoTArom 6-Tn
MicSLIB MiC/1A 3aTBEPKEHHS. 3MiHM
| TMny - 3mMiHn Wwoao
6e3nekn/eheKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKii
XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3acTOCYBaHHS
reHepPUYHUX/TIbpUaHNX/GionoAibHNX
NiKapcbKnx 3acobiB Nic/isi BHECEHHS

TiEl camoi 3MiHV Ha pedhepeHTHWI

npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBMX
AaHuXx) - 3MiHM BHECEHO [0
IHCTPYKLiT ANna MefuYHOoro
3acTocyBaHHSA fikapcbKoro 3acoby y
po3ainu "dapmMakonoriyHi

BnactusocTi”, "lMpoTunokasaHHA",

"B3aemogjs 3 iHWMMK NliKapCbKumu
3acob6amMu Ta iHWi B1uAu B3aeMogiin”,

3a
peyenmom

UA/4044/01/02




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

"Oc06/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar", "3aartHicTb
BM/IMBATV Ha WWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo
IHLWIMMK MexaHismamun®, "Cnoci6
3acTocyBaHHs Ta [o3un",
"Mepepo3yBaHHs", "No6iuHI peakuji”
3ri4HO 3 iHthopMmallieto LWoao
MeJMYHOr0 3aCTOCYBaHHs
pethepeHTHOro nikapcbkoro 3acoby
(Risperdal). BBegeHHs 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHK) -
3MiHV BHECEHO [0 iHCTPYKUIiT Ans
Me/MNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3gim
"Moka3aHHA", "B3aeMogis 3 iHW1MK
nikapcbkUMmn 3acobamu Ta iHWi BUAm
B3aemogiit", "OcobnneocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHocTi abo rofyBaHHs
rpyaare”, "3aaTHicTb BNAMBaTK Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mexaHiamamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "fitn",
"Mepepo3yBaHHsa", "To6GIUHI peakuii"
LLIOA0 pefaryBaHHsA TeKCTy po3ginis
IHCTPYKLi. BBEAEHHSA 3MiH MPOTATrOM
6-TV MicALIB NIiCNA 3aTBEPLKEHHS.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby
(3MEHLLEHHS TepMiHY NpuaaTHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBOi YNakoBKW - 3MEHLLEHHSA
TepMiHy npugartHocTi IM13. fjtova
pefakuisi: TepmiH npnaaTHoCTI. 5




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
pokiB. MponoHoBaHa peaakLisi:
TepMiH npuaatHocTi. 3 poku. 3MiHK
BHECEHO [10 IHCTPYKLi A1
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"TepMiH NpuaaTHocTi".
170. | PNEOTNA® risperidon pucnepu | NO5SA TabneTku, BKpUTI 3AT Yropum 3AT Yropuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/4044/01/03
e [0H X08 060/10HKOM, N0 3 dapmaLeBT Ha dapmaLeBTUYHNMIA Ha mMartepianis: 3miHu | TUny - 3MiHn peyernmom
mr, no 10 WNYHWIA 3aBOf, 3aBop ErIC wofo 6esnekn/edekTMBHOCTI Ta
Tabnetoky EFIC hapmakoHarnsagy (iHwi 3miHn) -

6nictepi, no 1 abo
2, abo 6 bnicTepis
Y KapPTOHHIl
Kopoo6Li

3MiHV BHECEHO [0 IHCTPYKUIT Ans
MEJUYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3gin
"Mo6iyHI peakuii" WoA0 BaX/IMBOCTI
3BiTyBaHHA NPO NOGIYHI peakw;i.
BBegeHHs 3MiH npoTsArom 6-tv
MiCALB Nicnsa 3aTBepmpKeHHs. 3MiHU
| Tvny - 3miHK WwWoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkiii
XapakTtepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJUYHOr0 3aCTOCYBaHHS
reHepuyHnX/ribpngHnx/6ionodibHNxX
NiKapCbKNX 3ac06iB MiC1s BHECEHHS
TiEl camoi 3MiHV Ha pedhepeHTHWIA
npenapar (3miHa He noTpebye
HaflaHHS XXOAHWNX HOBUX A0AATKOBMX
[aHux) - 3MiHV BHECeHo A0
IHCTPYKLi ANs MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ainu "dapmakonoriyHi
BnactusocTi", "lMpoTmunokasaHHa",
"B3aemogjs 3 iHWMMW JliKapCbKuMun
3aco6amu Ta iHLWi BUAY B3aemogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHoCTI
abo rogyBaHHA rpyaar”, "3aaTHicTb
BNAVBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCnopToM abo
iHWYMK MexaHi3mamu”, "Cnoci6
3acTocyBaHHsA Ta oo3un",
"Mepego3yBaHHs", "Mo6iyHi peakuji"




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3rigHO 3 iHchopmauieto Wwoao
MeANYHOro 3aCTOCYBaHHS
pethepeHTHOrO fikapCbKoro 3acoby
(Risperdal). BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. SMiHM | TUny - 3MiHK
oo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
3MiHV BHECEHO A0 IHCTPYKLUIT Ans
MeJMYHOr0 3aCTOCYBaHHs
nikapcbkoro 3acoby y po3ginu
"MokaszaHHsa", "B3aemogis 3 iHWmmu
nNiKkapcbkumm 3acobamm Ta iHLWi BUAn
B3aemMogiii”, "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi ab0 rogyBaHHs
rpyaaro”, "3aaTtHicTb BNAMBaTu Ha
LWIBMAKICTL peakLii Npy kepyBaHHI
ABTOTPAHCMOPTOM ab0 iHLWMMK
MexaHizmamu'”, "Cnoci6
3acTocyBaHHs Ta gosn'”, "fitn",
"Mepeno3yBaHHs", "MobiuHI peakyji"
LLOJ0 peaaryBaHHs TEKCTY po3ginis
IHCTPYKLi. BBEAEHHSA 3MiH NPOTArom
6-TN MicAUIB NiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
CT1abinbHICTb. 3MiHa y TepMiHax
npVAATHOCTI @60 ymoBax 36epiraHHs
roTOBOr0 NikapcbKoro 3acoby
(3MEeHLLEHHS TepMiHY NpUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM - 3MEHLLEHHSA
TepmiHy npugatHocTi [N13. Litoua
pefakuis: TepmiH npugaTHocTi. 5
pokis. MNponoHoBaHa peAakuis:
TepMiH NpuaaTHocTi. 3 poku. 3MiHK
BHECEeHO 10 iHCTPYKUiT ANns
MeMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin
"TepmiH npugaTtHocTi".

171.

PINENTNA®

risperidon
e

pucnepu
[OH

NO5A
X08

TabneTtkn, BKPUTI
060/10HKO10, M0 4

3AT
dapmaueBT

YropLum
Ha

3AT
dapmaueBTNYHWIA

YropLum
Ha

BHECEHHS 3MiH 1O peecTpavLifiHnX
mMartepianis: 3miHu | Tuny - 3MiHn

3a
peyenmom

UA/4044/01/04




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
mr, no 10 NYHWIA 3aBOS 3aBog ElIC oo 6e3nekn/edyeKTMBHOCTI Ta
TabneToky ErcC thapmakoHarnagy (iHwi 3MiHK) -

6nictepi, no 1 abo
2, abo 6 6nicTepis
Y KapTOHHIl
Kopoo6Li

3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mo6iuHi peaku,ii" LWOA0 BAXANBOCTI
3BiTyBaHHA NP0 NOGIYHI peakuil.
BBefeHHA 3MiH MPOTATroM 6-Tu
MicsLiB NiCNA 3aTBEPKEHHSA. 3MiHN
| TMny - 3MiHKn WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHu y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHSA Ta IHCTPYKUIT Ansa
MeMNYHOro 3aCTOCyBaHHS
reHepuYHNX/TiBPUAHNX/6I0NoAIGHNX
NiKapCbKNX 3ac06iB NicNs BHECEHHS
TiET camoi 3MiHN Ha pedhepeHTHNI
npenapart (3miHa He noTpebye
HaZjaHHS XOAHNX HOBUX A0AATKOBMX
[AaHuXx) - 3MiHN BHECEHO [0
IHCTPYKLii An1s MeguyHoro
3aCTOCYBaHHSA NiKapCcbKoro 3acoby y
po3ginu "dapmMakonoriyHi
BnacTuBocTi", "MpoTmunokasaHHa",
"B3aemogis 3 iHWKUMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aeMopiii",
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "3aartHicTb
BM/IMBATV Ha WWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo
IHLWIMMK MexaHismamun®, "Cnoci6
3acTocyBaHHs Ta [o3un",
"Mepepo3yBaHHs", "Mo6iuHI peakyii”
3ri4HO 3 iHthopMmallieto LWoao
MeJMYHOro 3aCTOCYBaHHS
pethepeHTHOro nikapcbkoro 3acoby
(Risperdal). BBegeHHs 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHaragy (iHwi 3miHK) -




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHV BHECEHO A0 iHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3aimn
"MokasaHHs", "B3aemogist 3 iHWnMmn
nikapcbkUMK 3acobamu Ta iHLWi B1uam
B3aemogijit”, "OcobnmBocCTi
3aCToCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs
rpyaar”, "3aartHicTe BANBATH HA
LIBUAKICTb peakuii mpu kepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
MexaHizmamu', "Cnocié
3acTocyBaHHs Ta go3n”, "ditn",
"Mepepo3yBaHHs", "No6iuHI peakuji”
LLIOAO pefaryBaHHsA TEKCTY po3ginis
iHCTPYKLi. BBEAEHHS 3MiH MPOTATrOM
6-TU MicAUIB NiCNA 3aTBEPIKEHHS.
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NNikapcbkmit 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymosax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(3MeHLLEeHHA TepMiHY NpuaaTHOCTI
roTOBOrO JliKapcbkoro 3acoby) - Ans
TOProBOI YNakoBKW - 3MEHLUEHHSA
TepmiHy npugartHocTi [N13. ditoya
pepakuis: TepMiH npugartHocTi. 5
pokiB. MNponoHoBaHa peaakList:
TepMiH npuaatHocTi. 3 poku. 3MiHK
BHECEHO [10 IHCTPYKLi A1
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"TepMiH NpuaaTHocTi".

172.

PO3YBACTA
TVH
KANBLIIO

rosuvastati
n

po3yBac
TaTuH
KasibLito

MOPOLLIOK
(cybcTaHuis) y
nakeTax
NoABINHMX
nosieTUIeHOBNX
ans
chapmaveBTUUHOro
3aCcTOCYyBaHHs

TOB
«KYCYM»

YkpaiHa

MopeneH
Na6opartopis N1

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3miHu | TNy -
ALMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peeCTpaL,iiHOro NOCBIAYEHHS).
3mMiHa HaliMeHyBaHHS 3asBHMKa
(BnacHvka peecTpaujiiHoro
nocsigyeHHs), 6e3 3mMiHN PUINYHOT
ocobu

UA/14949/01/01




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

173.

CABIC

dienogest

nieHorec
T

GO03D
B08

TabneTkun no 2 mr;
no 14 tabnetok y
6nicTepi; no 2 abo
6 6nictepiB y
KapTOHHI Kopo6Lli

BAT
"lepeoH
PixTep"

Yropum
Ha

BAT "TepeoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHsi abo
3MiHM A0 y3arasiHEHUX JaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3arasibHEHNX AaHNX Npo
cuctemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34iACHEHHSI
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (hapMakoHarnagy 3asBHuka ons
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, Ko BoHa BiAMIHHA Bif
YNOBHOBaXeEHOT 0co6u,
BigNoBiga/IbHOI 3a 34jACHEHHST
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOI 0CO6U 3aBHMKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Jlacno
Cexein.
3MiHa KOHTaKTHUX faHnx
YMNOBHOBaXEHOI 0CO6U 3a8BHMKA,
BiANOBiIAA/IbHOI 32 hapmMakoHarnsg.
3MiHa KOHTaKTHMX OaHUX KOHTaKTHOT
ocobu 3asBHKKA, BiANOBIAA/ILHOI 3a
hapMakoHarniag B YKpaiHi.
3MiHa MicLe3HaxoMKeHHsA MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micust 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.

3a
peyerimom

UA/18485/01/01

174.

CAKCEHAA®

liraglutide

niparnyt
nag —
aHasor
J0ACHKO
ro
r/oKaro
Hornozi6
Horo

A10BJ
02

pO34uH Ans
iH'eKUin, 6 mr/m;
no3wmny
KapTpuKax,
BKNafEHUX y
nonepeaHL0
3anoBHeHy
6araTtof030By

A/T Hoso
Hopgick

NaHis

KomnnektyBaHHA,
MapKyBaHHA Ta
BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY.
Ceptudpikauis
cepii. A/T Hoeo

[Oanis/
Cnonyue
Hi
Wratu

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3miHa 4yactotu
Ta/abo TepPMIHIB MOAAHHSA PerynspHo
OHOBJ/IIOBaHVX 3BITiB 3 6e3nekn
nikapcbkux 3acobis. 3miHa TepMiHIB
NnoJaHHA perynsapHO OHOB/OBAHOIO

3a
peyernmom

UA/18651/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
nentnay 0fHOpa3oBy Hopaick, [aHisi; 3BITYy 3 6e3MneKun.
-1 LUMPUL-PYUKY; NO Brpo6HMLTBO [itova pepakuis:
(rnn-1), 1,3 a6o5 NpoAyKTY, YacTtoTa nofaHHs perynsapHo
BUrOTOB nonepeHL0 HanoBHEHHS OHOBJ/IOBAHOIO 3BiTY 3 6e3nekn 3
NleHoro 3anoBHeHi LnpuL- KapTpuaxy Ta pOKMN.
3a PYUKV B KAPTOHHIiA KOHTPO/b SIKOCTIi KiHueBa fata Ans BKIOYEHHS AaHNX
TEXHO0 KopoobUi npoaykuii in bulk. [0 perynsipHo OHOB/IKOBAHOTO 3BITY 3
rieto Bunyck cepii Ta 6e3nekn - 31.12.2023 p.
pekomb6i ceptudikauis. AT [ata nogaHHs - 30.03.2024 p.
HaHTHOI HoBo Hopgick, [MponoHoBaHa pepaku,is:
AHK B [JaHis; YacTtoTa nofaHHa perynsapHo
Sacchar Brpo6HuLTBO OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3
omyces NPOAYKTY, poKMN.
cerevisia HanoBHEHHS KiHueBa fata Ana BKIOYEHHS AaHNX
e KapTpuapKy Ta [0 perynspHo OHOB/HOBAHOIO 3BITY 3
nepesipka sKOCTi 6e3nekn - 31.12.2026 p.
npoaykuii in bulk. [ara nogaHHs - 31.03.2027 p.
KomnnektysaHHs, PekomeHa0BaHO [0 3aTBEPKEHHS
MapKyBaHHS Ta Bi4MOBIAHO A0 NEPIOANYHOCTI
BTOPVHHE noJaHHA perynsapHO OHOB/IOBaHUX
nakyBaHHs 3BITiB 3 6e3neKu Nlikapcbknx 3acobis
roToBOro y €EC
NPOAYKTY.
KoHTponb sikocTi
npoAykuii in bulk
Ta rotoBOro
npoaykty. Hoso
Hopgaick
PapmacbloTikas
lHpacTpis, /M.,
CnonyuyeHi LWtatn
175. | CUNYET® Dienogest | gieHorec | GO3A TabneTku, BKPUTI BAT Yropm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12532/01/01
and T, Al6 NAiBKOBOO "l'epeoH Ha PixTep" Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
ethinylestr | eTuHinec 060/10HKO10; PixTep" Loao 6e3nekn/edeKTMBHOCTI Ta
adiol Tpagion no 21 tabnetui B hapmakoHarnsgy. BeegeHHs abo

6nictepi; no 1 abo
no 3 6nictepu
pasom i3
KapTOHHUM
dyTnspom ans
36epiraHHs
6nictepa B nayuj

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHA Y3araslbHEHNX AaHuX Npo

cuctemy thapmakoHarnsgy, 3amiHa

YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS

thapmakoHarnsgy; KOHTakTHOT ocobu

3 papmMakoHarisgy 3asBHuka gns




Ne

Hassa

n/n

JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

176.

3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BignoBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOI 0CO6U 3a8BHMKA,
BiANOBiIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekell. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOI 0CO6V 3asBHMKA,
BiAANOBIAa/bHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT
0co6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLLe3Hax0MKEHHS MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

CUHITIOH®

monteluka
st

MOHTEenNy
KacT (y
dopmi
HaTpito
MOHTENy
KacTy)

RO3D
C03

TabneTkn
XyBaulbHi, N0 4 Mr;
no 7 TabneTtok y
6nictepi; no 2, abo
no 4, a6o no 8
6nictepiB y
KapTOHHil
ynakoBLi

BAT
"TepeoH
PixTep"

Yropium
Ha

BAT "TefeoH
Pixtep",
YropLmHa (Bunyck
cepii); TOB
"l'epeoH Pixtep
Monbwa”,
MonbLa
(KOHTPOb SKOCTI,
[03BiN Ha BUNYCK
cepii); TOB
"l'epeoH PixTtep
Monbwa”,
MonbLua
(BpOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka)

YropLum
Ha/
Monba

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX NPo
cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnaay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLleHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa

YMOBHOBAXXEHOI 0CO6U 3asIBHMKA,

3a
peyenmom

UA/10511/02/01




Ne

Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekell. 3MiHa KOHTaKTHUX JaHNX
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/LHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT
0co6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy
177. | CUHINIOH® monteluka | moHTeny | RO3D TabneTku BAT Yropm BAT "l'eneoH Yropwm BHECEHHS 3MiH 0 peecTpavLiinHmx 3a UA/10511/02/02
st KacT (y Co3 XyBaUibHi, No 5 wr; "l'epeoH Ha Pixtep", Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmom
dopmi no 7 TabneTtok y PixTep" YropwwHa (Bunyck | MonbLya Loao 6e3nekn/edeKTMBHOCTI Ta
HaTpito 6nictepi; no 2, abo cepii); TOB hapmakoHarnsgy. BeegeHHs abo
MOHTENy no 4, abo no 8 "l'epeoH Pixtep 3MiHM [0 y3arasibHeHVX JaHuX Npo
KacTy) 6nictepiB y Monbwa", cuctemy chapmakoHarnsgy
KapTOHHiiA MonbLya (BBEAEHHSA y3araslbHEHNX AaHNX NPo
ynakoBLi (KOHTPOb SKOCTI,

[03BiN Ha BUNYCK
cepii); TOB
"l'epeoH PixTtep
Monbwa”,
MonbLua
(BpO6HMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka)

cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnaay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiAnNoBiga/IbHOT 3a hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX JaHWX
YMNOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAA/ILHOI 3a
dpapMakoHarasg B YKpaiHi.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemu hapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy
178. | CUHIIOH® monteluka | moHTeny | RO3D TabneTku, BKPUTI BAT Yropm BUNycK cepii: BAT Yropwm BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/10511/01/01
st KacT (y C03 NAiBKOBOO "lepeoH Ha "l'epeoH Pixtep", Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmom
dopmi o6osoHKot, no 10 PixTep" YropLmHa; Monbwa Loao 6e3nekn/edeKTMBHOCTI Ta
HaTpito Mr; Mo 7 TabneTok KOHTPO/b IKOCTI, thapmakoHarnsgy. BeegeHHs abo
MOHTEsy y 6nictepi; no 2, 4 [03BiNT Ha BUMYCK 3MiHW [0 y3arasibHEHUX JaHuX npo
KacTy) abo 8 6nictepiB y cepii; cuctemy chapmakoHarnsgy
KapTOHHii BMPOGHMNLITBO (BBEAEHHSA y3araslbHEHNX AaHNX NPO
ynakoBLi Hepo3dhacoBaHOro cuctemy thapmakoHarnsgy, 3amiHa
NpPoayKTy, YMOBHOBaXEHOI 0cobw,
nepBuHHA BiANOBIAA/IbHOI 3a 34iAICHEHHS
ynakoBKa, thapmakoHarnsgy; KOHTakTHOT ocobu
BTOPVHHA 3 (hapmakoHarnagy 3assHuka gns
ynakoska: TOB 3[ificHeHHs1 hapMakoHarnaay B
"T'epeoH PixTep YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
MonbLia”, YMOBHOBaXEHOI 0cobw,
Monbwa BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa YNnoBHOBaXXeHOT 0co6M
3asBHVIKa, BigNoBigaIbHOT 3a
hapmakoHarnsag,.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHWX AaHuX
YNOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisy.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
179. | CIBPABA inclisiran HaTpito C10A pO34MH ANns HosapTic Lseiiua BUPOGHULTBO, AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20570/01/01
iHknicipa | X16 iH'eKuili, 284 Osepci3 pis KOHTPO/1b AKOCTI ITanis/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
H mr/1,5 mn; no 1,5 IHBECTMEHTC (4acTkoBUiA), CnoBeHi SKOCTIi. [O0TOBWIA NlikapcbKuii 3aci6.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MJT PO3YUMHY Y Al nepBuHHE al 3MiHM Yy BUPOOHMLTBI. 3MiHa
nonepegHLo nakyBaHHS, Lseliua iMnopTepa/3miHu, L0 CTOCYTbCA
HanoBHEHOMY BTOPVHHE pis BUWMYCKY Cepii Ta KOHTPOJO SKOCTi
wnpuvyi; no 1 nakyBaHHs1, BUMYCK roTOBOrO NiKapCbKOro 3acoby
nonepegHL0 cepii: (3amiHa abo gofaBaHHS OiNbHULI, Ha
HanosHeHOMY HosaprTic AKIN 34iicHI0ETLCA
wnpuyy B dapmacboTuKas KOHTPO/b/BUNPOBYBaHHSA cepii)
6nictepi; no 1 MaHydakTypiHr [opaBaHHA HOBOro BUPOOHMKa
6nictepy y 'M6X, ABCTpIS; BiiNOBIAA/ILHOrO 3a KOHTPOSIb AKOCTI
KapTOHHI KOpooL;j Bupo6HMLTBO, (vacTkoBwui), a came: CaHgo3 FTM6X
KOHTPO/b AKOCTI (BioxemiwTpacce 10, KyHasb,
(4acTkoBuUiA), Tiponb, 6250, AscTpis) / Sandoz
nepBuHHE GmbH (Biochemiestrasse 10, Kundl,
nakyBaHHs: Tyrol, 6250, Austria). BBeieHHsA 3MiH
KoppaeH dapma npoTsirom 6 micsuis nicns
C.n.A., ITanisi; 3aTBEPKEHHS.
BTOPVHHE
nakyBaHHs:

KoppgeH dapma
C.n.A., ITanis;
KoHTponb sikocTi
(vacTkoBui):
HosapTic
PapmacboTuKas
MaHydhakTypiHr
'm6X, ABCTpis;
KoHTponb sikocTi
(vyacTkoBuiA):
Nek
PapmacbroTrKanc
n.4., CnoBeHis;
KoHTpOsb sKoCTi
(4acTkoBuiA):
HoBapTic
dapmacbloTuKan
MaHydakTypiHr
NNC, Cnoseris;
KoHTpOsb sKoCTi
(4acTkoBUiA):
HosapTic ®apma
LTeiH Al ,
LBeliuapis;
KOHTpO/b sIKOCTI




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

(vyacTkoBui):
Yenab C.p.n.,
ITanis;
BTopuHHe
nakyBaHHS:
dapmnor Papma
NopxucTik FmM6X,
HimeuuunHa;
BTopuHHe
nakyBaHHS:
tOonc Xenckep
Itania C.p.n.,
ITanis;
KoHTpOsb sKoCTi
(4acTkoBuiA):
HoBapTic
dapmacbloTuKan
MaHydakTypiHr
NNC, Cnoseris;
KoHTpOsb sKoCTi
(4acTkoBuiA):
CaHnpo3 'mbX,
ABCTpis

180.

CIHDKAPAI®

Metformin
and
empagliflo
zin

emnarni
¢N03vH
Ta
meTdop
MiHy
rifgpoxno
pna

A10B
D20

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 12,5
mMr/1000 wmr; no 10
Tabnetok B
6nictepi; no 6
6nictepiB y
KapTOHHI KopooLyi

BepiHrep
IHrenbxanm
IHTEepHeLHN

X

Himeyun
Ha

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
BepiHrep
IHrenbxaim
dapma M'mbX i Ko.
KI, HimeyuunHa;
BVMPOGHMLTBO,
KOHTPO/Ib SIKOCTIi
(3a BUHATKOM
Tecty
«MikpobionoriyHa
yncToTar),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii: bepiHrep

Himeuun
Ha
[Tpeuis/
PpaHuis
/

Cnonyue
Hi
Wratn
Amepuk
n/
LLiBelina
pist

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(OonoBHeHHs abo 3amiHa nokasHuka
cneundikauii 3a pesynbratamu
pocnimpkeHb 3 6e3nekn abo AKOCTi
(3a BUHATKOM nikapCbknx 3acobiB
6i0noriyHOro/iMyHO10rYHOTO
NOXOMKEHHS)) - BBEEHHSA
[04aTKOBOro nokasHvka
cneundikavii N3 «Jomiwka N-
HITpO30AMMETUNAMIH» 3 KpUTEPIEM
NPUAHATHOCTI «<48.0 ppb» Ta
BiAMNOBIAHUM METOL0M KOHTPOSIO —
[a3oBa xpomarorpadis mac-
CcneKkTpogoToMeTpiA. 3miHM | Tmny -

3a
peyenmom

UA/15722/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
IHrenbxanm 3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbknii
Xennac CuHrn 3aci6. KoHTposb rotoBoro
Mewm6ep C.A., nikapcbKoro 3acoby. 3miHa y

'peuist; nepBrHHE
Ta BTOPUHHE
naxyBaHHs,
KOHTPO/Tb SIKOCTI,
BUNYCK cepil:
MNMATEOH
OPAHLIA,
PpaHuis;
BMPOGHMLITBO
Tabnetok "in bulk"
Ta KOHTPO/1b
AaKocTi: MaTeoH
MyepTo PuKo. IHK.,
CnonyyeHi Wratn
Amepuku,
KOHTPO/b SKOCTI
(3a BUHATKOM
Tecty
"Mikpob6ionoriyHa
yucrtoTa"): A eHp,
Em WUTABTECT
Na6op cyp
AHaNITUK YHA
Crab6initatcnpydy
Hr TM6X,
HimeuuunHa;
KOHTPO/1b SKOCTI
npw fOCAioKEHHI
cTabinbHoCcTi (3a
BUHATKOM TeCTy
"Mikpob6ionoriyHa
yucroTta"):
Espodinc PACT
vM6X, HimeyunHa;
anbTepHaTuBHa
nab6oparopis ans
KOHTPO/IIO TecTy
"MikpobionoriyHa
yucrora':
CI'C IHCcTUTYT

MeToAax BUNpPobyBaHHA rOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHN Y
MeTofax BUNpobysaHb (BK/IOHAKOUM
3aMiHy ab0 fOMNOBHEHHS)) -
BBegeHHs foaaTkoBOro Metoay
KOHTPO/0 JOMILLKN N-
HiTpo3oanmMeTunamid B /13, a came-
nopaeTbcs metop, PignHHoi
XpomaTtorpadii — mac-
crnekTpomMeTpisi. 3MiHu | Tuny - 3MiHn
3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK y MeTofax
BMNPOGYBaHb (BK/OUAKOUM 3aMiHy
ab0 JONOBHEHHS)) - BBEAEHHS
[0[AaTKOBOrO METOZly KOHTPO/O
OOMilWKM N-HITpo3ogMmMeTHIamiH B
N3, a came- gogaeTbca MeToq Hag
BVCOKOE(EKTUBHOT PiUHHOT
xpomaTtorpadii — TaHAeMHa Mac-
cnekTpomMeTpis. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOJIO SAKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHS OiNbHULI, Ha
AKIN 34iiCHI0ETLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0[aBaHHA aslbTepPHaTUBHOI
na6opartopii K'toERCIEc NITA,
Ipeuiss/QACS LTD, Greece, ans
KOHTpost0 N-HiTpo3oauMeTUNaMiHy
B MN3.

PepakuiiiHi npaBkn B HanucaHHi
Ha3BW anbTepHaTMBHOI naboparopii
K'toEWCIEc NTA, Mpeuis/QACS LTD,
Greece 418 KOHTPO/IKO TecTy




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
dpe3seHiyc N'm6X, «Mikpo6ionoriyHa uMcToTax. 3miHn |
Tuny - 3MiHK 3 AKOCTi. [0TOBWMIA

HimeuumnHa; Nabop
NIC CE eHg Ko. KT,
HimeyumHa;
K loEiCIEc NTA,
Ipeuis;
a/lbTepHaTUBHA
nab6oparopis ons
KOHTpOt0 N-
HiTPO30AMMeTUNA
MiHy (NDMA):
K'toEiCiEc NTA,
Ipeuis; Congiac
Ar, LLiseliuapis

nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOSIIO SAKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHS OiNbHULI, Ha
AKIN 34iiCHI0ETLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0[aBaHHA aslbTepPHaTUBHOI
na6opatopii Consiac AT,
LLIBeliyapisi/Solvias AG, Switzerland
(Pomepnapk 2, 4303 Kaiizepayrcr,
LWseliuapis/Romerpark 2, 4303
Kaiseraugst, Switzerland) gns
KOHTposto N-HiTpo3oauMeTUNaMiHy
B [13. 3miHu | TNy - 3MiHKM 3 AKOCTI.
[oTOBWIA NNikapcbkmit 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMHKEHNX MeTofax
BMNPOOYBaHHS) - BHeECEHHS
He3HauYHUX 3MiH (3a3HaYeHHs
mMarepiany emHocTel gns
36epiraHHa poO34mMHIB)A0 MeTogiB
KOHTPO/t0 SIKOCTi /13, a came - A0
TecTiB: - |geHTudikaLlisi, npoayKTH
po3nagy Ta KiJibKicHe BU3HAYeHHs
emMnarnidpnosunHy; - laeHTudikauis,
NpoAyKTW po3nagy Ta KifibkicHe
BMU3HAYEHHSA MET(OPMIHY
rigpoxnopugy; - PO34nHeHHs
emnarnidpno3vHy Ta MeTgopMiny
rigpoxnopuay; - OAHOPIAHICTb
[030BaHVX OAVHULb
emnarnich103MHy Ta MeThopMiHy
rigpoxnopugy. 3minu | Tuny - 3MiHn

KOHTPO/1b TOTOBOTO iKAPCLKOro

3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.

3acoby. 3miHa y MeTogax




Ne

Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
BMNPOOYBaHHS rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHSI) - BHECEHHS
He3HayHVX 3MiH 40 meToAy
KOHTPOJIHO SKOCTi «PO3YMHEHHS»
FN3. 3MiHu | TUNY - 3MiHN 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3ac06y (iHLWi 3MiHK) - OHOBNEHHS
MK$ pns nikapcbkoro 3aco6y, a
came - BUKNafEeHHS TEKCTY
OepXXaBHOK MOBOIO, 3rigHO
CY4aCHUX BUMOT
181. | CIHOXKAPAI® | Metformin emnarni A10B TabneTkun, BKPUTI BepiHrep Himeuun BVMPOGHMLTBO, Himeuun BHECEHHS 3MiH 1O peecTpaLifiHnx 3a UA/15724/01/01
and ¢N03vH D20 NAiBKOBOO IHrenbxanm Ha nepBUHHEe Ta Ha marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
empaglifio | Ta 060/10HKO, 5 IHTepHeLwwHN BTOPWHHE [Tpeuis/ sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
zin meTdop Mr/1000 mr no 10 X nakyBaHHs, PpaHuin KOHTPO/b FOTOBOrO NiKapCbkoro
MiHy TabneTok B KOHTPO/Ib AKOCTI, / 3acoby. 3miHa napameTpis
rifgpoxno 6nictepi; no 6 BUNYCK cepil: Cnonyue cneuudikalin Ta/abo gonycTummx
pua 6nictepiB y BepiHrep Hi MEX rOTOBOr0 NiKapCbKoro 3acoby
KapTOHHI KopooLyi IHrenbxanm LWTatn (monoBHeHHs abo 3aMiHa NokasHuka
dapma 'mbX i Ko. | Amepuk cneundikauii 3a pesynbratamu
KI, HimeuumnHa; n/ pocnimpkeHb 3 6e3nekn abo AKOCTi
BVMPOGHMLTBO, LliBerua (3a BUHATKOM nikapCbknx 3acobiB
KOHTPO/b AKOCTI pist 6i0noriyHOro/iMyHO10rYHOTO

(3a BUHATKOM
Tecty
«MikpobionoriyHa
yncToTar),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii: bepiHrep
IHrenbxanm
Xennac CuHrn
Membep C.A.,
'peuis; nepBrHHe
Ta BTOPUHHE

NMOXOMKEHHS)) - BBEEHHSA
[04aTKOBOro nokasHuka
cneundikavii N3 «Jomiwka N-
HITpO30AMMETUNAMIH» 3 KpUTEPIEM
NPUAHATHOCTI «<48.0 ppb» Ta
BiAMNOBIAHUM METOL0M KOHTPOSIO —
[a3oBa xpomarorpadis mac-
cnekTpocdhoToMeTpisA. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposb rotoBoro
nikapcbKkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN Y

nakyBaHHs, MeToAax BUNpobyBaHb (BK/IHOHaOUM
KOHTPO/Ib SIKOCTI, 3aMiHy ab0 JONOBHEHHS)) -
BUMYCK Cepii: BBE/leHHA [04aTKOBOIo MeToay
MATEOH KOHTPOJ0 AOMiLWKM N-




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
OPAHLLIA, HiTpo3oanmMeTunamid B /13, a came-
PpaHuis; nopaeTbcs metop, PignHHoi
BMPOGHMLTBO XpomaTtorpadii — mac-

Tabnetok "in bulk"
Ta KOHTPO/1b
aKocTi: MaTeoH
MyepTo PuKo. IHK.,
CnonyyeHi Wratn
Amepuku,
KOHTPO/b SKOCTI
(3a BUHATKOM
Tecty
"Mikpob6ionoriyHa
yucrtoTa"): A eHp,
Em WUTABTECT
NaGop dyp
AHaNITUK YHA
Crab6initatcnpydy
Hr TM6X,
HimeuuunHa;
KOHTPO/1b SKOCTI
npw fOCAioKEHHI
cTabinbHoCcTi (3a
BUHATKOM TeCTy
"Mikpob6ionoriyHa
yucroTta"):
Espodinc PACT
vM6X, HimeyunHa;
anbTepHaTuBHa
nab6oparopis ans
KOHTPO/IIO TECTY
"MikpobionoriyHa
yucrora':
CI'C IHcTUTYyT
®peseHiyc Mm6X,
HimeuuuHa; labop
NIC CE eHpg Ko. KT,
HimeuuunHa;
K'oEWCiEc NTA,
Ipeuist;
anbTepHaTuBHa
nab6oparopis ans
KOHTpO0 N-

cnekTpomMeTpisi. 3MiHu | Tuny - 3MiHK

3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro

3acoby. 3miHa y meTogax

BUMPOBYBaHHS rOTOBOTO NiKapCbKOro

3aco6y (iHWi 3MiHK y MeTofax
BMNPOGYBaHb (BK/OUAKOUM 3aMiHy

ab0 JONOBHEHHS)) - BBEAEHHS

[0[AaTKOBOrO METOZY KOHTPO/O
OOMilWKM N-HITpo3ogMmMeTHIamiH B
N3, a came- gogaeTbeca meToq Hag

BVCOKOE(EKTUBHOT PiUHHOT
XxpomaTtorpadii — TaHAeMHa Mac-
cnekTpomMeTpis. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIIO SAKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHS OiNbHULI, Ha
AKIN 34iiCHI0ETLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0[aBaHHA aslbTepPHaTUBHOI
na6opartopii K'toERCIEc NITA,

Ipeuiss/QACS LTD, Greece, ans
KOHTpost0 N-HiTpo3oauMeTUNaMiHy

B MN3.

PepakuiiiHi npaBkn B HanucaHHi
Ha3BW anbTepHaTMBHOI naboparopii
K'toEWCIEc NTA, Mpeuis/QACS LTD,

Greece 19 KOHTPO/IO TecTy
«MikpobionoriyHa yictoTa». 3MiHu |
TUny - 3MiHW 3 SIKOCTi. FOTOBWIA
NiKapcbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /iKapCbKOro 3acoby
(3amiHa abo fofaBaHHA OiNbHULL, Ha
SIKI 34iCHIOETLCS




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

HiTpO30AMMeTUNa
MiHy (NDMA):
K'toEiCiEc NTA,
Ipeuis; Congiac
Ar, LLiseliuapis

KOHTPO/b/BUNPOGYBaHHSA cepil) -
[0[aBaHHA aslbTepPHaTUBHOI
na6opatopii Consiac AT,
LLIBeliyapisi/Solvias AG, Switzerland
(Pomepnapk 2, 4303 Kaiizepayrcr,
Lseliuapis/Romerpark 2, 4303
Kaiseraugst, Switzerland) gns
KOHTposto N-HiTpo3oauMeTUNaMiHy
B ['13. 3miHu | TMNy - 3MiHKM 3 AKOCTI.
[oTOBWIA NNikapcbkwit 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHS rOTOBOTO /liKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMHKEHNX MeTofax
BMNPOOGYBAHHS) - BHECEHHS
He3Ha4YHWX 3MiH(3a3HaYvYeHHs
mMarepiany emHocTel gns
36epiraHHsi PO34uHiB) 40 MeToaiB
KOHTPO/t0 SIKOCTi /13, a came - A0
TEecTiB: - |geHTudikaLlisi, npoayKTH
po3nagy Ta KiJibKicHe BU3HAYeHHs
emMnarnidpnosunHy; - laeHTudikauis,
NpoAyKTW po3nagy Ta KifibkicHe
BMU3HAYEHHSA MET(OPMIHY
rigpoxnopugy; - PO34nHeHHs
emnarnidpno3vHy Ta MeTgopMiny
rigpoxnopuay; - OAHOPIAHICTb
[030BaHVX OAVHULb
emnarnich103MHy Ta MeThopMiHy
rigpoxnopugy. 3minu | Tuny - 3MiHn
3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHS) - BHECEHHS
He3HayHWX 3MiH 0 MeToay
KOHTPOJIHO AKOCTi «PO3YMHEHHSA»
N3. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/1b rOTOBOrO J1iKapCbKOro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3aco6y (iHLWi 3MiHW) - OHOB/IEHHS
MK$ pns nikapcbkoro 3acoby, a
came - BUKNafEeHHS TEKCTY
[OepXXaBHOK MOBOIO, 3rigHO
CY4acHUX BUMOT
182. | cony- methylpre | meTtunnp | HO2A MOPOLLIOK Ta Mdcpaiizep CLUIA BVMPOGHMLTBO, Benebris BHECEHHS 3MiH [JO peecTpaLifiHnX 3a He UA/2047/01/03
MEAPON dnisolone efHison B04 PO3YNHHVIK AN1S IHK. nakyBaHHs, marepianis: 3miHu Il Trny - 3miHKn peyenmowm | nionse
OHY pO34nHy AN KOHTPO/Ib SIKOCTI, Loao 6e3nekn/edeKTUBHOCTI Ta ae
BUTNAAI iH’ekwii no 1000 BUMYCK Cepii: thapmakoHarnsgy. 3MiHu y KopoTkiii
MeTuanp mr; 1 donakoH 3 Mdpaiizep XapaKTepucTuLi NikapcbKoro 3acoby,
efHizon nopotukom Ta 1 MeHdeKUypPUHT TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
OHY hnakoH 3 Benbris HB, MeANYHOro 3aCToCyBaHHA y 3B’A3KY
HaTpito PO3YMHHUKOM Benbris; KOHTPOb i3 HOBUMM A@HVMU 3 SKOCTI,
CyKUMHa (cnupt AKOCTI Npu OOKNIHIYHUMMA, KNIHIYHUMW JaHUMU
Ty 6eH3nnoBuii (9 BMMYCKY Ta nig, yac Ta JaHumu 3 dpapmakoHarnsgy.
mr/mn), Boga gns CTabifbHOCTI: 3MiHU BHECEHO [0 IHCTPYKUIT Ans
iH'ekyjin) no 15,6 EcOxiEc a6 Me[UYHOro 3acToCyBaHHS
M1y KapTOHHIl CaiimoH CA, nikapcbKoro 3acoby Ao po3ainis
Kopoo6Li Benebris "B3aemogjs 3 iHWMMW SliKapCbKuMum

3acobamu Ta iHLWi BUAK B3aemogiii"
Ta "Ocob/MBOCTi 3aCTOCYBaHHA".
BBefeHHs 3mMiH NpoTarom 9 micsuis
nicns 3aTBepmKeHHs. 3MiHu 1l Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeJUYHOrO 3aCTOCYBaHHS y 3B’A3KY
i3 HOBUMUW JAaHVMMK 3 SAKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 hapmakoHarnsgy.
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHoCTI
abo rogyBaHHs rpyaak0” (BHECEHHS
[04AaTKOBUX 3aCTePeXeHb LoA0
[OMOMDKHMX PEYOBWH Mpenapary),
"Cnocib 3acTocyBaHHA Ta f03m".
BeefeHHs 3miH npoTarom 9 micsuis
nicns 3aTBePKEHHS.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
183. | cony- methylpre meTtvnnp | HO2A NMOPOLLOK Ta Mdpaiizep CWA BUPOGHMLTBO, Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/2047/01/04
MEAPON dnisolone efHizon BO4 PO3UYMHHWK AN IHK. nakyBaHHs, mMaTtepianis: 3miHu Il TUny - 3MiHK peyenmom | nions2
OHY pO34MHYy oNs KOHTPO/Ib SIKOCTI, wofo 6e3nekn/edeKTMBHOCTI Ta ae
BUrNAGI iH’ekyii no 500 mr; BMNYCK Cepil: thapmakoHarnagy. 3MiH1 y KOpoTKili
MeTunnp 1 chnakoH 3 Mdpaiizep XapakTepucTuLi Nikapcbkoro 3acoby,
efHi3on nopotukom Ta 1 MeHtoekuypuHr TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
OHY chnakoH 3 Benbrisi HB, MeMYHOro 3aCTOCyBaHHSA Y 3B’A3KY
HaTpito PO3UYMHHUKOM Benbrist; KOHTPO/Ib i3 HOBUMUW JaHVMMU 3 AKOCTI,
CyKUMHa (cnupTt AKOCTI Npun OOKMIHIYHUMM, KNIHIYHUMU JaHUMU
Ty 6eH3unnoBuii (9 BMNYCKy Ta Mig yac Ta gaHumu 3 chapmakoHarnsgy.
mr/mn), Boga ans CTabiNbHOCTI: 3MiHV BHECEHO [0 IHCTPYKUIiT Ans
iH'eKuili) no 7,8 Mn EcOxiEc Nlab MeAN4YHOro 3acTocyBaHHs
Y KapTOHHil CaiimoH CA, NiKapcbKoro 3acoby Ao po3ainis
Kopoo6Li Benbris "B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOAR"
Ta "OCc06/IMBOCTI 3aCTOCYBaHHS".
BBefeHHA 3MiH NpoTArom 9 mMicauis
nicns saTseppkeHHs. 3miHu Il Tuny -
3MiHM Wwoao 6e3nekn/edhekTBHOCTI
Ta thapmakoHarnsagy. 3MiHu y
KOpOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi An1A
MeJIMYHOro 3aCTOCYBaHHS Y 3B’A3KY
i3 HOBMMUW AAaHVMMK 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMY AaHUMK
Ta JaHumu 3 dpapmakoHarnsagy.
3MiHV BHECEHO A0 iHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby Ao po3ainis
"Oc06/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepio BariTHOCTI
abo rogysaHHs rpyaa0" (BHECEHHSA
[00aTKOBUX 3aCTepexeHb LWo0
O0NOMDKHMX PEYOBUH npenapary),
"Cnoci6 3acTocyBaHHs Ta fo3n".
BBegeHHs 3MiH NpoTsirom 9 MicsiLis
nicns 3aTBepKEHHS.
184. | cony- methylpre metuanp | HO2A MOPOLLIOK Ta Mdcpaiizep CWA BVMPOGHMLTBO, Benebris BHECEHHS 3MiH [JO peecTpavifiHnx 3a He UA/2047/01/02
MEAPON dnisolone efHison B04 PO3YNHHVIK AN1S IHK. nakyBaHHs, marepianis: 3miHu Il Trny - 3miHKn peyenmowm | nionse
OHY pO34nHy OoNs KOHTPO/Ib SIKOCTI, Lwoao 6e3nekn/edeKTUBHOCTI Ta ae
BUTNAAI iH'ekwiii no 125 BUMYCK Cepii: thapmakoHarnsgy. 3MiHu y KopoTkiii
MeTuanp Mr/2 m; 1 donakoH Mdpaiizep XapakTepucTuLi NikapcbKoro 3acoby,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
epgHizon Tuny Act-O-Vial MeHgeKUYPUHT TeKCTi MapKyBaHHS Ta IHCTPYKUiT A4ns
OHY (8BOEMHICHWIA Benbris HB, MeMYHOro 3aCTOCyBaHHA Y 3B’A3KY
HaTpilo donakoH) 3 Benbrist; KOHTPOsIb i3 HOBUMUW fAaHMMK 3 AKOCTI,
CyKUMHa NOpPOLLKOM Ta SKOCTi Npwn OOKNIHIYHUMMA, KNIHIYHUMW JaHMK
Ty PO3UYNHHVIKOM BUMYyCKy Ta nig yac Ta AaHvmu 3 hapmakoHarnsagy.
(Boaa Ans iH'ekuiin) cTabifbHOCTI: 3MiHN BHECEHO 10 IHCTPYKUIT Ans
no2mny EcxiEc lab MeAUYHOro 3aCTOCyBaHHS
KapTOHHI KopooLli CaiimoH CA, nikapcbkoro 3acoby Ao po3ainis
Benebris "B3aemogis 3 iHWMMK NliKapCbKMMu
3acobamu Ta iHWi BUAn B3aeMogiin"
Ta "Oco6/IMBOCTi 3aCTOCYBaHHSA".
BeefieHHs 3MiH npoTarom 9 micsuis
nicns 3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepncTui
nikapcbKoro 3aco6y, TeKCTi
MapKyBaHHS Ta IHCTPYKUi Ans
MEMYHOr0 3aCTOCYBaHHS Y 3B’A3KY
i3 HOBUMM A@HVMU 3 AKOCTI,
OOKIHIYHUMM, KNIHIYHUMW JaHUMU
Ta AaHvmu 3 hapmakoHarnsgy.
3MiHV BHECEHO [0 iHCTPYKUIT Ans
MeMNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainis
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepio BariTHOCTI
ab60 rogyBaHHs rpyaat” (BHECEHHS
[04aTKOBUX 3aCTepexeHb LWoa0
[OMOMDKHUX PEYOBWH npenapary),
"Cnoci6b 3acTocyBaHHA Ta go3sun".
BBefeHHA 3MiH NpoTArom 9 Micauis
nicns 3aTBepkKeHHs.
185. | cony- methylpre | metunnp | HO2A MOPOLLIOK Ta Mdpaiizep CLIA BVMPOGHMLTBO, Benebris BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/2047/01/01
MEAPON dnisolone efHizon BO4 PO3UYMHHUK ANns IHK. nakyBaHHs, mMaTtepianis: 3miHu 1l TUny - 3MiHK peyenmom | nions2
OHY pO34MHy oNs KOHTPO/Ib SIKOCTI, wofo 6esnekn/edekTMBHOCTI Ta ae
BUTNAAI iH’exuii mo 40 BUMYCK Cepii: hapmakoHarnsgy. 3mMiHu y KOpoTKii
MeTunnp mr/mn; 1 donakoH Mdpaiizep XapakTepucTuLi Nikapcbkoro 3acoby,
efHison Tuny Act-O-Vial MeHtoekuypuHr TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
OHY (8BOEMHICHWIA Benebris HB, MeJMNYHOro 3aCTOCYBaHHS y 3B's3Ky
HaTpito donakoH) 3 Benbrist; KOHTPO/Ib i3 HOBUMUY JaHVMMK 3 AKOCTI,
CYKUMHa NMOpPOLLKOM Ta AKOCTI Npun OOKMIHIYHUMM, KNIHIYHUMW faHUMK
Ty PO3YNHHVKOM BUMYCKY Ta nif yac Ta AaHumu 3 hapmakoHarnsgy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
(BoAa A4nis iH'ekiin) CTabifbHOCTI: 3MiHV BHECEHO A0 iHCTPYKUIT Ans
nolmny EcOxiEc /lab Me[NYHOro 3acTocyBaHHsA
KapTOHHi KopoobLyi CaiimoH CA, nikapcbKoro 3acoby A0 po3gainis
Benbris "B3aemogist 3 iHWMMMN NiKapCbKUMMn
3aco6amu Ta iHLWi BuAn B3aeMogiii"
Ta "Ocob6/MBOCTi 3aCTOCYBaHHA".
BBegeHHs 3MiH NpoTsirom 9 MicsiLis
nicnsa 3aTBepmKeHHs. 3MiHu 1l Tuny -
3MiHu Wopao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnsgy. 3MiHm y
KOPOTKIil XapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLii A5
MEJUNYHOrO 3aCTOCYBaHHS y 3B’A3KY
i3 HOBUMM A@HVMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 hapmakoHarnsagy.
3MiHV BHECEHO A0 IHCTPYKUIT Ans
MeJMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"Oco611BOCTI 3acTOCYBaHHS",
"3acTocyBaHHSA y Nepiog BariTHOCTI
abo rogyBaHHS rpyaa0” (BHECEHHSA
[04AaTKOBUX 3aCTePEXeHb LLoA0
[O0NOMIDKHMX PEYOBUH nNpenapary),
"Cnocib 3acTocyBaHHA Ta f03m".
BeefieHHs 3MiH npoTarom 9 micsuis
nicais 3aTBEPHKEHHS.
186. | CTEPO®YH/[, | electrolyte | HaTpito BO5B pO34MH Ans B. bpayH Himeuwun | B. BpayH Megikan IcnaHis/ BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/9618/01/01
WH ISO S xnopug; | BO1 iHdpy3iit; mo 250 Menb3yHreH Ha CA, Icnanis; B. LBeliua marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
Kanito mn, 500 mn, 1000 Al BpayH Megukan pisi/ AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
xnopwua,; My CA, Weeiiyapis; Himeyuun KOHTpPO/Ib rOTOBOr0 NiKapCbkoro
MarHito nonieTuneHoBoMy Bupo6HMLTBO, Ha 3acoby. 3miHa y meTogax
xnopug, KOHTelHepi; no 10 nepBuHHa Ta BUNPOBYBaHHS rOTOBOTO NiKapCbKOro
rekcarig, KOHTEliHepiB y BTOPUHHA 3acoby (He3HauyHa 3MiHa 'y
par; KapTOHHiiA ynakoBka, Bunyck 3aTBEPMKEHNX MeTofax
KauibLyjito Kopo6ui; no 250 cepii, KOHTPO/b BMNPOGYBaHHSA) 3MiHa Yy MeTogax
xnopwva, M7, 500 mn, 1000 cepii: b. bpayH BMNPOGYBaHHSA 3a NOKa3HUKOM
avrigpat MYy Menb3yHreH AT, «KinbkicHe BU3HaueHHs. ManaTtu» 3
; HaTpito nAacTKoBoMy HimeuunHa BUKOPVUCTaHHAM a/lbTEPHATUBHOTO
auerar, Milwky; no 10 Habopy peareHTiB Megazyme.
Tpurigpa MILLKiB Y KAPTOHHilA BBefieHHs 3MiH NpoTArom 6-Tn

T

KopobUi

MiCALIB Nicns 3aTBepPAKEHHS. 3MiHK
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Kncnorta
L-
MaJIoHO
Ba

| TMNy - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
y MeTogax BunpobyBaHHsA roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBePMKEHNX MeTofax
BUNPOOGYBaHHS)
3MiHa y meToAax BunpobyBaHHs 3a
NokasHWKoM «KinbkicHe BU3HaYEeHHS.
AueTaTn» 3 BAKOPUCTAHHAM
anbTepHaTMBHOrO Habopy peareHTiB
Megazyme. BBefieHHS 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AKocTi. APl. KoHTponb API. 3miHa
y MeTogax BunpobyBaHHa Al abo
BUXiAHOIO MaTepiasy/npoMixxHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMHKEHNX MeTofax
BUNPOOGYBaHHS) HE3HAYHI 3MiHN
METOAVKN BU3HAYEHHSI €/TEMEHTHUX
[OMiLLOK B po3gini 3.2.5.3.2.
[Jowmiwkn BignosigHo ICH Q3D
meTogom ICP-MS

187.

CTYFrEPOH

cinnarizine

LMHapm3
VH

NO7C
A02

Tabnetkun no 25
mr; no 25
TabneToky
6nicTepi; no 2
6nictepu B
KapTOHHil
ynakoBLi

BAT
"repeoH
PixTep"

YropLum
Ha

BAT "TepneoH
PixTep"

YropLum
Ha

BHECEHHS 3MiH [JO peecTpaLifiHnx
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHVX Npo
cucTemy chapmakoHarnisgy, 3amiHa
YNOBHOBaXEHOI 0co6MU,
BiANOBIfA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIfA/IbHOT 3a 34iICHEHHS
hapmakoHariagy (Bkayarym

3a
peyenmom

UA/7385/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXXeHOi 0cobm
3asBHVKa, BiANOBIga/IbHOI 3a
hapMakoHarnag,.
[Litouva pepakuis: AtTina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHUX JAaHuX
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiAANOBIAa/LHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT
0co6u 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemu hapmMakoHarnisgy.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
188. | CY/NIbLUE® Cefoperaz | uechone | JO1DD | nopowlok ans Megokemi Kinp Brvpo6HMLTBO 3a Kinp/ BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/11158/01/01
one and pas3oH 62 pO3UMHYy ANns Nimiten NMOBHUM LK/TOM: B’eTHam marepianis: 3miHu | Tuny - peyenmom
beta- HaTpito y iH'ekyii no 1r/ir, 1 Megokewmi NimiTen, AJMiHICTpaTMBHI 3MiHW. 3MiHa
lactamase | nepepax a6o 10, a6o 50, Kinp; HalimeHyBaHHs Ta/abo agpecu
inhibitor YHKY Ha ab6o 100 chnakoHiB Brpo6HuuTBO 3asBHMKa (BNacHvka
uedoone 3 MOPOLLKOM B roToBOro peecTpauiiHOro NoCBiAYEHHS).
pasoH; KapTOHHI KopooLli nikapcbKoro 3MiHa Ha3BM Ta agpecu 3asBHUKA
cynbbak 3acoby, nepBuMHHe (BNacHuka peecTtpaujiiiHoro
Tam Ta BTOPUHHE nocBiAYEHHS)
HaTpito y nakyBaHHS:
nepepax Megpokewmi (Pa IcT)
YHKY Ha KamnaHi flimites,
cynbbak B’eTHam
Tam
189. | CYMETPO/I Sulfameth | cynbtha | JOLEE | Ttabnetku no 400 3AT Yropwu 3AT Yropwn BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/3194/02/01
M® oxazole meTokca | 01 Mmr/80 mr no 10 dapmaLesT Ha dapmaLeBTUYHNIA Ha martepianis: 3MiHu | TUny - 3MiHu 3 peyenmom
and 301 Ta TabneToky W4HWI 3aBOA, 3asog ErIC AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
trimethopri | TpumeTo 6nictepi; no 2 EFIC KOHTpOsb roToBOro MikapcbKoro
m npumy 6nictepn y 3aco06y (iHLwWi 3MiHK) pepakuiiiHe

KapTOHHi kKopobLyi

OHOB/EHHSA po3ainy «Cknagy.
Mepeknag MK 3 pociicbkoi MoBU
Ha YKpaiHCbKy MOBY AN
npuBEeLEHHS Y BiANOBIAHICTb i3
BMMOraMu YMHHOI pegakuii Hakasy




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

MO3 YkpaiHu Ne 426 Big
26.08.2005. 3MiHu | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.

KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpiB
cneyudikalin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3miHW) NpuBeaeHHA po3ainy
«Onuc» y MKA 'y BignosigHicTb Ao
opuriHaIbHNX MaTepianis
BMpoGHMKa M3( p. 3.2.P.5.1
«Cneuyndikauis», 3.2.P.5.2
«AHaNITUYHI METOAMKN»). 3MiHK |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPMHKEHNX MeTodax
BMNpOOYBaHHSA) pedakLiliHe
OHOBJIEHHSA TecTy «Po3Mmipu» y
BiAMoBiAHOCTI 3 po3ginom 3.2.P.5.2
«AHaNITUYHI METOAMKN» (3a3HAUEHHSA
BHYTPILLHLOro MeToAy, 3aMiCTb
IHCTPYMEHTa/IbHOTO; MeTofMnKa He
3MiHunacs). 3miHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHA roTOBOrO NiKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPMKEHNX METOAAX
BUNPOO6YBaHHA) HE3HAYHI 3MiHW [0
MeToanKM «laeHTudikalis 2»
metogom TLWX ,a came 3a3HavyeHO
6iNbLU TOYHWIA ONUC METOAVKM Ta
[01aHO KOMIbOPOBY XpoMarorpamy.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHA roTOBOrO NiKAPCLKOro
3aco6y (He3HayHa 3miHa y




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3aTBEPAKEHNX METOAAX
BMNpOOYBaHHSA) pedakLiliHe
OHOB/MEHHSA TecTy «laeHTudikauis 1»
meTogom BEPX y BignoBigHocCTi Ao
opuvriHaNIbHNX Matepianis
BMpo6HUMKa M3( p. 3.2.P.5.1
«Cneungikanis», 3.2.P.5.2
«AHaNITUYHI METOAUKN»). 3MiHN |
TUny - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposib
roTOBOrO JlikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBoro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa
y 3aTBEpMKEHNX MeTodax
BUNPOO6YBaHHA) HE3HAYHI 3MiHW [0
MEeTOANKN «KinbKiCHE BU3HAYEHHS»
MeTogom BEPX y BignosigHocTi o
opuriHasibHVUX matepianis
BUpo6Huka MN3(p. 3.2.P.5.1
«Cneuundikanis», 3.2.P.5.2
«AHANITUYHI METOAUKN»): YTOYHEHO
SIKICTb peareHTiB; BBEAEHO
eKBiBa/IeHTHI npunagu; 3MmiHeHO
Yyacu yTpuMyBaHHs; 0 onucy
KO/TIOHKM [JOAaHO PEXMM PO3AiINEHHS
Ta NPOMMBAaHHS roJKv; [0AaHO
CTabiNIbHICTb PO3YMHIB; 6iflbLL TOYHO
onncaHo BUMOTY NPUAATHOCTI
XpomatorpadiyHoT cuctemu;
3MiHeHo dhopmMynn. 3MiHu | Tuny -
3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbknii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepAKEHNX MeTofax
BMNPOOYBaHHS) HE3HAYHI 3MiHW A0
MeToAuKM «CynpoBigHi AOMILLKM»
metogom BEPX y BignosigHocTi fo
opuriHaNIbHNX MaTepianis
BMpoGHMKa M3( p. 3.2.P.5.1
«Cneuyndikauis», 3.2.P.5.2
«AHaJTITUYHI METOAMNKN»): BBEAEHO




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

€KBiBaJIEHTHI Npuniagn; 4o onucy
KOMIOHKM [0AaHO NPOMUBAHHS TOKW;
6iNbLL TOYHO OMMCAHO
BMNPOGYBaHWUIA PO34MH; A0AAHO
CTabiNbHICTb PO3YVHIB; 6ilbLL TOYUHO
onucaHo BUMOTY MPUAATHOCTI
XpomaTtorpadivHoi cuctemu;
3MIHEHO Yacu YyTPUMYBaHHS;
3MiHeHo dhopmMynn. 3MiHu | Tuny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapcbKnii
3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeToAax BUNpPobyBaHHA rOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepMKEHNX MeTofax
BMNPOOYBaHHS) HE3HAYHI 3MiHW A0
MeTOAVKN «PO34YNHEHHS» METOA0M
BEPX y signosigHocTi fo
opuriHaIbHNX MaTepianis
BMpoGHMKa M3( p. 3.2.P.5.1
«Cneuyudikauis», 3.2.P.5.2
«AHaTITUYHI METOAUKN»): AOAAHO
nocwnaHHa Ha €$ 2.9.3 Ta 2.2.29;
[04aHO CTabiNbHICTL PO3YVMHIB;
3a3HayeHo NPUroTyBaHHA [BOX
CTaHZapTHVX PO34MHIB; AOAAHO
NPOMMBAHHSA rO/IKW; 3MIHEHO BUMOT K
NpUAATHOCTI XpoMaTorpagivyHol
cuctemn. 3MiHu | TUny - 3MiHu 3
AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meToaax
BMNPOBYBaHHSA roTOBOrO NIKAPCLKOro
3aco6y (Hes3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHA) pefakLiiiHe
OHOBJIEHHA TecTy «CepefHsa maca»
Y BiANOBIAHOCTI A0 OPUTiHAIbHUX
marepianis Bupo6Huka rM3( p.
3.2.P.5.1 «Cneuudikayis», 3.2.P.5.2
«AHaNITUYHI METOAUKN»). 3MiHN |
TUny - 3MiHW 3 SIKOCTi. FOTOBWIA

niKkapcbkuii 3aci6. KoHTposib
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roTOBOrO NikapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPMHKEHNX MeTodax
BMNpO6YBaHHSA) pedakuiliHe
OHOBJIEHHSA TecTy «OAHOPIAHICTb
mMacu» y BignoBigHOCTI A0
opuvriHaNIbHUX Matepianis
BMpo6HMKa M3( p. 3.2.P.5.1
«Cneungikayis», 3.2.P.5.2
«AHaNITUYHI METOAUKN»). 3MiHN |
TMny - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposib
roTOBOrO JlikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBoro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa
y 3aTBepMKEHNX MeTodax
BUNPOOYBaHHA) pefakLiiiHe
OHOBJ/IEHHA TeCTy «CTUPaHICTb» Y
BifNOBIAHOCTI O OPUTriHa/TbBHUX
marepianis BupobHuka rM3( p.
3.2.P.5.1 «Cneuudikayis», 3.2.P.5.2
«AHaNITUYHI METOAUKN»). 3MiHN |
TMny - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposib
roTOBOrO JlikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBoro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa
y 3aTBEpMKEHNX MeTodax
BUNPOOYBaHHA) pefakLiiiHe
OHOBJIEHHA TecTy «BTpara B maci
Npu BUCYLLYBaHHI» y BiANOBiAHOCTI
[0 opuriHaNbHUX MaTepianis
BUpo6Huka MN3(p. 3.2.P.5.1
«Cneuundikanis», 3.2.P.5.2
«AHaNITUYHI METOAUKN»). 3MiHN |
My - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
y MeTogax BunpobyBaHHsA roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepAKEHNX MeTofax
BMNPOOGYBaHHS) pefakuinHe
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OHOB/IEHHS TeCTY «OAHOPIAHICTb
[030BaHVIX OANHUL» Y
BiAANOBIAHOCTI [0 OPUTiHASIbHUX
mMaTtepianis BUpo6Huka M3( p.
3.2.P.5.1 «Cneuudikauis», 3.2.P.5.2
«AHANITUYHI METOAUKN»). 3MiHN |
My - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3mMiHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepAKEHNX MeTofax
BMNPOOYBaHHS) pefakuinHe
OHOBJIEHHS TecTy «MikpobionoriyHa
yucToTa» y BiANOBIAHOCTI A0
opuriHaIbHNX MaTepianis
BMpo6GHMKa M3( p. 3.2.P.5.1
«Cneuyudikauis», 3.2.P.5.2
«AHATITUYHI METOANKN»)

190.

CYHITUHIB-
Mini-12,5

Sunitinib

CYHITUHI
oy
manar

LO1EX
01

Kancynu Teepai
xenatnHosi 12,5
Mr, MO 7 Kancyny
6nictepi, no 4
6nictepn y
KapTOHHI KopooLyi

Mini
Xenckepe
Niviteq

Benuka
Bputani
a

Lnnna Megikea
Nimiten

IHAis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTtepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
reHepuyHnX/ribpngHnx/6ionodibHNxX
NiKapCbKNX 3ac06iB Nic1s BHECEHHS
TiEl camoi 3MiHV Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HalaHHS XOAHWNX HOBUX A0AATKOBUX
[aHnx). 3MiHW BHECEHO [0 IHCTPYKLUIT
NS MeMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginm
"Oco6MBOCTI 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta go3mn",
"Mo6iuHi peakwyji" 3rigHo 3
iHbopMmadieto Wwoao0 MeguyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby (Sutent 12,5 mg,
25 mg, 37,5 mg, 50 mg hard
capsules). BBegeHHS 3MiH NPOTAroM
6-T1 MicsILIB NicNsl 3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/20446/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
191. | CYHITUHIB- Sunitinib CYHITWHI LO1EX | kancynuv TBepai Mini Benvka LLnnna Megikea IHais BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/20446/01/02
Mini-25 6y 01 XenaTuHosi 25 wr, Xenckepe BpuTaHi NimiTen mMartepianis: 3miHu | TUny - 3MiHn peyenmom | nions2
manat no 7 kancyny Nimiten a LoAo 6e3nekn/edeKTMBHOCTI Ta ae
6nictepi, no 4 thapmakoHarnagy. 3MiH1 y KOpoTKili
6nictepu y XapakTepucTuLi Nikapcbkoro 3acoby,
KapTOHHi KopoobLyi TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepUYHUX/ribpuaHnx/6ionodibHNX
nNiKapcbKunx 3acobiB Nic/isi BHECEHHSA
Tiel caMoi 3MiHM Ha pedhepeHTHUIA
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBMX
[aHnx). 3MiHW BHECEHO [0 IHCTPYKUIT
4N MeMYHOro 3aCTOCyBaHHA
NiKapcbKoro 3acoby y po3aimn
"Oc06/MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta fo3mn”,
"Mo6iuHi peakwyi" 3rigHo 3
iHhopMmaliero Wwoa0 MeguyHoro
3acTocyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (Sutent 12,5 mg,
25 mg, 37,5 mg, 50 mg hard
capsules). BBeieHHA 3MiH NPOTATOM
6-TV MicsLiB NiCNsA 3aTBEPPKEHHS
192. | CYHITUHIB- Sunitinib CYHiITUHI | LO1EX | kancynu TBepai Mini Benuka Lnnna Megikea IHgis BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/20446/01/03
Mini-37,5 oy 01 xenaTtuHosi 37,5 Xenckepe BpuTaHi NimiTen mMartepianis: 3miHu | TUny - 3MiHn peyenmom | nions2
manat Mr, N0 7 Kancyny Nimiten a oo 6e3nekn/edeKTMBHOCTI Ta ae

6nictepi, no 4
6nictepn y
KapTOHHi KopobLyi

hapmakoHarnsgy. 3mMiHu y KOpoTKii
XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3acTOCYBaHHS
reHepPUYHUX/TIbpUaHNX/GionoAibHNX
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
TiEl camoi 3MiHV Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBMX
OaHnx). 3MiHN BHECEHO A0 iIHCTPYKL,i
AN MeMYHOro 3aCcToCyBaHHA
nikapcbKoro 3acoby y po3ginm
"Oco61MBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHS Ta fo3mn”,
"Mo6iuHi peakwyi" 3rigHo 3
iHdhopMmalLlieto Wwoa0 MegnyHoro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3aCToCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (Sutent 12,5 mg,
25 mg, 37,5 mg, 50 mg hard
capsules). BBegeHHs1 3MiH NPOTArom
6-T1 MicsAUIB Nicns 3aTBEpPKEHHSA
193. | CYHITUHIB- Sunitinib CYHITUHI | LO1EX | kancynu TBeppai Mini Benuka Lnnna Megikea IHAisA BHECEHHS 3MiH [JO peecTpaLifiHnX 3a He UA/20446/01/04
MInI-50 6y 01 xenatunHosi 50 wr, Xenckepe Bputai Nimiten marepianis: 3miHu | TMny - 3MiHK peyenmowm | nionse
Manar no 7 kancyny NimiTen a Loao 6e3nekn/edeKTUBHOCTI Ta ae
6nictepi, no 4 thapmakoHarnsgy. 3MiHu y KopoTkiii
6nictepn y XapaKTepucTuLi NikapcbKoro 3acoby,
KapTOHHI KopooLli TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEJUYHOrO 3aCTOCYBaHHs
reHepuUHMX/ribpnaHnx/6ionodibHNxX
NiKapCbKNX 3aC06iB NiCNs1 BHECEHHS
TiET camoi 3MiHN Ha pedhepeHTHNI
npenapar (3miHa He noTpebye
HaZiaHHS XOAHNX HOBUX AO0AATKOBMX
AaHnXx). 3MiH1 BHECEHO A0 IHCTPYKL,i
4N MeVYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3ainu
"Oco61BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTtocyBaHHs Ta fo3n",
"Mo6ivHI peakyii" 3rigHo 3
iHchopmauieto LWoA0 MeguuHoro
3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Sutent 12,5 mg,
25 mg, 37,5 mg, 50 mg hard
capsules). BBefieHHS1 3MiH NpOTArom
6-T1 MicsLIB Nicns 3aTBEpPKEHHSA
194. | TAUPEP Iron, 3aniso (y | BO3A po3unH Ans TEXHOMAK | IpnaHgais PA®APM C.A. Mpevis BHECEHHS 3MiH 1O peecTpaLiiHnx 3a He UA/20120/01/01
parenteral | Burnsgi C iH'eKLin abo MAHY®EKY marepianis: 3miHu | Tuny - 3MiHK peyenmowm | nionse
preparatio | 3anisa KOHUeHTpaT ans E NIMITEL wofo 6e3nekn/edeKTMBHOCTI Ta ae
ns (D] pO3UMHYy AN thapmakoHarnagy. 3MiHu y KopoTkiii
rigpokcm iHdpysiia, 20 mr/m; XapakTepucTuLi Nikapcbkoro 3acoby,
i} no5mns TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
caxapos amnynax; no 5 MEJUYHOTO 3aCTOCYBaHHs
HOro amny/s1 y KapTOHHIl reHepuYHMX/ribpnaHnx/6ionodibHNxX
KOMMek KopooLi niKapcbKkunx 3acobiB Nic/s BHECEHHSA
cy) TiET camoi 3MiHN Ha pedepeHTHUI

npenapar (3miHa He noTpebye
HaZjaHHS XOAHUX HOBUX A0AATKOBMX
AaHuXx). 3MiH1 BHECEHO A0 IHCTPYKL,ii

AN MeMYHOT0 3aCTOCYBaHHS




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
nikapcbKoro 3acoby y po3gin
"MpoTunokasaHHA" BigNoBIgHO A0
iHchbopmawii LWoA0 MefuyHoro
3aCTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (BEHO®EP®).
BBEJEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB Nic/ia 3aTBePAKEHHS
195. | TESNANP tezepelum | Tesenen | RO3D pO34MH Ans AcTpa3eHek Lseuis MonepeHbO CWA BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/20682/01/01
ab ymab X11 iH'ekuild, 210 a Ab HanoBHEeHWI marepianis: 3MiHu |l TUny - 3MiHK peyenmowm | nionse
mr/1,91 mn (110 LUNPULE: Loao 6e3nekn/edeKTMBHOCTI Ta ae
Mr/mn); pO3yYmH Brpo6HMLTBO hapmakoHarniagy. 3mMiHn y

ONS iH'eKUiA Yy
nonepeHLo
HanoBHEHOMY
wnpuui
0fIHOPa30BOro
BUKOPWUCTaHHS i3
HE3HIMHOIO rO/IKOt0
i3 3aX1CHUM
KOBMaykoM Ta
obMmexyBavem
XOfy MOPLUHS; MO
1 nonepegHLO
HanoBHEHOMY
wnpuuy
0/IHOPa30BOro
BUKOPUCTaHHSA y
TepmopopmMoBaHO
My 6nictepi; no 1
6nictepy B
KapTOHHii
KopobLi; po3unH
ONS iH'eKUiA Yy
nonepegHLo
HanoBHEHi
LINpUL-pyYLi
0/IHOPa30BOro
BUKOPWUCTaHHSA ANA
aBTOMATWYHOIO
BBEJEHHS i3
He3HIMHOIO ro/IKo
i3 3aXMcHUM
KOBMaykoM Ta

nikapcbKoro
3acoby, nepeuHHe
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJTIO AKOCTI:
AmMreH
MaHyhekuypiHr
Nimiten NNC (AML
NNC), CnonyyeHi
LWraTtn (CLUA);
BunpobyBaHHs
KOHTPOJTIO AKOCTi:
AwmreH IHK. (AMreH
Tay3eHg Oykc abo
ATO), CnonyueHi
LWraTtn (CLUA);
BTopuHHe
nakyBaHHs
(komMnneKTyBaHHA
nonepegHLo
HanoBHEHOro
wnpurua,
MapKyBaHHA Ta
nakyBaHHs):
MekkempxiHr
KoopgiHeiitopc,
Nnc (PCl),
CronyyeHi WraTn
(CWA); Bunyck
cepiii:
AcTpa3eHeka Ab,
LlIBeuisi;

TepaneBTUYHUX NOKa3aHHAX
(oofaBaHHA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y
3aTBEPLKEHOMY NOKa3aHHi). 3MiHU
BHECEHO [0 iHCTPYKLi AN1s
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posainy
"Moka3aHHs" (BHECEHHS HOBOTO
nokasaHHA: XPOHIYHUIA PUHOCUHYCUT
3 HasanbHUMK noninamu (XPC3HIM))
Ta yHacnifok go posginis
"®apmMakosioriyHi BnacTnsocTi”,
"Oco61BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Oitn", "Mo6ivHi peakuii".BBegeHHA
3MiH NPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.

B mexax 3MiHW HafaHO OHOB/EHWI
MYP, Bepcis 6.2. Pestome MNYP
Bepcis 6.2 goaaetbes.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
o6MmexyBavem MonepeaHbO
X0Ay NOPLUHSA; N0 HanoBHeHa
1 nonepefHbLO LINpUL-pyYKa:
HanoBHEHiIl Bupo6HMLTBO
LUINPUL-PYYLL nikapcbKoro
0/1HOPa30BOro 3acoby, nepBuHHe
BUKOPWUCTaHHSA AN1A nakyBaHHS,
aBTOMaTNYHOrOo BUMNPOOYBaHHSA
BBE[EHHS B KOHTPOJIIO AKOCTi:
KapTOHHI KOpooL;j AmreH
MaHydekuypiHr
Nimiten NNC (AML
NNC), CnonyyeHi
LWratn (CWA);
Bunpo6ysaHHs
KOHTPOJTHO SIKOCTI:
AwmreH IHK. (AMreH
TayseHg Oykc abo
ATO), CnonyueHi
LWratn (CWA);
BTopuHHe
nakysaHHs
(kOMNNEeKTYBaHHSA
nonepeaHL0
HanoBHeHOI
LUNPUL-PYYKK,
MapKyBaHHS Ta
nakyBaHHS):
MekkemXKiHr
KoopgiHeiitopc,
nnc (PCl),
CnonyyeHi Wratn
(CLUA); Bunyck
cepii:
AcTtpa3eHeka Ab,
Lseujs
196. | TE/IMICTA® Telmisarta | enmicap | C09D Tabnetkn, 40 mr/5 KPKA, a.4., CnoBeHi | BignoBiganbHuii 3a | CrioBeHi BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/20961/01/01
TPIO n, TaH, X08 Mmr/12,5 mrno 7 HoBo mecTo a BMPOGHMLTBO "in a mMartepianis: 3miHu | TUny - 3MiHn peyenmom | nions2
amlodipine | amnoau Tabnetoky bulk", nepsrHHe wofo 6esnekn/edekTMBHOCTI Ta ae
and niH (y 6nictepi; no 4 abo Ta BTOPUHHE hapmakoHarnsgy. 3miHa y KopoTkili
hydrochlor | Burnagi 12 6nictepiB y nakyBaHHs, XapakTepucTuLi Nikapcbkoro 3acoby,
othiazide amnoau Kopoo6ULi KOHTPO/b cepii Ta TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
niHy BUMyCK cepii MeAMYHOro 3aCTOCYBaHHA Ha




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
6ecunar KPKA, a.4., Hoso nigcTaBi perynsipHoO OHOB/IHOBAHOIO
y) Ta mecTo, CrioBeHis 3BiTYy 3 6e3Mekun Nikapcbkoro 3acoby,
rigpoxno abo gocnimkeHs 3 6e3neku
poTiasng 3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
[ocnigpkKeHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuydHmnx
pocnigpkeds (PIP) (iHwi 3MiHM) 3MiHK
BHECeHi f0 po3giny "MobiyHi
peaxuii” iIHCTPYKUii A1 MeguyHoro
3aCTOCyBaHHSA NiKapCcbKoro 3acoby
LoAo 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuUHM TeniMicapTaH (Bepcis
eCT/[, 0001). BBeAeHHs 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPAKEHHS.
197. | TEIMICTA® Telmisarta | enmicap | C09D Tabnetkn, 80 mr/5 KPKA, a.4., CnoBeHi | BignoBigasnbHuii 3a | CroBeHi BHECEHHS 3MiH A0 peecTpaljiinHmx 3a He UA/20961/01/02
TPIO n, TaH, X08 mr/12,5 mr no 7 Hoso mecTo A BMPOGHMLTBO "in A marepianis: 3miHu | TMny - 3MiHK peyenmowm | nionse
amlodipine | amnoau TabneToky bulk", nepsuHHe Loao 6e3nekn/edeKTUBHOCTI Ta ae
and niH (y 6nictepi; no 4 abo Ta BTOPUHHE thapmakoHarnsagy. 3MiHa y KopoTkii
hydrochlor | Burnagi 12 6nicTepiB y nakyBaHHs, XapaKTepucTuLi NikapcbKoro 3acoby,
othiazide amnoau Kopoobui KOHTPO/Ib cepii Ta TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
niHy BWMNYCK cepii MeAMYHOro 3acToCyBaHHA Ha
6ecunar KPKA, a.4., HoBo nigcTasi perynsipHoO OHOB/IOBAHOTO
y) Ta mecTo, C/ioBeHis 3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby,
rigpoxno abo gocnimxkeHb 3 6e3neku
poTiasung 3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
[ocnimKeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy negiatpuydHmnx
pocnigkeds (PIP) (iHwi 3MiHW) 3MiHK
BHeceHi f0 po3ainy "MNo6iyHi
peaxuii” iIHCTPYKUii o158 MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
oo 6e3neku 3acTocyBaHHs Aitouoi
peyoBUHM TesMicapTaH (Bepcis
eCT/[1, 0001). BBeaeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS.
198. | TE/IMICTA® Telmisarta | enmicap | C09D Tabnetku, 80 KPKA, a.4., CnoBeHi | BignoBigasibHuii 3a | CroBeHi BHECEHHS 3MiH 0 peecTpaliintHmx 3a He UA/20961/01/03
TPIO n, TaH, X08 Mr/10 mr/12,5 mr HoBo mecTo Ll BMPOGHMUTBO "in A mMartepianis: 3miHu | Tuny - 3MiHn peyenmowm | niossie




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
amlodipine | amnoaun no 7 TabneTok y bulk", nepsrHHe oo 6e3nekn/edyeKTMBHOCTI Ta ae
and niH (y 6nicTepi; no 4 abo Ta BTOPUHHE hapmakoHarnsgy. 3miHa y KopoTkili
hydrochlor | Burnagi 12 6nictepiB y nakyBaHHs, XapaKTepucTuLi Nikapcbkoro 3acooby,
othiazide amnogn KopoobUi KOHTPO/Ib cepii Ta TeKCTi MapKyBaHHS Ta IHCTPYKUiT ans
niHy BUMYyCK cepii MeAMYHOro 3aCTOCYBaHHA Ha
6ecunar KPKA, a.4., Hoso nigcTasi perynsipHoO OHOB/IOBAHOr0
y) Ta mecTo, C/ioBeHist 3BiTYy 3 6e3nekun nikapcbkoro 3acooby,
rigpoxso abo gocnigpkeHb 3 6e3nekn
poTiasung 3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
[OCNimpKeHb, NPoBeAEHNX
Bi4MOBIAHO A0 MNaHy neaiatpuydHnx
pocnipxersb (PIP) (iHWi 3MiHK) 3MiHK
BHeceHi o po3giny "Mo6iyHi
peakuii” iIHCTPYKLii g1 MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby
o0 6e3nekn 3acTocyBaHHs Ajiroyoi
peyoBUHM TesIMicapTaH (Bepcisi
eCT/[ 0001). BBeeHHs 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS.
199. | TE/IMICTA® Telmisarta | enmicap | C09D Tabnetku, 80 KPKA, a.4., CnoBeHi | BignoBiganbHuii 3a | CroBeHi BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20961/01/04
TPIO n, TaH, X08 Mr/10 mr/25 mr no HoBo mecTo a BMPOGHMLTBO "in a marepianis: 3miHu | Tuny - 3miHn peyenmowm | nionse
amlodipine | amnogu 7 TabneTok y bulk", nepsuHHe Loao 6e3nekn/edeKTMBHOCTI Ta ae
and niH (y 6nictepi; no 4 abo Ta BTOPUHHE hapmakoHarnsgy. 3miHa y KopoTkili
hydrochlor | Burnsgi 12 6nictepiB y nakyBaHHs, XapaKTepucTuLi Nikapcbkoro 3acooby,
othiazide amnogu Kopoo6Li KOHTPO/Ib cepii Ta TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
niHy BUMyCK cepii MeAMYHOro 3aCTOCYBaHHA Ha
6ecunar KPKA, a.4., Hoso nigcTasi perynsipHoO OHOB/IOBAHOr0
y) Ta mecTo, CroBeHis 3BiTYy 3 6e3Mekn Nikapcbkoro 3acoby,
rigpoxsno abo gocnimxeHb 3 6e3nekn
poTiasung 3acTOCyBaHHSA NikapcbKoro 3acoby B

nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
[OCNigpKeHb, NPOBeAEHNX
BiANOBIAHO A0 NiaHy negiaTpuyHnx
pocnigpxeHsb (PIP) (iHWi 3MiHK) 3MiHK
BHeceHi f0 po3giny "Mo6iyHi
peakuii" iHCTpyKLii 415 MeauyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
LoAo 6e3nekn 3acTocyBaHHs Airoyoi
peyoBUHM TesIMicapTaH (Bepcis




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

eCT/[1, 0001). BBeaeHHs 3miH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

200.

TEPBI3NN

terbinafine

Tep6iHa
thiHy
rigpoxno
pna

DO1A
E15

Kpem 1% no15ry
Ty6i; no 1 Ty6i B
KapTOHHiiA
ynakoBLi

BAT
"leneoH
PixTep"

Yropim
Ha

BAT "l'eneoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy; KOHTaKkTHOI 0cobm
3 (hapmakoHarnsgy 3assHuka ans
3[iiCHEHHS hapmMakoHarnagy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeli.
3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg, B Ykpaini. 3miHa
MiCLie3HaX0MKEHHSI MacTep-haiina
cuctemn hapmakoHarnagy. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI
LisNbHOCTI 3 hapmakoHarnsgy.

6e3
peyenma

UA/4558/01/01

201.

TETPAKCUM
®ITETRAXIM
BAKLMHA
ons
NPODINAKTU

Diphtheria
-pertussis-
poliomyelit
is-tetanus

andtepi
AHWIA
aHaToKC
NHY;

npaBLeB

JO7CA
02

cycnexsia ans
iH'ekyjii; mo 1
nonepeaHbL0
3anoBHEHOMY
wnpuyy no 0,5 mn

CaHodi
BiHTpon
IHpacTpi

®paHuis

BMPOGHMLTBO
roTOBOro
Hepo3dhacoBaHOro

npoAaykty,
KOHTPO/Ib SIKOCTI,

®paHuis
/

YropLum
Ha

BHECEHHS 3MiH 1O peecTpaLiiHnx
marepianis: 3miHa 3asBHuKa /13
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Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
KN ni (1 posa) 3 BTOPVHHE BBEEHHS 3MiH- NPOTArom 6-Tn
LOUNGTEPII, aHaToKC NPUKpPINIeHo nakyBaHHs, BUMYCK MicALiB nicna 3aTBepmKeHHs. 3MiHU
NMPABLA, UHY; rosnkoto (abo 2-ma cepii: | Tuny - AAMIHICTPaTUBHI 3MiHW.
KALUTIOKY aHTUreH oKpeMummn CaHodpi BiHTpon 3MiHa HaliMeHyBaHHs Ta/abo
(ALENONAP n Bordet rofikamu), o IHaacTpi, ®paHuis; ajpecy Micus NpoBayKeHHS
HUIA ella pert MICTUTb CyCneHsito MOBHUIA LMKN AiSNbHOCTI BUPOOHUKA (BK/THOYatouM,
KOMMOHEHT ussis: ONs1 iH'ekuin, B BMPOGHMLTBA, 3a HeobXigHOCTI, MicLie NpoBeAEeHHS
)TA - KapTOHHI KopooLli KOHTPO/Ib SIKOCTI, KOHTPOJIH0 SIKOCTI), a60 B/lacHUKa
noniomMien Kawlok 3 MapKyBaHHAM BTOPUHHE MacTep-chaiina Ha A®l, abo
TY oBwUiA yKparHCbKol abo nakyBaHHs1, BUMYCK noctavyasibHuka A®I/BuxigHoro
AACOPBOBA aHaToKC aHrnincekoto, abo cepii: marepiany/peareHTy/nPoMiKHOIo
HA, UHY; HLIMK CaHodi BiHTpon NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
IHAKTUBOBA - thinam iHO3EeMHUMYK IHAacTpi, ®paHuis; BMPO6HMUTBI A®DI (SKLLO 3a3HAaYEHO
HA, PIAKA EHTHWIA T MoBamu; no 1 BUNYCK cepil: y [OCbE Ha nikapcbkuii 3aci6) 3a
emarnoTt nonepeaHLo CaHodi-ABeHTic BiICYTHOCTI cepTudpikata
WHIH (O 3anoBHEHOMY 3pT., YroplwuHa; Bi4NOBIAHOCTI EBpONENCHKIl
A wnpvyy no 0,5 mn BTOPUHHE hapmakonei y 3aTBepKeHoMy
iHaKTMBO (1 posa) 3 nakyBaHHs: [ocbe, abo BUPOOHMKA HOBOT
BaHWiA Bi NPVKPINIEHO KioHe + Haresb [0MNOMIDKHOT PEUYOBUHM (SIKLLLO
pyc rosnkoto (abo 2-ma K., YropwuHa 3a3Ha4yeHo Yy JOCbE)..
nosniomie oKpemMumu 3MiHM Ha3BU MaigaHuuKiB,
nity® rofikamu), o Bi4NOBiAA/IbHMX 3a KOHTPOJIb AKOCTI
Tmny MIiCTUTb CYCMNeHs3ito Ta BUpo6HuuTBo A®| Sanofi Pasteur
1 (Maho AN iH'eKUii B Ha Sanofi Winthrop Industrie.
ney); KapTOHHIM Micuepo3sTallyBaHHS 3a/IMLAETLCS
Tmny Kopob6Li, B AKili He3MiHHMM. BHeCeHHSs pefakuiinHx
2 (MEF- MICTUTBCSA npasoK. TepMiH BBELEHHS 3MiH-
1); CcTaH4apTHO- NPOTSrom 6-Tu MicALiB nic/s
™ny eKcrnopTHa 3aTBepMKeHHS. 3MiHu | TNy -
3 (Sauke ynakoBka Ta AJMiIHICTpaTMBHI 3MiHW. 3MiHa
tt); iHCTpYKLUia ans HaliMeHyBaHHA Ta/abo agpecu micus
' apcop6 MeAn4yHOro NPOBaMKEHHS AiSNbHOCTI
OBaHi Ha 3aCToCyBaHHA 3 BMPOGHMKa/iMnopTepa rotoBoro
rigpaTos MapKyBaHHSIM NiKapcbKoro 3acoby, BK/OHakum
aHomy yKpaiHCcbko abo AinbHUUI BUNYyCKy cepii abo micue
aOMiHi aHrnilicbkoto, abo NpoBeAEHHS KOHTPOJIIO AKOCTI.
10 HLWMMK (AisNbHICTB, 3a 5Ky BigNOBIgaE
rifgpokcu iHO3eMHUMUY BMPOGHMK/IMNOpTeEp, BK/IOYaUM
ni MoBamMu BUMYCK cepilt).
SKynbTW 3MiHM Ha3BW MaingaHumkiB Mapci /1
BOBaHi ETyanb (BUpOGHMLITBO rOTOBOrO
Ha Hepo3hacoBaHOro NPoaykTy,
KNiTMHax KOHTPO/Ib SIKOCTi, BTOPMHHE




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
Vero nakyBaHHs1, BUNycK cepii) Ta Basib-

[Ae-Polii (NoBHUIA LMKN BUPOGHMLTBA,
KOHTPO/Ib AKOCTi, BTOPUHHE
nakyBaHHsi, BUNyck cepii) 3 Sanofi
Pasteur Ha Sanofi Winthrop Industrie
Ta NPMBEAEHHSA HaNUCaHHA agpecu y
BiAMOBIAHICTb A0 aAMIHICTPATUBHNX
[OOKYMeHTIB. MicLie3HaxomKeHHs
3a/IMLLIAETLCA HE3MIHHOW. BHECEHHSA
pefakuiinHmx npaBok. 3MiHW BHECEHO
B IHCTPYKLO AN19 MeMYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y
po3ginu "BMpo6HuK",
"MicLe3HaxomKeHHS BUPOGHMKa Ta
afpeca Micus NpoBaKeHHs /oro
LiSNbHOCTI" 3 BigNOBIAHMMM 3MiHAMK
B TEKCTi MapKyBaHHS yMaKoBOK.
TepMmiH BBeLleHHS 3MiH- NPOTArom 6-
TV MiCALIB NiC/1A 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Wwoao
6e3nekn/eheKkTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn).
3MiHV BHECEHO B TEKCT MapKyBaHHsA
yNakoBKW NiKapcbKoro 3acoby y
NYHKT 5 (10roTmn 3asBHKKa). Takox
[0[AeTbCA KOPEKTOPChKA NpaBka B
3aro/iIoBKy TEKCTY MepBUHHOT
yNakoBKW. TepMiH BBEAEHHS 3MiH-
NPOTArom 6-Tu MicALiB nicns
3aTBepKEHHSA. 3MiHK | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYaK4n
AinbHULI BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOJIHO AKOCTI.
([isnbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, HE BK/IOYaumn
BMNYCK Cepili).
3MiHa Ha3BW BUPOOHNMKA, L0
BiNOBIAAaE 3a BTOPUHHE NaKyBaHHSA
3 CaHodpi-ABeHTIC 3pT., YroplmHa




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
Ha KioHe + Harenb KdT., YropuwmHa.
Hemae 3MiH y Micui po3TallyBaHHSA
BMPOGHUYOI AiNbHUL, @ 3a3HaYeHHs
agpecy BUpobHMKa,
BiANoBi4a/IbHOro 3a BTOPUHHE
nakyBaHHs1, MPUBEAEHO Y
BignoBigHICTb A0 cepTudiikaty GMP.
TepMiH BBEEHHS- NPOTArom 6-Tu
MicALIIB NiC/1A 3aTBEPLPKEHHS.
202. | TUSUHOH nitisinone HiTU3NHO | A16A Kancysnm Teepai no HOBEN Typeuun HOBEN INAY Typeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/19460/01/01
H X04 5 wr, no 60 kancyn | IJJAY CAHAT Ha CAHAI BE Ha marepianis: 3miHu | Tuny - 3mMiHn 3 | peuenmom
y NNacTnKoBoMy BE TIOXAPET A.LL. AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTeliHepi, o 1 TIOKAPET KOHTposb roToBOro MikapcbKoro
KOHTEliHepy B A.LL. 3acoby. 3MiHa napameTpiB
KapTOHHiiA cneuudikauii Ta/abo fonycTUMUX
ynakoBLi MEX roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) YTOYHEHO po3ain
«Onuc» B cneumdikadii Ta Metogax
KOHTPOJI0 TOTOBOTO J1iKapCbKOro
3acoby, a came: i3 onucy BUy4eHO
«Ne 3» (Homep kancynu). 3MiHn
BHECEHO B po3ain "/likapcbka
hopma” (OCHOBHI (Pi3NKO-XiMiYHI
B/1ACTMBOCTI) B IHCTPYKLIit0 ANs
MeJMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby. BBeAeHHS 3MiH
NPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
203. | TUSNHOH nitisinone HITU3MHO | A16A Kancynu Teepgi no HOBEN Typeyun HOBEN INAY Typeyun BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19460/01/02
H X04 10 mr, no 60 IIAY CAHAI Ha CAHAI BE Ha matepianis: 3MiHn | Tuny - 3MiHM 3 | peyenmom
Kancyny BE TIOXAPET A.LL. AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
nNacTMKoBOMy TIOXAPET KOHTpO/Ib rOTOBOrO NiKapcbkoro
KOHTelHepi, no 1 A.LL. 3acoby. 3miHa napameTpis

KOHTEliHepy B
KapTOHHil
ynakoBLi

cneuudikauin Ta/abo gonycTummx
MEX roTOBOrO /iKapCcbKoro 3acoby
(iHLWi 3MiHW) YTOYHEHO po34in
«Onuc» B cneuudikauii Ta MeTogax
KOHTPOJIH0 FOTOBOIO NliKApCbKOro
3acoby, a came: i3 onucy BUIYyYEHO
«Ne 3» (Homep kancynu). 3MiHu
BHeCeHO B po3ain "/likapcbka
dopma" (OCHOBHI (Di3MKO-XIMIUHI
B/1ACTUBOCTI) B iHCTPYKLtO A/1s




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby. BBegeHHs 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHSA
204. | TIBOPTIH® arginine apriHiHy BO5X pO34MH Ans TOB "lOpis- | YkpaiHa | TOB "tOpis-®apm” | YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/8954/01/01
hydrochlor | rigpoxno | BO1 iHdy3iid, 42 mr/mn Papm” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
ide png no 100 mn a6o no AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
200 My nnswkax Cuctema
CKNSAHMX abo KOHTeliHep/3aKyrnopoBasibHWiA 3aci6.
noniMepHux; no 1 3MiHa nocTavasibHVKa nakyBaslbHUX
nnsawui y kopooui mMaTtepianis abo KOMMNIEKTYUMX
3 KapTOHY (AKW0 3a3Ha4YeHo B AOCLE) (3amiHa
abo gogaBaHHA nocTavyasibHUKA)
[ofaBaHHA noctavanibHUKa
nakyBaslbHUX MaTepianis
nepBrHHOro nakysaHHsA TOB
«CKNSIHHWIA aflbsiHC». 3MiHK | TUny -
3MiHWM 3 IKOCTi. FTOTOBWIA Nikapcbkunii
3aci6. 3MiHV Y BUPOOHMLTBI. 3MiHN Y
npoueci BUpo6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO JliKapCbKoro 3acoby (iHLi
3MiHW) fofaBaHHA a/lbTEPHATUBHOIO
MeToAy KOHTposito 06'emy Bl (Boga
NSt iH'eKUilA) Ta pO34MHY NPOMIXHOT
npoaykKuii y peakTopi, a came
BaroBOro MeToAy Ha OCHOBI
NOKa3HMKIB TEH30METPUYHUX
[JaTuvKiB, iIHTErPOBaHUX Y
TEXHOOrYHi EMHOCTI
205. | TOPACEMIA torasemid Topacem | CO3C Tabnetku no 10 mr CaHpo3 CnoseHi BUPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 0 peecTpaviitHmx 3a He UA/9619/01/03
CAHAO03® e ia A04 no 10 TabneTok y dapmachbHoTi a MOBHUM LMK/IOM: Ha/ marepianis: 3miHu | Tny - 3mMiHM 3 | peyenmom | nidsnse
6e3BoaH 6nictepi; no 2 abo Kan3 a.a. CanTac Papma MonbLia sIKoCTi. [oTOBWIA Nikapcbkuii 3aci6. ae
ni 3 abo 9 abo 10

6nictepiB y
KapTOHHI KopooLli

'm6X, HimeuunHa;

BUPOGHMLTBO 3a
MOBHWUM LMK/IOM:
Nek C.A., MNonbwa

nepBuHHe Ta
BTOPUHHE

Cucrema
KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa po3Mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3MiHa KinibKoCTi
oAvHMLUb (Hanpwkias TabneTok,
amny TOLLO) B ynakoBLi:) - 3MiHa y
Jiana3oHi 3aTBepakeHnX po3mipis
YNaKoBKM - AOAaBaHHSA YNaKkoBKU




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nakyBaHHs, BUMYCK
cepii:
Nek C.A., MNonbua

[O151 TOTOBOTO NiKapCbKOro 3acoby
Topacewmig CaHfo3® ans
3apeecTpoBaHoro psaay Ao03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
Tabnetok y 6nictepi; no 3 6nictepu
Yy KapTOHHIlA Kopobui. MaTtepian i
po3Mip (KiNIbKICTb O4NHULb
nikapcbKoi hopmMmn) NepBUHHOT
YyNaKoBKM HE 3MIHIOKTbCS.
3aTtBeppxeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepis y
KapTOHHI KOpOoO6Lj; 3anponoHOBaHO:
no 10 TabneTok y 6nictepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI KOpO6Lj. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLUi
ANA MeVYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby, Ta sk HacnigokK
[oAaBaHHA [0LATKOBOro BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 3 6iCTEPU Y KAPTOHHIN
KOpoObLi 3 MapKyBaHHSAM
YKpaiHCbKOK MOBOI0). BBEeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
3MiHa po3Mmipy ynakoBku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok,
amny/ TOLLO0) B yNakoBLi:) - 3miHa y
fianasoHi 3aTBepAKeHNX po3mipis
yMakoBKM - AOAaBaHHSA YNaKkoBKu
0151 TOTOBOrO NiKapCbKoro 3acoby
Topacewmig CaHao3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
TabneTtok y 6nictepi; no 9 6nictepis
y KapTOHHii kopobui. MaTepian i
po3mip (Ki/IbKiCTb OANHULb




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

nikapcbkoi oopMmM) NEPBUHHOI
YMaKoBKN HE 3MIHIOKTbCS.
3aTtBepaxeHo: Mo 10 TabneTtok y
6nictepi; no 2 abo 10 6nicTepiB y
KapTOHHI KopobLj; 3anponoHoBaHoO:
no 10 Tabnetok y 6nictepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI KopobLji. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLIi
ANs MeAnYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby, Ta siKk HacnigokK
[ofaBaHHA [OAATKOBOrO BUAY
ynakoBku (no 10 TabneTok y
6nicTepi; No 9 6/icTepiB Yy KAPTOHHIi
KOpO6Li 3 MapKyBaHHAM
YKpaiHCbKO MOBOI0). BBeAeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUnY - 3MiHK
oo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna
Aii) BunyyenHs cunu gii 5 mr (PN Ne
UA/9619/01/02) gnsi nikapCbkoro
3acoby Topacemig CaHpo03®,
Tabnetku no 5 mr, no 10 mr, no 20
mr, no 50 mr, no 100 mr, no 200 mr
3a iHiuiaTneK 3asBHMKa. Cunu gii
nikapcbkoro 3acoby (no 10 wmr, no 20
mr, no 50 mr, no 100 mr, no 200 mr),
0N SKMX peecTpauiiiHi nocBig4YeHHs
NPOAOBXYIOTb 6YTW YNHHUMU,
BignoBigaloTh BKasiBkaMm 3
[03yBaHHS Ta TPUBAJIOCTI
NiKyBaHHS, SK BKa3aHO iHCTPYKLT
[ONs MeANYHOro 3aCTOCYyBaHHS.
3MiHV BHECEHO [0 iHCTPYKUIiT Ans
MeMNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainis:
"Cknag", "Nlikapcbka chopma”,
"MokasaHHs", "OcobMBOCTI
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403" Woa0
BW/yYEHHS [03yBaHHA 5 mr, 3
Bif4noOBigHVMM 3MiHAMMW 0 TEKCTY




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MapKyBaHHS YNakoBKU J1ikapCbKoro
3aco6y (BUyYEHHS TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3acoby An1a A03yBaHHsS 5 Mr).
BBefeHHA 3MiH NPOTATroM 6-Tu
MicsLIIB NIiC/1A 3aTBEPLPKEHHS.
206. | TOPACEMIA torasemid Topacem | CO3C Tabnetku no 20 mr CaHpos CnoBeHi BVMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/9619/01/04
CAHAO03® e ia AO4 no 10 TabneTok y PapmacbHoTi a NOBHUM LMK/TOM: Ha/ marepianis: 3MiHu | TUny - 3MiHu 3 peyenmom | nions2
6e3BoaH 6nicTepi; no 2 abo Kan3 a.a. CanoTac Papma MonbLa AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. ae
nia 3 a6o 9 abo 10 M6X, HimeyunHa; Cucrtema

6nictepiB y
KapTOHHi KopobLyi

BVMPOGHMLTBO 3a
NMOBHVM LK/TOM:
Nek C.A.,
MonbLya;

nepBuHHe Ta
BTOPUHHE
nakyBaHHSs, BUNYCK
cepii:
Nex C.A,, Monba

KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3MiHa po3mipy ynakoBku rotosoro
nNikapcbKoro 3acoby (3MiHa KinbKoCTi
oAVHWUG (Hanpukniag TabneTtok,
amny/ TOLLO) B yNakoBLi:) - 3miHa y
Jiana3oHi 3aTBepAXeHNX po3MipiB
yNakoBKM - fofaBaHHS yNakoBK/
0151 TOTOBOTO NiKapCbKOro 3acoby
Topacewmig CaHgo3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 wr), a came: no 10
Tabnetok y 6nictepi; no 3 6nictepu
y KapTOHHii kopobui. MaTepian i
po3mip (KiSTbKiCTb OANHULLb
niKkapcbkoi hopMmn) NEPBUHHOI
YNaKoBKN HE 3MiHIOKTbCS.
3aTtBeppxeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepiB y
KapTOHHI KopobLj; 3anponoHOBaHo:
no 10 tabneTok y 6nictepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI Kopobuj. 3MiHVM BHECEHO
[0 po3ainy "YnakoBka" iIHCTPYKUiT
AN MeMYHOro 3aCToCyBaHHA
nNiKapcbKoro 3acoby, Ta sk HacnigokK
[ofaBaHHA [04ATKOBOIo BUAY
ynakoBku (no 10 TabneTok y
6nicTepi; no 3 671iCTEPN Y KAPTOHHIi
KOpOO6Li 3 MapKyBaHHAM
YKpaiHCbKOI MOBOI0). BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHM | TMNY - 3MiHK




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3MiHa po3Mipy ynakoBKu roTOBOro
nikapcbKoro 3acoby (3MiHa KifibKoCTi
OAVHMLL (Hanpuknag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3mMiHa y
Jiana3oHi 3aTBepayKeHnX po3mipis
yNakoBKM - f0fjaBaHHS YMakoBK/
L0151 TOTOBOTO NiKapCbKOro 3acoby
Topacewmig CaHAo03® ans
3apeecTpoBaHoro psaay Ao03yBaHb
(no 10 wmr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
Tabnetok y 6nictepi; no 9 6nictepis
Y KapTOHHIlA Kopobui. MaTtepian i
po3Mip (KiNIbKICTb O4NHULb
nikapcbKoi hopmMun) NepBUHHOT
YyNaKoBKM HE 3MIHIOKTbCS.
3aTtBeppxeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepis y
KapTOHHI KOpOoO6Lj; 3anponoHOBaHO:
no 10 TabneTok y 6nictepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI KOpO6L,j. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLUi
ANA MeVYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby, Ta sk HacnigoK
[oAaBaHHA [0LATKOBOro BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 9 6/icTepiB Y KAPTOHHIN
KOpoObLi 3 MapKyBaHHSAM
YKpaiHCbKOK MOBOI0). BBEeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna
4i7) BunyuyeHHsa cunm gii 5 mr (P Ne
UA/9619/01/02) ons nikapcbkoro
3acoby Topacewmig CaHa03®,
Tabnetkv no 5 mr, no 10 wmr, no 20
mr, no 50 mr, no 100 mr, no 200 mr
3a iHiujaTBm 3asBHMKa. Cunnm aii
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nikapcbkoro 3acoby (no 10 wmr, no 20
Mmr, no 50 mr, no 100 mr, no 200 mr),
[ANA AKNX peecTpauiiiHi NocBigYeHHs
NPOAOBXYIOTb BTV YNHHVMU,
Bi4NOBIfal0ThL BKa3iBkaM 3
[03yBaHHsA Ta TPUBasIOCTI
NiKyBaHHS, SIK BKa3aHO iHCTPYKL,iT
[ANs MegnyHOro 3acToCcyBaHHS.
3MiHV BHECEHO A0 IHCTPYKLUIT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3fainis:
"Cknag'", "NNikapcbka chopma”,
"MokaszaHHs", "OcobnmBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta [403u" LWoao
BW/yYEHHS A03yBaHHA 5 mr, 3
BiANOBiAHVMMN 3MiHAMUW [0 TEKCTY
MapKyBaHHS YNakoBKW JliKapCbKoro
3aco06y (BW/TyYEHHST TEKCTY
MapKyBaHHS1 YNakoBKU J1ikapCbKoro
3acoby Ana Ao3yBaHHA 5 Mr).
BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB Nicnsa 3aTBepKEHHS.

207.

TOPACEMI,
CAHA03®

torasemid
e

Topacem
i
6e3804H
nit

C03C
AO4

Tabnetkun no 50 mr
no 10 TabneTok y
6nicTepi; no 2 abo
3 abo 9 abo 10
6nictepiB y
KapTOHHI KopooLli

CaHpo3
dapmachbHoTi
Kans 4.4.

CnoseHi
A

BVMPOGHMLTBO 3a
MOBHUM LVK/IOM:
Cantotac dapma
'm6X, HimeuunHa;

BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Nek C.A.,
MonbLa;

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
Nek C.A., MNonblwa

Himeyun
Ha/
MonbLua

BHECEHHS 3MiH 1O peecTpaLifiHnx
marepianis: 3miHu | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
3MiHa po3Mipy ynakoBKv roToBOro
nNikapcbKoro 3acoby (3MiHa KinbKoCTi
oAvHMLUb (Hanpwkiag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa y
Aiana3oHi 3aTBepakXeHnX po3mipis
YNaKkoBKM - f0fjaBaHHS YNakoBK/
[N rOTOBOrO NiKapCbKoro 3acoby
Topacewmig CaHgo3® ans
3apeecTpoBaHoOro psay A03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
TabneTtok y 6nictepi; no 3 6nictepu
Y KapTOHHiIi1 kopobui. MaTepias i
po3mip (KiNbKICTb O4MHULb
niKkapcbkoi oopMmM) NEPBUHHOI

3a
peyernmom

He
nionsie
ae

UA/9619/01/05




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

YNaKoBKN HE 3MIHIOKTbCS.
3aTtBeppxeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepis y

KapTOHHI KOpOoO6Lj; 3anponoHOBaHO:
no 10 TabneTok y 6nictepi; no 2 abo

3 abo 9 abo 10 6nicTepiB y

KapTOHHI KOpO6L,j. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLUi
ANA MeVYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby, Ta sk HacnigoK
[oAaBaHHA [0LATKOBOro BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 3 6iCTEPU Y KAPTOHHIN
KOpoObLji 3 MapKyBaHHSAM
YKpaiHCbKOK MOBOI0). BBEeHHSA
3MiH NPOTArom 6-Tu MicsALiB nicns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
3MiHa po3mipy ynakoBKku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok,
amny/ TOLLO0) B yNakoBLi:) - 3miHa y
fianasoHi 3aTBepAKeHNX po3mipis
yMakoBKM - AOoAaBaHHSA YNaKkoBKU
0151 TOTOBOrO NiKapCbKoro 3acoby

Topacewmig CaHao3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10

TabneTok y 6nictepi; no 9 6nictepis
y KapTOHHii kopobui. MaTepian i
po3mip (KibKICTb O4MHNLb
nikapcbkoi hopMmn) NEPBUHHOI

YyNaKoBKN HE 3MiHIOIOTHCS.
3arBepmkeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepiB y

KapTOHHi KopobLj; 3anponoHOBaHo:
no 10 Tabnetok y 6nicTepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHi Kopobui. 3MiHVM BHECEHO
00 po3diny "YnakoBka" iHCTPYKLUi
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ANA MeAnYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby, Ta siKk HacnigokK
[ofaBaHHA [OAATKOBOrO BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 9 6/icTePiB Yy KAPTOHHIi
KOpO6Li 3 MapKyBaHHAM
YKpaiHCbKO MOBOIO). BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHM | TUNY - 3MiHK
oo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna
Aii) BunyyenHsa cunv gii 5 mr (PN Ne
UA/9619/01/02) gnsi nikapCbkoro
3acob6y Topacemig CaHao03®,
Tabnetkv no 5 mr, no 10 mr, no 20
mr, no 50 mr, no 100 mr, no 200 mr
3a iHiuiaTneK 3asBHMKa. Cunu gii
nikapcbkoro 3acoby (no 10 wmr, no 20
mr, no 50 mr, no 100 mr, no 200 mr),
0N SKMX peecTpauiiiHi nocBig4YeHHs
NPOAOBXYIOTb 6YTW YNHHUMU,
BignoBigaloTh BKasiBkaMm 3
[03yBaHHS Ta TPUBAJIOCTI
NiKyBaHHS, SK BKa3aHO iHCTPYKLT
[ONs MeANYHOro 3aCTOCYyBaHHS.
3MiHV BHECEHO [0 iHCTPYKUIiT Ans
Me/MNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby A0 po3ainis:
"Cknag", "Nlikapcbka chopma”,
"MokasaHHs", "OcobMBOCTI
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403" Woa0
BW/yYEHHS [03yBaHHA 5 mr, 3
BigMNOBigHMMM 3MiHAMMK [0 TEKCTY
MapKyBaHHS1 YNakoBKU J1ikapCbKoro
3ac06y (BUNYYEHHS TEKCTY
MapKyBaHHS! YNakoBKW J1ikapCbKOro
3acoby 4519 [03yBaHHA 5 Mr).
BBefieHHs1 3MiH NpoTArom 6-Tn
MicsILiB Mic/s 3aTBEPAKEHHS.

208.

TOPACEMIZ,
CAHA03®

torasemid
e

Topacem
in
6e3B04H

Cco3C
A04

Tabnetkn no 100
mr no 10 TabneTok
y 6aicTepi; no 2

CaHpo3
PapmachbHoTi
Kan3 g.4.

CnoseHi
2]

BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
CantoTtac ®apma

Himeuun
Ha/
MonbLa

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA NTikapcbkuii 3aci6.

3a
peyenmom

He
nionsie
ae

UA/9619/01/06




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
nii abo 3 abo 9 abo m6X, HimeuunHa, Cuctema

10 6nicTepiB y
KapTOHHi KopoobLyi

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
Nexk C.A.,
MonbLa;

nepBrHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
Nek C.A., MNonbua

KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa po3mipy ynakoBKku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok,
amny/ TOLLO0) B yNakoBLj:) - 3miHa y
fianasoHi 3aTBepAKeHNX po3mipis
yMNakoBKM - AOAaBaHHSA YNaKkoBKu
0151 TOTOBOrO NiKapCbKoro 3acoby
Topacewmig CaHao3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 wmr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
TabneTtok y 6nictepi; no 3 6nictepu
y KapTOHHii kopobui. MaTepian i
po3mip (KibKICTb O4MHULb
nikapcbkoi hopMmn) NEPBUHHOI
YyNaKoBKN HE 3MiHIOIOTHCS.
3arBepmkeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepiB y
KapTOHHi KopobLj; 3anponoHOBaHo:
no 10 Tabnetok y 6nicTepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI Kopobui. 3MiHVM BHECEHO
00 po3giny "YnakoBka" iHCTPYKLUT
AN MeMYHOro 3aCTOCyBaHHA
nNiKapcbkoro 3acoby, Ta sk HacnigoK
fofaBaHHA [0AATKOBOIo BUAY
ynakoBku (no 10 TabneTok y
6nicTepi; no 3 61iCTEPN Y KAPTOHHIi
KOpOO6Li 3 MapKyBaHHSIM
YKpaiHCbKOI MOBOI0). BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 AKOCTi. F0TOBUIA NnikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBasibHUI 3aci6.
3MiHa po3Mipy ynakoBKv roToBOro
NikapcbKoro 3acoby (3MiHa KifbKoCTi
oanHMUb (Hanpukniag TabneTtok,
amny TOLLO) B ynakoBLi:) - 3MiHa y
Aiana3oHi 3aTBepXeHnXx po3mipis
YNaKOBKM - l0flaBaHHS YNaKOBKM
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[O151 TOTOBOTO NiKapCbKOro 3acoby
Topacewmig CaHfo3® ans
3apeecTpoBaHoro psaay Ao03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
Tabnetok y 6nictepi; no 9 6nictepis
Yy KapTOHHIlA Kopobui. MaTtepian i
po3Mip (KiNIbKICTb O4NHULb
nikapcbKoi hopmMmn) NepBUHHOT
YyNaKoBKM HE 3MIHIOKTbCS.
3aTtBeppxeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepis y
KapTOHHI KOpOoO6Lj; 3anponoHOBaHO:
no 10 TabneTok y 6nictepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI KOpO6Lj. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLUi
ANA MeVYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby, Ta sk HacnigokK
[0faBaHHA JOA4ATKOBOrO BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 9 6/icTepiB Y KAPTOHHIN
KOpOO6Li 3 MapKyBaHHAM
YKpaiHCbKOK MOBOI0). BBEeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna
4i7) BunyuyeHHsa cunm gii 5 mr (P Ne
UA/9619/01/02) ons nikapcbkoro
3acoby Topacewmig CaHa03®,
Tabnetkv no 5 mr, no 10 wmr, no 20
mr, no 50 mr, no 100 mr, no 200 mr
3a iHiujaTBy 3asiBHMKa. Cunn aii
nikapcbkoro 3acoby (no 10 mr, no 20
mr, no 50 mr, no 100 mr, no 200 wmr),
L5 SIKNX peecTpaLiiHi NOCBiAYEHHST
NPOAOBXYIOTb BYTW YNHHVMU,
BiAANOBIAAOTL BKasiBkam 3
[,03yBaHHS Ta TPMBasIOCTi
NiKyBaHHSA, SIK BKa3aHO IHCTPYKLi
ANA MeNYHOro 3aCTOCYyBaHHS.
3MiHV BHECEHO A0 iHCTPYKLUIT Ans
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209.

torasemid

MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3finis:
"Cknag", "Nikapcbka chopma”,
"MokasaHHs", "OcobnmBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta [03u" Woao
BW/yYEHHS A03yBaHHA 5 mr, 3
BiANOBiAHVMMN 3MiHAMU [0 TEKCTY
MapKyBaHHS YMakoBK/ NiKapcbkoro
3aco06y (BW/TyYEHHST TEKCTY
MapKyBaHHS1 YNakKoBKU J1ikapCbKoro
3acoby Ana Ao3yBaHHA 5 Mr).
BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB Nicnsa 3aTBepKEHHS.

TOPACEMI,
CAHA03®

e

Topacem
i
6e3804H
nit

C03C
AO4

Tabnetkn no 200
mr no 10 TabneTok
y 6nicTepi; no 2
a6o 3 abo 9 abo
10 6nicTepiB y
KapTOHHI KopooLli

CaHpo3
dapmachbHoTi
Kans 4.4.

CnoseHi
A

BVMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Cantotac dapma
'm6X, HimeuunHa;

BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Nek C.A.,
MonbLa;

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
Nek C.A., MNonblwa

Himeyun
Ha/
MonbLua

BHECEHHS 3MiH 1O peecTpaLifiHnx

marepianis: 3miHu | Tuny - 3miHn 3

sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema

KOHTeliHep/3aKyrnopoBasibHWii 3acib.

3MiHa po3Mipy ynakoBKv roToBOro

nNikapcbKoro 3acoby (3MiHa KinbKoCTi

oAvHMLUb (Hanpwkiag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa y
Aiana3oHi 3aTBepakXeHnX po3mipis
YNaKkoBKM - f0fjaBaHHS YNakoBK/
[N rOTOBOrO NiKapCbKoro 3acoby
Topacewmig CaHgo3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 mr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
TabneTtok y 6nictepi; no 3 6nictepu
Y KapTOHHiIi1 kopobui. MaTepias i
po3mip (KiNbKICTb O4MHULb
nikapcbkoi hopMun) NepBUHHOT
yNaKoBKN He 3MiHIOIOTbCS.
3aTtBepaxeHo: Mo 10 TabneTtok y
6nicTepi; no 2 abo 10 6nicTepiB y
KapTOHHI Kopobuj; 3anponoHOBaHo:
no 10 Tabnetok y 6nicTepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI Kopo6Li. 3MiHM BHECEHO
00 po3ainy "YnakoBka" iHCTPYKLIi

ANA MeanyHoro 3actocyBaHHA

3a
peyernmom

He
nionsie
ae

UA/9619/01/07
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NiKapcbKoro 3acoby, Ta sk HacnigokK
[oAaBaHHA [0LATKOBOro BUAY
ynakoBku (no 10 Tabnetok y
6nicTepi; No 3 6iCTEPU Y KAPTOHHIN
KOpoObLi 3 MapKyBaHHSAM
YKpaiHCbKOK MOBOI0). BBEeHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHA. 3MiHN | TUNY - 3MiHW
3 AIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa po3mipy ynakoBku rotosoro
NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oAnHULb (Hanpuknag TabneTok,
amny/ TOLLO0) B yNakoBLi:) - 3miHa y
fianasoHi 3aTBepaKeHMX po3mipis
yMakoBKM - AOoAaBaHHSA YNaKkoBKU
0151 TOTOBOrO NiKapCbKoro 3acoby
Topacewmig CaHao3® ans
3apeecTpoBaHoro psay A03yBaHb
(no 10 wmr, no 20 wr, no 50 mr, no
100 wmr, no 200 mr), a came: no 10
TabneTok y 6nictepi; no 9 6nictepis
y KapTOHHii kopobui. MaTepian i
po3mip (KibKICTb O4MHNLb
nikapcbkoi hopMmn) NEPBUHHOI
YyNaKoBKN HE 3MiHIOIOTHCS.
3arBepmkeHo: Mo 10 TabneTok y
6nicTepi; no 2 abo 10 6nicTepiB y
KapTOHHi KopobLj; 3anponoHOBaHo:
no 10 Tabnetok y 6nicTepi; no 2 abo
3 abo 9 abo 10 6nicTepiB y
KapTOHHI Kopobui. 3MiHVM BHECEHO
00 po3giny "YnakoBka" iHCTPYKLUT
AN MeMYHOro 3aCTOCyBaHHA
nNiKapcbkoro 3acoby, Ta sk HacnigoK
fofaBaHHA [0AATKOBOIo BUAY
ynakoBku (no 10 TabneTok y
6nicTepi; No 9 6nicTepiB y KAPTOHHIi
KOpOO6Li 3 MapKyBaHHSIM
YKpaiHCbKOI MOBOI0). BBeeHHsA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHM | TMNY - 3MiHK




Ne

Hassa

MixxHapoo

Ha3ssa

n/n

JNliKapcbKo20
3acoby

Ha

Ha3sa*

HernameH
mosBaHa

HU

ditoyoi
peyosu

Koo
ATX

dopma suUnycKy

(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3as1BHUK
a

Bupo6Huk

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep

peecmpayitiHo
20

nocsioYyeHHs1

210.

TOPHIA, PT

torasemid

Cco3C

oo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna
Aii) BunyyenHs cunu gii 5 mr (PN Ne

UA/9619/01/02) gnsi nikapCbkoro

3acoby Topacemig CaHpo03®,
Tabnetku no 5 mr, no 10 mr, no 20
mr, no 50 mr, no 100 mr, no 200 mr
3a iHiuiaTneK 3asaBHMKa. Cunu gii
nikapcbkoro 3acoby (no 10 wmr, no 20
mr, no 50 mr, no 100 mr, no 200 mr),
0N SKMX peecTpauiiiHi nocBig4YeHHs

NPOAOBXYHOTb 6YTU YAHHUMU,

BignoBigaloTh BKasiBkam 3
[03yBaHHS Ta TPUBAJIOCTI
NiKyBaHHS, SK BKa3aHO iHCTPYKLT
[ONs MeAnYHOro 3aCTOCYyBaHHS.
3MiHV BHECEHO [0 iHCTPYKUIiT Ans
Me/MNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ainis:
"Cknag", "Nlikapcbka chopma”,
"MokasaHHs", "Ocob6MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403" Woa0

BW/yYEHHS [03yBaHHA 5 mr, 3
BigMNOBigHMMM 3MiHAMMK [0 TEKCTY
MapKyBaHHS1 YNakoBKU J1ikapCbKoro

3ac06y (BUNYyYEHHS TEKCTY
MapKyBaHHS! YNakoBKW J1ikapCbKoro
3acoby 4519 [03yBaHHA 5 Mr).

BBefieHHs1 3MiH NpoTArom 6-Tn

MicsILiB Mic/s 3aTBEPAKEHHS.

e

Topacem
i

A04

PO34MH AN

iH ekuild, 5 mr/mn,
no 4 mn B amnyni;
no5amnyny
6nictepi; no 1
6nictepy B nauui

MpuBartHe
akujioHepHe
TOBapuUCTBO

"lekxim-
Xapkis"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapuUCTBO

"Jlekxim-XapkiB"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULITBI. 3MiHa po3Mmipy
cepii (BKIOYaOUM gianasoH po3mipy
cepil) roTOBOro MikapcbKoro 3acoby
(3MeHLweHHA go 10 pasis) fogaHo
MeHLLMIA po3mip cepiii 20 000 wTyk
amny’, y 38’'A3Ky 3 BUPOGHNYOIO

HeobxigHicTio. 3aTtBepmxeHo: 50 000
WITYK amnyn ; 65 000 WwTyK ammnysi.

3a
peyenmom

3anponoHoBaHo: 20 000 WTyK

UA/18488/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
amnyn; 50 000 wTyk amnyn ; 65 000
LUTYK amny .
211. | TPA30O40H trazodone | Tpasogo | NOGA Tabnetku no 50 Megokemi Kinp BUPOGHMLTBO, Higepna BHECEHHS 3MiH A0 peecTpaljiinHmx 3a He UA/18391/01/01
MC HYy X05 mr, no 10 Nimiten KOHTPO/Ib AKOCTI, Haw/ Marepianis: 3miHu | Tuny - peyenmowm | nionse
rifgpoxno TabneToky BUNYCK cepil: Kinp AAMIHICTpaTBHI 3MiHW. 3MiHa ae
pna 6nictepi, no 3 PapmauesTiLl HaliMeHyBaHHS Ta/abo agpecy micus
6nictepn y AHnaniTiw NPOBaKEHHS AiANbHOCTI
KapTOHHI KopooLli NabopaTopiym BMPOGHMKa/iMnopTepa rotoBoro
[lyisen B.B., NikapcbKoro 3acoby, BKIOYAUN
Higepnavgy; AinbHULI BUNYCKy cepii abo micue
npoBeAeHHs1 KOHTPO/IO AKOCTI.
nepBrHHe Ta (aisnbHicTb, 3a AKy Bignosigae
BTOPUHHE BMPOGHMK/IMNOpTEp, BKIOYaUn
nakyBaHHs, BUMYCK Cepiii) yTOUHEeHHA agpecun
KOHTPO/Ib AKOCTI, BMPOGHWYOI AinbHULI Megokemi
BUMYCK Cepii: Nimitea, Kinp y BignosigHocTi Ao
Megokemi Nimiten, cepTtudpikaty GMP, 6e3 3miHn Micus
Kinp BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTpYKLUil0 ANS MeanyYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micud
NPOBaXEHHS NOro AisnbHOCTI" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BBefieHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
212. | TPA30O40H trazodone | Tpasogo | NO6A Tabnetkn no 100 Megokemi Kinp BVMPOGHMLTBO, Higepna BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/18391/01/02
MC HY X05 Mmr, no 10 NimiTen KOHTPO/Ib SIKOCTI, Hon/ MaTepianis: 3miHu | TNy - peyenmom | niossie
rigpoxno TabneToky BUMYCK Cepii: Kinp AZMiHICTpaTMBHI 3MiHW. 3MiHa ae
png 6nictepi, no 3 dapmaueBTiLl HaliMeHyBaHHS Ta/abo agpecu Micus
6nictepn y AHaniTiw NPOBaPKEHHS AiS/IbHOCTI
KapTOHHi KopobLyi Na6opaTopiym BMPOGHMKa/iMnopTepa rotoBoro
[OyiseH B.B., nikapcbKoro 3acoby, BK0YaK4n
HigepnaHau; AOinbHUL BUNYyCKy cepii abo micue
NpoBeAEHHSI KOHTPOJIHO SKOCTI.
nepBUHHe Ta (@isnbHiCTb, 3a Ky Bignosigae
BTOPWHHE BUPOGHMK/IMNOPTEP, BKIOYAOUN
nakyBaHHs, BUMYCK CEPiil) yTOUHEHHS agpecu
KOHTPO/Ib SKOCTI, BMPOGHWYOI AinbHNLI Megokemi
BMNYCK cepil: NimiTen, Kinp y BignosigHocTi Ao

Megpokemi Nlimitepq,
Kinp

ceptucpikaty GMP, 6e3 3MiHu micus
BMPO6GHMUTBA. 3MiHVN BHECEHO B




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
IHCTPYKLiO AN MeguyHoro
3aCTOCYBaHHSA NiKapCcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMpPOGHMKA Ta agpeca micus
NPOBaXEHHS Oro AisnbHOCTI" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BeefieHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
213. | TPU-PEron Levonorge | etuHinec | GO3A | TabneTtku, BKpUTI BAT Yropum BAT "lepeoH Yropuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/2939/01/01
strel and Tpagion, | BO3 060/10HKOH; "T'efieoH Ha PixTep" Ha mMartepianis: 3miHu | TUny - 3MiHn peuyenmom
ethinylestr | nesoHop Komb6i-ynakoska Ne PixTep" oo 6e3nekn/edeKTMBHOCTI Ta
adiol rectpen 21x1, Ne 21x3: no thapmakoHarnsgy. BeegeHHs abo

21 TabneTuyiB
6nictepi (6
Tabnetok
POXEBOro
Konoopy, 5
TabneTok 6inoro
Konoopy, 10
TabneTok TeMHO-
YXOBTOrO KOJIbOpY),
no 1 a6o 3
6nictepu pasom 3
KapTOHHUM
dyTnsapom ans
36epiraHHs
6nicTepiB B navuj

3MiHU [0 y3ara/lbHEeHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
dhapmakoHarnsgy; KOHTakTHOI 0cobm
3 (hapmakoHarnsgy 3assHuka ans
3[iicCHEHHSs hapmMakoHarnsgy B
YKpaiHi, KW BoHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX JaHNX
YNOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaiti.
3MiHa MicLe3HaxomKeHHA MacTep-
(haiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jiiCHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
214. | TPYKAN Capivasert | kaniace | LOLEX | TabneTku, BKpUTI ACTPA3EH LLIBeuis Bupo6HMLTBO, LLIBeuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/21160/01/01
ib pTn6 27 NNiBKOBOIO EKA Ab BMNPOOYBaHHSA mMartepianis: 3miHu | TUny - 3MiHn peyenmom
060/10HKOI0, MO KOHTPOJIO SIKOCTI, wofo 6e3nekn/edeKTMBHOCTI Ta
160 mr; no 16 nakyBaHHsI thapmakoHarniagy. BeegeHHsi abo
TabneTok, BKPUTMX (nepBuHHE Ta 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
NAiBKOBOO BTOPVHHE), BUNYCK cuctemy hapmakoHarnagy
0060/10HKO10, B cepii: (BBEAEHHSA y3araslbHEHUX AaHUX MPO
6nictepi; no 4 AcTtpa3eHeka Ab, cuctemy hapmakoHarnsagy, amiHa
6nictepu B Lseujs YNOBHOBaXEHOT 0CO6MU,
KapTOHHI KOpooL;j Bunpo6yBaHHs BigNoBiga/IbHOI 32 34iACHEHHSI
KOHTPOJTIO AKOCTi: dhapmakoHarnsgy; KOHTaKkTHOI 0cobm
AcTtpa3eHeka Ab, 3 (hapmakoHarnisgy 3asBHuka ans
LLIBeuis 3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi, Ko BoHa BiAMIHHA Bif
YNOBHOBaXeEHOT 0co6u,
BigNoBiga/IbHOI 3a 34jACHEHHST
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX A@HWX YNOBHOBaXKEHOI
0Co6M 3asiBHMKA 3 hapmakoHarnsgy.
215. | TPYKAN Capivasert | kaniace | LO1EX | TabneTku, BKpUTI ACTPA3EH Lseuis Bupo6HMLTBO, Lseuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/21160/01/02
ib pTn6 27 NAiBKOBOO EKA Ab BMNPOBYBaHHSA marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKO10, NO KOHTPOJI0 AKOCTI, Loao 6e3nekn/edeKTMBHOCTI Ta
200 mr; no 16 nakyBaHHs hapmakoHarnsgy. BeegeHHs abo
TabneTok, BKPUTHX (nepsBuHHe Ta 3MiHW [0 y3arasibHEHUX JaHuX npo
NMiBKOBOIO BTOPVHHE), BUNYCK cuctemy dhapmakoHarnagy

060/10HKOI0, B
6nictepi; no 4
6nictepu B
KapTOHHI KopooLli

cepii:
AcTpa3eHeka Ab,
LLiBeuis
Bunpo6yBaHHs
KOHTPOJIO SIKOCTI:
AcTtpa3eHeka Ab,
LBeuis

(BBEAEHHA Y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3assHuka gns
3[ificHeHHs1 hapMakoHarnaay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLleHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
KOHTaKTHUX JaHNX YMOBHOBaXKEHOI




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
0Co6M 3as1BHMKA 3 hapmakoHarnsgy.
216. | YMKAIOP® - ekcTpakT | R0O5 TabneTku, BKPUTI [Op. Binbmap | Himeuun [Op. Binbmap Himeyuun BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 niosnsie UA/6691/03/01
pigkuii 3 NNiBKOBOIO LLIsabe Ha LLIsa6e MvbX i Ko. Ha martepianis: 3miHu | TUny - 3MiHu 3 peyenma ae
KOPIHHSA o60s10HKo0, No 20 v6X i Ko. Kr AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
nenapro Mmr, rno 15 Kl 3MiHU Yy BUPOGHMLTBI. 3MiHK
Hil TabneToky BMNpo6yBaHb abo AOMYCTUMUX MEX,
0Q4YMTKOB 6nictepi; no 1 abo BCTaHOB/IEHNX Y cneuudikauisx, nig,
oi 2 6nictepu B Yyac BUpO6GHULTBA FOTOBOrO
(Pelargo KapTOHHIi Kopo6Lyi niKapcbKoro 3acoby (BUIyYeHHS
nium HecyTTEBOro BUNPOOyBaHHA B
sidoides npoLeci BUPO6GHULITBA) - BUTYYEHHSI

)

nyHkTiB IP1 (BUNpobyBaHHA B
npoueci BUpobHuuTBa) «HacunHa
LLINBHICTb» K HECYTTEBOIO |
3acTapifioro napameTpa Ans
NPOMDKHOI noAyKuii «FoToBOT ANs
npecyBaHHA CyMiLLli NenaproHii»;
BU/TYYEHHSA NYHKTY IP7
(BUNpob6yBaHHSA B NMPOLECI
BMPOGHMLTBA) «OAHOPIAHICTL Mack»
Ha «TabneTkn BKPUTI NAIBKOBOO
060/10HKOI». 3MiHW | TUNY - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
3MiHa y NepBUHHIli ynakoBLj
roTOBOrO NikapCcbKoro 3acoby
(AKiCHWIA Ta KiSTbKICHWIA cknag) -
Teepai nikapcoki hopmut - 3MiHa Y
NepBUWHHIlA yNakoBLji roTOBOro
nikapcbkoro 3aco6y 3 MBAX 40 r/m?
Ha MBAX 90 r/m?, antoMiHieBa
6nictepHa chonbra 3anMwaeTbCs
6e3 3MiH. 3MiHuW | TMny - 3MiHK 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roTOBOro MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX METOAAX
BMNPOGYBaHHS) 3MiHW Y MeTOSi
BMNpo6yBaHHA /13 3a Noka3HUKOM
«lgeHTudikauis» TLUX.




Ne

n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Hassa*

Ha3ssa
diroyoi
pedyosu
HU

Koo
ATX

dopma suUnycKy
(nikapcbka
¢popma,
ynakoska)

3asBHUK
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3as1BHUK
a
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KpaiHa
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ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHuM | TUNY - 3MiHK 3 AKOCTI.
['oTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagj (4OonoMiKHUX
peyoBUHAX) rOTOBOrO MiKapCbKoro
3aco0y (iHLWi AONOMiXHI pEYOBUHN) -
Byab-sika He3HayHa 3MiHa
KiNIbKICHOTO CK/1agy AOMOMIKHUX
PEYOBUH Y FOTOBOMY NliKAPCbKOMY
3aco6i. bapBHUKK fioKCKA TUTAHY i
okcug 3asisa xoBTuii (E 172)
BMK/OHAOTLCA 3i Cknagy n/iiBKOBOro
NOKPUTTS Ta 3aMIHIOETHCS LL/ISIXOM
KOPUryBaHHS KiJIbKOCTi BCIX iHLINX
[0MOMDKHUX PEYOBUH, AIKi MICTATbLCA
B MNOKPUTTI. 3MiHN BHECEHO Y PO34iN
"Cknag" (4ONOMiXHi pe4oBUHM) B
IHCTPYKLi0 ANA MeguyHOro
3aCTOCYBaHHS NikapCbKoro 3acoby.

217.

YHIKNO®EH

diclofenac

avknod
eHak

HaTpito

S01B
Co3

Kpanni ouHi,
po3uunH 0,1%, no 5
M abo no 10 mny
KOHTeliHepi-
KpanenbHuLj; no 1
KOHTelHepy-
KpanenbHuULi B
KapTOHHI KopooLli

TOB
"YHIME[
PAPMA"

Cnosal,
bka
Pecny6n
iKa

TOB "YHIME/L
DAPMA"

Cnosay,
bka
Pecnybn
iKa

BHECEHHS 3MiH A0 peecTpaLinHnx
marepianis: 3MiHu | TUny - 3MiHu 3
akocTi. CepTtudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi abo
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei: gna A®l; ans
BUWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN [ONOMIXKHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBponechkili
chapmakonei) - OHOBNEHWIA
cepTudiikat Bif yxe 3aTBepXEHOro
BUPOGHWMKa - MoAaHHS OHOBNEHOTO
cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei CEP
2009-303-Rev 05 (3aTBEpAXKEHO:
R1- CEP 2009-303-Rev 04) ons
Jitoyoi pevoBuHM JuknodpeHak

3a
peyenmom

UA/7856/01/01




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
HaTpIlo Bif 3aTBEPAKEHOIO
BMpo6HMKa OLON S.P.A., ITanis.
BBefieHHs1 3MiH NpoTArom 6 micsiuis
3 flaT 3aTBEPKEHHS.
218. | PAPMACYNI Insulin iHCYNiH A10A cycneHsisa gns AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/2319/01/01
H® H 30/70 (human) nofcekn | DO1 iH'ekuili, 100 "®papmak” marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
n MO/mn; no 3 mn B AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
6iocuHTe KapTpuaxi; no 5 3MiHU Yy BUPOGHMLTBI. 3MiHK
TUYHWI KapTpuaxis y BMNpo6yBaHb abo AOMYCTUMUX MEX,
(OHK- 6nictepi; no 1 BCTaHOB/IEHNX Y cneundikauisx, nig,
pekomb6i 6nictepy B nayui 3 Yyac BUpO6GHULTBA FOTOBOrO
HaHTHUIA KapToHy; no 5 mn nNikapcbKoro 3acoby (iHLWi 3MiHW)
) abono 10 mny 3miHu B po3gin 3.2.P.3.4. KoHTponb
donakoHi; no 1 KPUTUYHMX CTagii i NpoMiHOT
hnakoHy B navui 3 npoaykuii B cneuudikawio
KapToHY HemapkoBaHa npoaykuis B npoueci
pO371BY 151 MOKa3HMKa «3arasibHui
BMICT IHCYNiHY» f00A€ETbCA
anbTepHaTMBHa MeToAMKa
BU3HayeHHA AdY, 2.2.25.
219. | PAPMACYNI Insulin iHCyniH A10A cycneHsia ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/2320/01/01
H® H NP (human) noacebkn | CO1 iH'ekuin, 100 "®apmak” marepianis: 3miHu | Tny - 3MiHM 3 | peyenmom
" MO/mn; no 3 mn B sIKoCTi. [oTOBWIA Nikapcbkuii 3aci6.
6iocuHTe KapTpuaxi; no 5 3MiHN Y BUPOGHMLTBI. 3MiHK
TUYHWIA KapTpuaXiB y BMNpo6yBaHb abo AOMYCTUMUX MEX,
(OHK- 6nictepi; no 1 BCTaHOB/IEHMX Y cneumdikauisx, nig
peKkomoi 6nicTepy B nauui 3 yac BUPOBHMLTBA FOTOBOMO
HaHTHUIA KapToHy; Mo 5 mn nNikapcbKoro 3acoby (iHLwWi 3MiHN)
) abono 10 mny 3MmiHu B po3ain 3.2.P.3.4. KoHTposb
thnakoHi; no 1 KPUTUYHWX CTaZii | NPOMIKHOT
ch1akoHy B naui 3 npoaykuii B cneuudikawjio
KapToHYy HemapkoBaHa npoaykuis B npoueci
pO3nMBY A1 NOKa3HUKa «3arasibHuii
BMICT iHCYiHY» [0AaETbCA
anbTepHaTMBHa METoAMKa
BM3HayYeHHs Y, 2.2.25.
220. | PECro® Pertuzuma | neptysy | LO1FY | po3uuH gns TOB "Pow YkpaiHa | ®.XoddpmaHH-/1s LlBeiua BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/19640/01/02
b and Mab Ta 01 iH'ekujin, 1200 YkpaiHa" Pow NTpg, pist mMartepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
trastuzum Tpactysy Mmr/600 wmr; no 15 AKOCTi. A®l. BUpo6GHMLTBO. 3MiHa
ab Mab My chakoHi; no BMPOGHMWKA BUXiAHOr0/NPOMIXKHOTO

1 chnakoHy y
KapTOHHI Kopo6Lyi

NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHUYOMY
npoueci A®l, a6o 3miHa BUpoGHMKa




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
(BKNtOyatoumn, ge HeobxigHo, micue

NpoBefileHHA KOHTPOJI0 AKOCTi) API
(3a BigcyTHOCTI cepTudpikata
Bi4NOBIAHOCTI EBpONENCHKIl

hapmakonei y 3aTBepKeHoMy
[0CLE)(3MiHM [0 3aX0AiB,
noB'si3aHnX 3 koHTposniem A®I, abo
[oaaBaHHA dinbHULi, ae
npoBOANTLCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
3aMiHa BUPOBOHNYMX CDYHKLIA

AinbHuui Roche Diagnostics GmbH

(agpeca: Nonnenwald 2, 82377
Penzberg, HimeuunHa) 3

"00LaTKOBOT AiNIbHUL 3 TECTYBaHHA

Ha nentocnipy 4 6aHKy KNiTnH" Ha

"[oAatkoBa fiNbHULSA 3 TECTYBaHHSA

Ha Bipycu Ta Mikonnasmu'.
BBegeHHs1 3MiH MPOTATroM 6-Tu
MiCALiB Nicna 3aTBepKEHHS.

3MiHu | TUNY - 3MiHK 3 aKocTi. ADI.
KoHTposb A®I. 3miHa y MeToAax
BMNpo6yBaHHA A®I abo BUXigHOro
marepiany/npoMiKHOro
npoAaykTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AP (iHLWWI 3MiHK Y
MeTofax BUNPOOyBaHHs
(BKTHOYatoUM 3amiHy abo
[0noBHeHHs) A®| abo
BVXiAHOrO/NPOMIXXHOr0 NPOAYKTY) -
3amiHa NoTo4YHOI npoueaypu
TecTyBaHHS «laeHTudikaLis
MeTOA0M NEenTULHOIO KapTyBaHHSA
(Y®)» (Identity by Peptide Map (UV))
Ha HOBY npoueaypy «laeHTudikavis
MeTOA0M NEenTULHOIo KapTyBaHHSA
Lys-C» (Identity by Lys-C Peptide
Mapping) 4115 Ajto4oi peyoBUHN
nepty3ymab 4ss nigwkipHoro
BBefeHHs (SC). BBegeHHA 3MiH

NpoTArom 6-T1 MicALIB nicns

3aTBEPMKEHHSA. 3MiHM | TMNY - 3MiHK




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3 akocTi. A®l. CTabinbHicTb. 3miHa
nepiogy NOBTOPHUX
BunpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BifICYTHOCTi Y 3aTBEpA)KEHOMY [0CbE
cepTtudikaTa BifnoBigHOCTI
€Bponelicbkili dhapmakonei, Lwo
BK/IIOHAE Mepiog, NOBTOPHOTO
BUNPOOGYBaHHSA) (3MiHa Y
3aTBEPAKEHOMY NPOTOKONI
CTabiNbHOCTI) BHECEHHS 3MiH A0
3aTBEPKEHOr0 NMPOTOKO/Y
CTabiNbHOCTI 440l PpeYOBUHN
neptysymat ans nigLwkipHoro
BBefieHHs (SC), a came: -
BKJ/THOYEHHS KOHTPOJIbHOT TOUKM «30
MiCALiB» A1 Y3roMKEHHS 3
NOTOYHUM 3aTBEPLPKEHNM TEPMIHOM
NPWAATHOCTI; - YTOUYHEHHS cTaTtycy
KOHTPOJIbHOT TOUKM «36 MiCALiB» AK
«ONUiOHasIbHOI» (HE060B'A3KOBO),
OCKiNIbK/ BOHA BUXOAWTb 3a MeXi
NOTOYHOrO TEPMiHY NPUAATHOCTI; -
BUAAIEHHS «ONLOHA/IbHOI»
KOHTPOJIbHOT TOUKM «48 MicsLiB»,
OCKi/IbK/ BOHA TaKoX BUXOAWTb 3a
MeXi NOTOYHOro TEPMiHY
npuaaTHocTi». BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. SMiHM | TUnNY - 3MiHK
3 fkocTi. A®I. BupobHMuTBO. 3MiHa
BMPOGHMWKA BUXiAHOr0/NPOMIXXKHOTO
npoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoteci Adl, a6o 3miHa BUpoOHMKa
(BKOYatOUN, ie HeOb6XiAHO, MicLe
NpOBeAEeHHs KOHTPOSI0 SKOCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkilt
hapmakonei y 3aTBepgKeHoMy
[0CbE)(3MiHW [0 3aX0A4,B,
noB'sA3aHnX 3 KOHTponem A®l, a6o

[0JaBaHHs OifibHULi, Ae




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NpoBOANTLCA
KOHTPO/Ib/BUNPOBYBaHHSA cepil)
BBE/leHHSI BUPOOHMKA [Aito4oi
pevoBUHM NepTy3ymab ans
nigwkipHoro BBefeHHA Roche
Diagnostics GmbH, Sandhofer

Strasse 116, 68305 Mannheim,
Germany, fiKk 404aTKOBOI AifIbHUL
BiANOBIAA/IbHOI 38 KOHTPO/b SAKOCTI
LLIOZI0 NPOBEAEHHS BU3HAYEHHS
aKTMBHOCTI, LUSIAXOM 6i010riYHOro
aHaniy [aHTunponidepadis],
BK/TIOYAIOUN TECTYBaAHHS
cTabinbHOCTI. BBEAEHHS 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPHKEHHSA. 3MiHM | TNy -
AOMIHICTpaTVBHI 3MiHW. BUnyyeHHs
BMPOGHWYOT AinbHNL (BKIHOYAKOUM
OinbHuui gns A®l, npomMixkHoro
npoayKTy abo roToBOro fikapCbKoro
3aco6y, AiNbHULI A58 NPOBEeAEHHS
nakyBaHHs1, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepil,
MicLie NpoBeEHHS KOHTPO/IHO cepil)
ab0 nocrtavasibHMKa BMUXiAHOTO

maTepiany, peareHty abo

[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HaYeHo y [OCbE) BUNYUYEHHS
BMPOGHMYOT AinbHuLi Genentech,
Inc., 1 DNA Way, South San
Francisco, CA 94080, USA sk
[0[aTKoBE Micle BignosigasnibHe 3a
NpoBeAEHHSA KOHTPOJTO KNITUHHOI

KyNnbTypasibHOT pignHn (CCF) Ta

6aHKy KTiTUH B NpoLeci

BMPOOGHMLTBA Ai0HOI peYOBUHMU

nepty3ymab gss nigwkipHoro

BBefeHHs (SC). BBegeHHA 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPHKEHHS. 3MiHM | TNy -

AOMIHICTPaTVBHI 3MiHW. (IHLLi 3MiHW)

OHOB/IEHOIT JOKYMEHTaLii KOMNaHil

LL0A0 aAMIHICTPATMBHMX 3MiH, a
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came: - peopraHisyBaHHs CTPYKTypu
[0CbE LUNSXOM MepeHeceHHs
npoueayp aHanisy B NnpoLeci
BMPOOHWLTBA Ta NOB'A3aHNX 3 HUMU
Banigauii 3 posginy S.4.2 no
po3ainy S.2.4.; - OHOBNEHHSA
LLLOPIYHOrO NPOTOKOSY CTabisIbHOCTI
rotosoro npoaykty FDC (po3gin
P.8.2), 3 MeTOl0 YTOUHUTHK 21-
MICSIYHWI YacoBUIi MOMEHT 5K
«HEOBO0B'A3KOBUIN», LLIO NEPeBULLYE
NOTOYHWIA TEPMIH NpUAATHOCTI 18
MiCAILiB; - OHOB/IEHHS po3giny S.2.1
«BUPOGHMKM» WOA0 BUAANEHHS
yHKLUT Micus 36epiraHHs giroyol
pevoBUHM NepTy3ymab ans
nigLWwKipHoro BBeeHHA. BBeeHHsA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TMNY - 3MiHK
3 AkocTi. APl KoHTposnb APl 3miHa
y MeTofax sunpobysaHHsa APl abo
BUXIAHOTO MaTepiasty/npoMiXXHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BNPO6HMUTBA AD| (HE3HAYHI 3MiHM Y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHSA) BHECEHHS
HEe3HaUYHMX 3MiH 40 AHaNITUYHOT
npoueaypv BU3HaYeHHS aKTUBHOCTI
3a [J0MoMOroro 6i0/10riYHOro aHasisy
(aHTnponicepauin) ans gitoyoi
peyoBVHM NepTy3ymab ans
NiAWKIPHOrO BBEAEHHS.
MpOMNoOHOBaHO OHOBJIEHHS ONUCY
HanawTyBaHb Temneparypu ta CO2
nns CO2- iHky6aTtopa 3
KOHTPO/IbOBAHO BOJIONICTHO, a
came, OHOBJIEHO 3 JONYCTUMOro
Ajiana3oHy (BCTAHOB/IEHOrO Ha PiBHi
37 +1°C 35+ 1% CO2) go
LiSIbOBOro 3a7,aHOro 3Ha4eHHs
(BCcTaHOBMEHOro Ha piBHI 37°C 3 5%)
y nigposgini 2. BBegeHHs 3MiH
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NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AKocTi. A®l. KoHTponb API. 3miHa
y napameTpax cneuudikauiii Ta/abo

[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuudikalisix Ha A®l, abo
BVXIAHWA/MPOMIKHWIA
npoayKT/pearenT, Wwo

BMKOPUCTOBYIOTLCSA Y MPOLEC

BUpo6HMUTBa AP| (BUITYUYEHHS

He3Ha4yHOro NokKasHvKa AKOCTi
(Hanpuknag BUyYeHHs 3acTapinoro
NoKasHUKa)) BUAAIEHHS HE3HAYHOTO
napametpa «Cyma Baxkoro (HC) Ta
nerkoro (LC) naHutoris» (Sum of HC

and LC by R-CE-SDS) 3i
cneuudikauiii Aito4oi peyoBUHN
neptysymat Ans nigLkipHoro
BBefeHHS (SC). BBegeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMKEHHs. 3MiHu Il Tuny -
3MiHM 3 sikocTi. A®l. BUpo6GHULTBO.
3MiHu B npoueci BUpo6HuLTBa AdI
(3MiHa cTocyeTbCS akTUBHOI
peyoBuHY
6io10riYHOro/iMyHOM0riYHOro
NOXOMKEHHSI ab0 BUKOPUCTAHHSA
XiMiyHMX A®| y BUpOGHMUTBI
nikapcbkoro 3acoby
6io/10r4YHOro/iMyHOOrYHOTO

NMOXOMKEHHS, Sika MOXe mMaTu
3HaYHUIA BNIMB Ha SKICTb, 6e3neky

Ta e(peKTUBHICTb NikapCbKoro
3aco6by, i He CTOCY€ETbCS NPOTOKOsTY)

BMPOBa/PKEHHSA NpoLecy
BMPOOGHMLTBA Ai0HOI peYOBUHMU
nepty3ymab gss nigwkipHoro

BBefeHHs (SC) Bepcii 2.0 Ta
CYNPOBIAHMX AaHWX, L0 BK/IOYAIOTh!

- HOBa [BOpPIBHEBA cUcTeMa H6aHKy
KniTuH (MCB/WCB), oTpumaHa 3

TOro X hyHAAMEHTA/TLHOrO

6ionoriyHoro mxepena (CHO-K1) ta
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3 iJ&@HTMYHO NOCNIAOBHICTIO
KOZYBaHHSA aHTUTIfN; Taka X NiHis
KNITUH Ta cuctema 6aHKy KMiTUH, SK i
B 3aTBEPHKEHOMY KOMEpL,itHOMY
npoLieci BUpo6HMLTBA Aitoyol
peyvyoBuHM NepTy3ymab ans
BHYTPILLHbOBEHHOrO BBeAeHHS (IV)
Bepcii 2.0. - OHOBMEHWi Npouec
KyNbTUBYBaHHSA KNiTUH, 360py Ta
OUMLLIEHHS A1 BiANOBIAHOCTI
36iNbLUEHI Maci NpoayKTy Ta
OHOBJ/IEHHS 10 NOTOYHOI NAaTopmu
npouecy BUPOGHNULITBA aHTUTIN 3
BUKOPUCTAHHAM HaliCy4YacHiLWmnx
TeXHONOrii. Mpouec BUpoGHMLTBA
nepty3ymab SC Bepcii 2.0 €
iEHTUYHUM 3aTBEePLKEHOMY
KoMepLjiiiHoMy npoLiecy
BMPOOHMLTBA Ait040I pEHOBUHMN
nepty3ymab (1V) Bepcii 2.0 Big,
po3mopoxysaHHA WCB g0
inbTpauil VF 3 He3HaYHuMK
MoaudikaLismu ans agantauii o
ymoB nignpvemcTsa. Etann UFDF Ta
MPUroTYBaHHS Nikapcbkoi hopmm
(po3BefeHHA Ta KOHAMLOHYBaHHS)
3a/IMLLAITHCS TakUMK X, SK i B
MOTOYHO 3aTBEPKEHOMY NPOLEC
nepty3ymab SC Bepcii 1.0; -
OHOBJ/IEHHS TECTIB Ta NiMITIB
KOHTPO/II0 B MPOLECi BUPOGHNLITBA
ONA Y3rofpKeHHS 3 OHOB/IEHUM
BMPOGHMYMM NPOLLECOM, BK/IIOYA0UM
TeCTyBaHHS NPUAATHOCTI METOAMK
ans cknagis nynis (pool
compositions) npovecy sepcii 2.0; -
He3HauHi OHOBJ/IEHHS OLiHKM CQA,
BK/THOHAK0UM BMPOBaHKEHHS
Mogeneli cTpecy, penieBaHTHUX ANs
npouecy Bepcii 2.0. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMHKeHHs. 3miHu Il Tuny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapCbKnii




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3aci6. besneka CTOPOHHIX areHTiB.
OHoBNeHHSA iHdopMauii "OuiHka
6e3nekn CTOPOHHIX areHTiB" (po3ain
3.2.A.2) (eTann BMPOGHULTBA, SKi
[OCAiMKy0TbCA BNepLue Wwoao
OfIHOT0 @60 6isbLe CTOPOHHIX
areHTiB) OHOB/IEHHS iHChopmaii
«OuiHKa 6e3Mekn CTOPOHHIX
areHTiB» (po3gin 3.2.A.2) ans
npouecy BMPOBGHULTBA Aito40i
peyoBVHM NepTy3ymab ans
nigwkipHoro seegeHHs (SC) sepcii
2.0. IHchopmauis wopo 6e3nekn
6aHKiB K/MiTUH Ta AOCNiAKeHb
BIPYCHOIO OUYMLLIEHHS € TAKOK X, K i
0151 3aTBEPA)KEHOIO KOMEPL,NHOro
npotecy BUpo6HULTBA Aitoyol
peyoBuHW Bepcii 2.0 aAna
nepty3symaby ans
BHYTPILLUHbOBEHHOrO BBeAeHHSA (IV), i
3a/IMLLIAETLCA 3aCTOCOBHOI [0
npouecy BepobHuLTBa Bepcii 2.0
AitoyoT pevoBuHN nepTy3ymabdy SC.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
Il TMny - 3miHK 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BMXiAHOrO/NPOMIXXHOr0
npoayKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUPO6HMKa
(BKTOYatoun, fie HeobXigHO, MicLe
NpoBefEeHHs KOHTPO/IIO AKOCTi) API
(3a BiagcyTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHOMy
nocbe)(3miHa B A®I 6ionoriuHoro
NOXOKEHHS ab0o BUXigHOMY
marepiani/peareHTi/npoMixHOMY
NPOAYKTI, O BUKOPUCTOBYHOTHLCS
ANs BUPOGHMLTBA
6io/10r4YHOro/iMyHOMOrYHOTO
NiKapCbKoro 3acoby ) 3amiHa




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BMPO6HMKA BIAMNOBIAA/IbHOIO 3a
BMPOGHMWLTBO Ajil040T Pe4OBUHM
nepTty3ymaby Ans nigwkipHoro
BBeAeHHsA (SC) 3 Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA Ha Genentech, Inc., 1 Antibody
Way, Oceanside, CA 92056, USA.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
Il TMny - 3miHK 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BMXiAHOrO/NPOMIXXHOro
npoaykTy/peareHTy, Wwo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci Adl, abo 3miHa BUpO6HMKa
(BKTOvatoun, fie HeobXxigHo, Micue
NpoBefEHHS KOHTPOJIIO AKOCTi) API
(3a BiagcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHOMy
[OCLE)(3MiHM [0 3aX0p4iB,
NOB’A3aHNX 3 KOHTPO/IEM aKTUBHOT
pevoBUHM 6ioNOriYHOrO
NOXOPKEHHS: 3amiHa abo
[oaaBaHHA dinbHUL, ae
npoBOANTLCSA
KOHTPO/Ib/BUNPOBYBaHHS cepil,
BK/104AI0UM 3aCTOCYBaHHS
6ionoriyHoro/iMmyHonoriyHoro/iMmyHoxi
MiYHOro MeToAy) BBEAEHHS
Genentech, Inc., 1 Antibody Way,
Oceanside, CA 92056, USA sk
[0[ATKOBY Ai/TbHALIO 3 KOHTPOJIHO
AKOCTI (32 BUHSATKOM BU3HAUYEHHS
aKTUBHOCTI LUMSAXOM 6ionoriyHoro
aHanisy [aHTMnponidepauis]),
BK/IOYaAOUM TECTYBaHHS
CTabiNIbHOCTI Ajt040i PevyoBUHM
nepty3ymab 4ss nigwkipHoro
BBefeHHs (SC). BBegeHHA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS. 3MiHu Il TNy -




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

3MiHu 3 siKoCTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCcTUMMUX MEX,
BM3HAYEHUX y cneyudpikauisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHMLUTBA AD| (3MiHa no3a
Mexamy 3aTBEPA)KEHOrO fiana3oHy
y cneyudpikauii Ha AdI)
MPOMNOHYETHLCA 3MIHUTU BU3HAYEHHS
nokasHunka «Cyma
adhyko3ntoBaHHa» (Sum of
Afucosylation) gns gitoyoi peyoBuHN
neptysymat ans nigLkipHoro
BBefAeHHS (SC), L0 BU3HAYAETLCS
meTogom 2AB HILIC-UHPLC,
30Kpema: NoTOYHe BU3HAYEHHS (LLIO
BK/IHOYae raikaHn GO, G1, G2) i3
KpuTepiem NpuitHATHOCTI 1.8 - 6.8%
3aMiHIOETbCA Ha HOBE BU3HAYEHHS
(wo BxAovae rnikaHn GO-N, GO, G1,
MB5) i3 kpuUTEpIEM NPUIAHATHOCTI 2.5-
8.0%. OfHOo4YacHO NPOMOHYETLCA
3MIHUTK MeXy cneuudpikauii ans
nokasHnka MaHHo3a 5
(Bn3HauaeTbCs metofom 2AB HILIC-
UHPLC) gns gitoyoi pevoBuHmn
nepty3ymab SC 3 < 2,0% Ha < 3,0%.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB Nicns 3aTBEPAKEHHS. 3MiHK
I TMny - 3miHK 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOrO/NPOMIXXHOr0o
npoayKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci Ad®l, abo 3miHa BUpO6HMKa
(BKTOvatoun, fie HeobXigHo, Micue
NpoBefEeHHs KOHTPOJIIO AKOCTi) API
(3a BigcyTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHoOMy
[0CbE)(3MiHM [0 3aX0A4iB,
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NOB’AA3aHNX 3 KOHTPOJIEM aKTUBHOT
peyoBUHM BiosoriYHOrO
NOXOKEHHS: 3amiHa abo
[OJaBaHHs ginbHULi, Ae
npoBoOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepii,
BK/THOHAK0UN 3aCTOCYBaHHS
6ionoriyHoro/iMmyHonoriyHoro/iMmyHoxi
MiYHOrO MeToAy) BBEAEHHSA
Genentech, Inc., 1 Antibody Way,
Oceanside, CA 92056, USA sk
[0LATKOBY Ai/TbHALIO 3 KOHTPOSIO
SIKOCTi NpW BMNYCKY Ta
BMNpO6YBaHHA CTabisIbHOCTI ANs
npoteaypw TeCTyBaHHA aKTUBHOCTI
LI/ISIXOM 6i010riYHOro aHasnisy
(anTunponicepauisn) gioyor
peyvyoBuHM NepTy3ymab ans
NigLWKIPHOrO BBEAEHHS
(BMroTOBNIEHOTO 3a NPOL,ECOM BepCil
2.0). BBefieHHs 3MiH NpoTArom 6-Tu
MicsILiB Mic/s 3aTBEPAKEHHS.

221.

DECIo®

Pertuzuma
b and
trastuzum
ab

neprysy
Mab Ta
TpacTtysy
Mab

LO1FY
01

PO34MH AN
iH'ekwjin, 600
mr/600 mr; no 10
M1y ¢p1akoHi; no
1 donakoHy y
KapTOHHI Kopo6Lyi

TOB "Pow
YkpaiHa"

YKpaiHa

®.XodpdpmaHH-/15
Pow NTg

LlBeiiua
pist

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. BupobHmuTBO. 3MiHa
BMPOGHMKA BUXiAHOrO/NPOMIXHOro
NpoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Yy BUPOOHNYOMY
npoteci Ad®l, a6o 3miHa BUpoOHMKa
(BKOYatoun, fie HeobXxigHo, MicLe
NpoBeAeHHS KOHTPOJIO AKOCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichkit
thapmakonei y 3aTBepKeHOMy
[0CbE)(3MiHM [0 3aX0/4iB,
noB'si3aHnX 3 kOHTponem A®l, a6o
[OJaBaHHs GinbHULi, Ae
npoBoANTLCA
KOHTPO/b/BMNPOBYBaHHA cepil) -
3aMiHa BUPOBHNYMX CDYHKLIA
ninbHuui Roche Diagnostics GmbH
(appeca: Nonnenwald 2, 82377
Penzberg, HimeuunHa) 3

3a
peyenmom

UA/19640/01/01
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"0,04aTKOBOI Ai/TbHULj 3 TECTYBaHHSA
Ha nentocnipu Ans 6aHky KNiTMH" Ha
"fAopartkosa AifIbHULA 3 TECTYBaHHSA
Ha Bipycu Ta mikonaasmu".
BBefeHHA 3MiH NPOTATroM 6-Tu
MicALIB MICNA 3aTBEPLKEHHS.
3MiHn | TUny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BunpobysaHHA A®| abo BUXiAHOrO
martepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMpo6HMLUTBA AP (iHLWi 3MiHK Y
mMeTogax BUNpobyBaHHsA
(BKtovatoumn 3amivy abo
[OMOBHEHHS) Ad| abo
BMXiZAHOrO/NPOMIXHOr0 NPoAyKTY) -
3amMiHa NoTOYHOT Npoueaypu
TecTyBaHHS «laeHTndikayis
MeTOA0M NenTUAHOro KapTyBaHHA
(Y®)» (Identity by Peptide Map (UV))
Ha HOBY npoueaypy «lgeHTudikauis
MeTOA0M NenTUAHOro KapTyBaHHA
Lys-C» (Identity by Lys-C Peptide
Mapping) 4ns 4ito4oi peyoBrHN
neptysymab ans nigLwkipHoro
BBefleHHs (SC). BBefieHHs 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 aKocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs APl (3a
BiACYTHOCTI Y 3aTBEPAKEHOMY A0CHE
cepTudikaTa BignoBigHOCTI
€sponeiicbkiii hapmakonel, Lo
BK/THOYA€E Nepiog, MOBTOPHOrO
BMNpO6YBaHHSA) (3MiHa y
3aTBEPMHKEHOMY NPOTOKONI
CTabifIbHOCTI) BHECEHHS 3MiH A0
3aTBEPKEHOr0 NPOTOKO/Y
CTabiNIbHOCTI Ajit040i PevyoBUHM
nepTty3ymab ass nigwkipHoro




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BBeAeHHs (SC), a came: -
BK/IIOYEHHS KOHTPOSIbHOT TOUKMN «30
MicALIB» ANS Y3rO[KEHHS 3
NOTOYHUM 3aTBEPLKEHNM TEPMIHOM
npuAaTHOCTI; - YTOYHEHHS cTaTycy
KOHTPO/IbHOI TOUKM «36 MicALiB» K
«OrMuiOHa/IbHOT» (HEO6OB'A3KOBOT),
OCKiNIbK/ BOHA BUXOAUTb 3@ MeXi
NMOTOYHOrO TEPMiHY NPUAATHOCTI; -
BUATIEHHS «OMNLiOHA/IbHOI»
KOHTPOJIbHOT TOUKM «48 MicALiB»,
OCKi/IbKV BOHa TakoX BUXOAWTb 3a
MeXi MOTOYHOro TePMiHY
npugaTHocTi». BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMAKEHHS. 3MiHN | TNy - 3MiHK
3 gKocTi. A®l. Bupo6H1LUTBO. 3MiHa
BMPOGHUKA BUXIAHOrO/NPOMIKHOIO
npoAayKTy/peareHTy, Lo
BMKOPWCTOBYHOTLCS Y BUPOOHUYOMY
npoteci A®l, abo 3miHa BUPOBHMKa
(BkNtoyatoumn, ge HeobxigHo, micue
NpoBefileHHA KOHTPOJII0 AKOCTiI) API
(3a BigcyTHOCTI cepTudpikata
Bi4NOBIAHOCTI EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
[0CLE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 koHTposnem A®I, abo
[oaaBaHHA dinbHULi, ae
npoBOANTLCSA
KOHTPO/b/BUNPOBYBaHHSA cepii)
BBEJEHHS BUPOOHMKA Aito4oi
peyvyoBuHM NepTy3ymab ans
nigwkipHoro BBegeHHs Roche
Diagnostics GmbH, Sandhofer
Strasse 116, 68305 Mannheim,
Germany, SiK 404aTKOBOI AiNbHUL
BiAMNOBIAA/IbHOT 38 KOHTPO/Ib AKOCTI
LLIO/10 NPOBELEHHS BU3HAYEHHS
aKTMBHOCTI, LL/IAXOM 6i0/10riYHOr0
aHanisy [aHTunponidepadis],
BK/IHOYA0UM TECTYBAHHSA

CTabisibHOCTi. BBEAEHHS 3MiH




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHW | Tvny -
AAMIHICTpaTUBHI 3MiHW. BunyuyeHHs

BMPOBHMYOT AiNbHULL (BK/THOYAKOUN
ginbHuui ans A®l, npomMixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro
3acoby, AinbHULi 418 NPOBEAEHHS
nakyBaHHs, BUpOBHIKa,
BiZiNOBIfA/IbHOTO 3 BMMYCK Cepiid,
MicLie MPOBEAEHHS KOHTPOSTHO cepii)

abo nocrtavasibHWKa BUXiAHOrO
marepiany, peareHty abo
[0NOMIDKHOT PEUYOBMHM (SIKLLLO
3a3HaYeHO y [OCbE) BUNYUYEHHS
BMPOGHMYOT AinbHUL Genentech,
Inc., 1 DNA Way, South San
Francisco, CA 94080, USA sk
[ofaTtkose Miclie BignosifasibHe 3a
NPOBEAEHHS KOHTPOJItO KNITUHHOI
KynbTypasibHOT pigvHn (CCF) Ta
6aHKy KMiTUH B NpoLeci
BMPOOHMLTBA Ait040I pEHOBUHMN
neptysymat ans nigLwkipHoro
BBefleHHs (SC). BBefieHHs 3MiH
NPOTSArom 6-Tu MicALiB nic/s
3aTBEPKEHHA. 3MiHY | Tvny -
AAMIHICTPaTUBHI 3MiHW. (HLLI 3MiHW)
OHOB/IEHOT AOKYMEHTALiT KOMMaHiT
LLOA0 aAMIHICTPaTUBHUX 3MiH, a
came: - peopraHisyBaHHsi CTPYKTYpu
[0CbE LUNSAXOM NepeHeceHHs
npoueayp aHanisy B npoueci
BMPOGHMLTBA Ta NOB'A3aHUX 3 HAMMK
Bavlifauili 3 posginy S.4.2 ao
po3ainy S.2.4.; - OHOB/IEHHSA
LLLOPIYHOrO NPOTOKOSY CTabisIbHOCTI
rotosoro npoaykty FDC (po3gin
P.8.2), 3 MeToto yTOYHUTM 21-
MICSIYHWI YacoBUIAi MOMEHT 5K
«HEOO6O0B'A3KOBUIA», LLIO NePeBULLYE
NoTOYHWIA TEpPMiH NpuaaTHocTi 18

MicSIL|iB; - OHOB/EHHS po3diny S.2.1

«BUPOBHMKM» L1010 BUAAIEHHS
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OYHKLI Micua 36epiraHHs gjtoyoi
peyvoBMHM NepTy3ymab ans
niAWKIPHOro BBeAEHHS. BBEeAEHHSA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHA. 3MiHM | TUNY - 3MiHK
3 AKocTi. A®l. KoHTponb API. 3miHa
y MeTogax BunpobyBaHHa Ad| abo
BUXiAHOIO MaTepiasy/npoMixxHOro
nNpoAayKTy/peareHTy, LWo
BMKOPVCTOBYETbLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMHKEHNX MeTofax
BMNPOOGYBaHHS) BHECEHHS
HE3HaYHUX 3MiH 00 AHaNITUYHOT
npoteaypy BU3HaYEHHS aKTUBHOCTI
3a A0Nomoroto 6io/1orivyHOro aHanisy
(aHTunponicepalis) ana aivoyoi
peyvyoBuHM NepTy3ymab ans
NiALWKIPHOTrO BBEAEHHS.
MponNoHOBaHO OHOB/IEHHS ONKUCY
HanawTysaHb Temnepatypu ta CO2
ons CO2- iHky6aTtopa 3
KOHTPO/IbOBAHO BOJIOTICTIO, &
came, OHOBJIEHO 3 [JOMYyCTUMOro
[nOiana3oHy (BCTAHOB/IEHOIO Ha PiBHi
37+1°C 35+ 1% CO2) go
LiIbOBOro 3a/1aHOro 3HaYeHHs
(BCTAHOBMEHOrO Ha piBHI 37°C 3 5%)
y nigposgaini 2. BBeeHHA 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHK
3 AkocTi. APl. KoHTposnb A®L. 3miHa
y NapameTpax cneuudikaLiii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo
BUXIZAHUA/NPOMIXHWIA
NpoAyKT/peareHT, LWo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMPOGHULTBA ADI (BUNYYEHHS
He3HayHOro nNoKasHuKa sIKocTi
(Hanpvknag BUTy4YeHHS 3acTapinoro
noKasHuKka)) BUAA/IEHHSI HE3HAYHOTO
napametpa «Cyma Baxkoro (HC) Ta
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nerkoro (LC) naHutorie» (Sum of HC
and LC by R-CE-SDS) 3i
cneumdikauili Aito4oi pevoBUHM
nepty3ymab 4ss nigwkipHoro
BBefeHHs (SC). BBegeHHA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS. 3MiHun Il Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHuLTBO.
3MiHu B npoueci BUpo6HULTBa ADI
(3miHa cTOCY€ETbCSA aKTUBHOT
PeyoBWHM
6io/10r4YHOro/iMyHOOrYHOTO
NMOXOKEHHA ab0 BUKOPUCTaHHS
XiMiuHMX AD| y BUPOBHMLTBI
nikapcbKoro 3acoby
6i0N10rYHOro/iMyHOIOTIYHOTO
MOXOMKEHHS, sika MOXe MaTu
3HaYHWIA BN/IUB Ha SKICTb, 6e3neky
Ta e(PEKTUBHICTb NiKapCbKOro
3aco0y, i He CTOCYETbCS MPOTOKOJTY)
BNPOBa/PKEHHS npoLiecy
BMPOOHMLTBA Ait040I pEHOBUHMN
neptysymat ans nigLwkipHoro
BBefeHHs (SC) Bepcii 2.0 Ta
CYNPOBIAHMX AaHWX, L0 BKIOYAIOTh!
- HoBa ABOpiBHEBA cucTeMa 6aHky
KnitnH (MCB/WCB), oTpumaHa 3
TOro X hyHAamMeHTasIbHOro
6ionoriyHoro mkepena (CHO-K1) ta
3 ilEHTUYHOIO NOCNIAOBHICTO
KOZYBaHHS aHTUTIf; Taka X NiHis
KNITWMH Ta cuctema 6aHKy KiTUH, SK i
B 3aTBEP/KEHOMY KOMepLjiiiHOMYy
npoueci BUpo6HULTBA Aitoyoi
peyoBVHM NepTy3ymab ans
BHYTPILLHLOBEHHOTO BBEAEHHS (1V)
Bepcii 2.0. - OHOB/IEHUIA NpoLec
KyNbTUBYBaHHS KMiTUH, 360py Ta
OUMLLEHHA 419 BiAMNOBIAHOCTI
36i/bLUEHI/ Maci NpoAyKTy Ta
OHOBJIEHHS [0 NOTOYHOT Nnatdgopmu
npowecy BUPOBHNULTBA aHTUTIN 3
BMKOPMCTAHHSIM HalicyyacHIWnx
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TEeXHONOrii. Mpouec BUPOGHNLTBA
nepty3ymab SC Bepcii 2.0 €
iA@HTUYHUM 3aTBEPIKEHOMY

KOMepUiiHOMy npouecy
BMPOGHMLITBA Ajil0HO0T PeYOBUHM
nepty3ymab (IV) Bepcii 2.0 Big

po3mopoxysaHHA WCB go
inbTpauii VF 3 He3HauyHuMu
mMogudpikaLiamm ana agantauii go
ymoB nignpuemctea. Etann UFDF Ta
NPUroTYBaHHA NiKapcbkoi hopmu
(po3BefieHHA Ta KOHAWLIOHYBaHHS)
3aMLWATLCA TaKUMK X, 5K i B

MOTOYHO 3aTBEPKEHOMY NpOLEC
nepty3ymab SC Bepcii 1.0; -
OHOBJIEHHA TECTIB Ta NiMITIB

KOHTPOJIIO B NpoLeci BUpoGHMLTBA

0N Y3rOKEHHS 3 OHOB/IEHUM
BUPOGHNYMM MPOLLECOM, BK/IHOYAKOUY

TeCcTyBaHHS NPUAATHOCTI METOANK

Ana cknagis nynis (pool

compositions) npouecy Bepcii 2.0; -

He3HauHi OHOBNEHHS OLiHKM CQA,
BK/1OYAI0UY BNPOBAKEHHS

Mogeneli cTpecy, penieBaHTHUX ANs
npouecy Bepcii 2.0. BBeAeHHS 3MiH
NpoOTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS. 3MiHun Il Tuny -
3MiHu 3 SKOCTi. FOoTOBMIA NiKapCbKUiA
3aci6. be3neka CTOPOHHIX areHTiB.
OHoBNeHHSA iHdopMauii "OuiHka
6e3Mnekn CTOPOHHIX areHTiB" (po3ain

3.2.A.2) (eTanu BUPOOHULITBA, K

[OCNIMKY0TLCA BNepLue Wwoao
0[HOr0 abo 6isibLe CTOPOHHIX
areHTiB) OHOB/IEHHSA iHd opMaLliT
«OUjiHKa 6e3neKkn CTOPOHHIX
areHTiB» (po3gin 3.2.A.2) ana
npotiecy BUpobHULTBA fitoyoil
pevoBUHM NepTy3ymab ans
nigwkipHoro BBegeHHs (SC) Bepcii
2.0. Indpopmadiisi wono 6e3nekun
6aHKiB KMITUH Ta AOCAiIMKEHb




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BiPYCHOTIO OUMLLIEHHS € TAKOO X, 5K i
ONA 3aTBEPLKEHOro KOMepLiHOro
npotiecy BUpobHULTBA fitoyoil
pevoBuHM Bepcii 2.0 gns
nepTty3ymaby ans
BHYTPILLHbOBEHHOrO BBEAEHHS (1V), i
3a/IMLWAETLCA 3aCTOCOBHOK A0
npouecy BepobHuLTBa Bepcii 2.0
AitoyoT pevoBuHN nepTysymady SC.
BBegeHHs1 3MiH MPOTATroM 6-Tu
MicALiB Nicna 3aTBepmKeHHs. SMiHU
Il Tvny - 3miHK 3 AKocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA
BVXiZAHOrO/NPOMIXHOro
npoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoteci Adl, a6o 3miHa BUpoOHMKa
(BKOYatOUN, ie HeOO6XIAHO, MicLe
NpOBeEHHs KOHTPOSIO SKOCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkit
hapmakonei y 3aTBepgKeHoMy
pocbe)(3miHa B A®I GionoriyHoro
NOXOKEHHS1 abo BUXiAHOMY
mMaTepiasi/peareHTi/npoMixXHOMY
NPOAYKTI, O BUKOPUCTOBYHOTHCS
Ansa BUpobHMLTBA
6i0N10rYHOro/iMyHOI0TIYHOTO
nikapcbkoro 3acoby ) 3amiHa
BMPOGHUWKA BifNoBifabHOro 3a
BMPOOHMLTBO Ait040I pEHOBUHMN
nepTy3ymaby Ans NigLwKipHOro
BBeAeHHs (SC) 3 Lonza
Manufacturing LLC, 1000 New
Horizons Way, Vacaville, CA 95688,
USA Ha Genentech, Inc., 1 Antibody
Way, Oceanside, CA 92056, USA.
BBefeHHA 3MiH MPOTATroM 6-Tu
MicsLiB NiCNA 3aTBEPKEHHSA. 3MiHN
Il TMny - 3MiHK 3 kocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKA
BUXiHOr0/MPOMIXHOro
npoAayKkTy/peareHTy, Lo




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoteci Adl, a6o 3miHa BUpoOHMKa
(BKOYatoUn, fie HeobXigHO, MicLe
NpOBeAEeHHs KOHTPOSIO SKOCTi) AdI

(3a BigcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkiit
hapmakonei y 3aTBepgKeHoMy
[0CbE)(3MiHM [0 3aX0A4,B,
NOB’A3aHNX 3 KOHTPOIEM aKTUBHOT
PEYOBUHM GIONOFIYHOTO
NOXO/PKEHHSN: 3amiHa abo
[ofasaHHA finbHuL, ae
NpoBOANTLCA
KOHTPO/Ib/BMNPOBYBaHHSA cepii,
BK/10YAI0UM 3aCTOCYBaHHS
6i0/10r4YHOr0/iMyHO10TYHOTO/iMyHOXi
MiYHOro MeTofy) BBEAEHHS
Genentech, Inc., 1 Antibody Way,
Oceanside, CA 92056, USA sk
[0AATKOBY AiNIbHALIO 3 KOHTPOJIIO
AKOCTI (38 BUHATKOM BU3HAUYEHHS
aKTVMBHOCTI LLNSAXOM 6i0N10r4HOro
aHanisy [aHTunponidepauis]),
BK/IHOYA0UM TECTYBAHHSA
CTabiNIbHOCTI 440l PpEYOBUHN
neptysymab ans nigLwkipHoro
BBefleHHs (SC). BBefieHHs 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBepKeHHs. 3MiHu Il Tuny -
3MiHn 3 akocTi. A®l. KoHTposnb AdI.
3MiHa y napameTpax crneundikauiii
Ta/abo fonNycTUMUX MEX,
BM3HAYEHUX Y cneumdikaLlisx Ha
A®I, a60 BMXiAHWA/MPOMDKHWIA
npoayKT/pearenT, Wwo
BMKOPUCTOBYIOTLCSA Y MPOLEC
BMpO6HMUTBa AD| (3MiHa Mo3a
MeXaMu 3aTBeppKeHOro fianasoHy
y cneuudikauii Ha AdPl)
MPOMNOHYETLCA 3MIHUTU BU3HAYEHHS
nokasHuka «Cyma
adykosnntoBaHHa» (Sum of

Afucosylation) gns gitoyoi pe4oBUHN




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*

nepty3ymab 4ss nigwkipHoro
BBefeHHSA (SC), Lo BU3HAYaETbLCA
metogom 2AB HILIC-UHPLC,
30KpeMa: NoTOYHE BM3HAYEHHS (Lo
BK/ItOYae rnikaHn GO, G1, G2) i3
KpuTepiem NpuitHATHOCTI 1.8 - 6.8%
3aMIHIOETLCA Ha HOBE BU3HAYEHHSA
(wo Bktoyae rnikaHn GO-N, GO, G1,
M5) i3 KpuTepieM NPUIRHATHOCTI 2.5-
8.0%. OHOYaCHO NPOMOHYETLCA
3MIHUTY MeXy cneuudpikauii ans
nokasHuka MaHHo3a 5
(Bu3HavaeTbCa metogom 2AB HILIC-
UHPLC) gnsa gitoyoi pevoBuHn
nepty3ymab SC 3 < 2,0% Ha < 3,0%.
BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB nicna 3aTBepmKeHHs. 3MiHU
Il Tvny - 3miHK 3 AKocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA
BVXiZAHOr0/NPOMIXHOro
npoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Yy BUPOOHNYOMY
npoteci Adl, a6o 3miHa BUpoOHMKa
(BKOYatOUN, ie HeOO6XIAHO, MicLe
NpOBeAEeHHs KOHTPOSI0 SKOCTi) AdI
(3a BigcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelichbkit
hapmakonei y 3aTBepgKeHoMy
[0CbE)(3MiHM [0 3aX0A4,iB,
NOB’A3aHNX 3 KOHTPOIEM aKTUBHOT
PEYOBUHM GIONOFIYHOTO
NOXOKEHHSN: 3amiHa abo
[ofasaHHA finbHuL, ae
NpoBOANTLCA
KOHTPO/Ib/BMNPOBYBaHHSA cepii,
BK/10YAI0UY 3aCTOCYBaHHS
6i0/10rYHOro/iMyHO10TYHOTO/iMyHOXi
MiYHOro MeToay) BBEAEHHS
Genentech, Inc., 1 Antibody Way,
Oceanside, CA 92056, USA sk
[0AATKOBY AiNIbHALO 3 KOHTPOJIHO
AKOCTI NPW BUMYCKY Ta
BMNPOGYBaHHSA CTabiNbHOCTI Ans
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3acoby

MixxHapoo
Ha
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Hassa*
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HU
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ATX
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(nikapcbka
¢popma,
ynakoska)
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Ymosu
Bionycky
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Hﬂ**

Homep

peecmpayitiHo

20
nocsioYyeHHs1

npoueaypw TeCTyBaHHS aKTUBHOCTI
LIAAXOM 6i010riYHOro aHaisy
(aHTUNponichepavis) gitoyor
pevoBUHM NepTy3ymab ans
NiALWKIPHOro BBEAEHHSA
(BurotosneHoro 3a nNpoLLecom eepcil
2.0). BBeeHHsi 3MiH NpoTsArom 6-Tn
MicALiB Nicnsa 3aTBepKEHHS.

222.

®PIBPNUHASA-
10

cepparTio
nentuga
3ay
BUTNAAI
rpaxyn

MO9A

TabneTkn, BKPUTI
060/10HKO10,
KNLUKOBOPO3YMHHI
no 10 mr; no 10
Tabnetoky
6nictepi; no 1 abo
no 3, a6o no 10
6nictepiB y
KapTOHHI nayui

OPIAHOCU
H
NAVN®CAEH
CU3 (E®
3ET )

OAE

EBepTopxeH
Navich CaeHens
NimiTen

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | TMny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHVX Npo
cucTemy thapmakoHarnisgy, 3miHa
YNOBHOBaXEHOI 0co6MU,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapmakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6M,
BiANOBIfA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy (Bk4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BiANoBiAabHOI 3a
thapmakoHarnsag. BunyuerHs
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHMKA, BiANOBIA&/IbHOI 3a
3[iicCHEeHHSs hapmakoHarnagy B
YKpaiHi Ta i KOHTaKTHUX JaHuX.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemy hapmakoHarniagy.
3MiHa MicuA 34iACHEHHS OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.

3a
peyernmom

UA/10426/01/01

223.

®IBPUHA3A-
10

ceppario
nentuga
3ay
BUrIAAj

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UNHHI
no 10 wr in bulk:

OPFAHOCW
H
NAVNSCAEH
CU3 (E®

OAE

EBepToaeH
Naiicp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarisgy. BeeaeHHsi abo

UA/10427/01/01
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rpaHyn

no 2500 TabneTtok
Y KOHTelHepax

3ET)

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobw,
BiANOBiAA/IbHOT 32 34iICHEHHS
hapMakoHars4y; KOHTaKTHOI 0cobu
3 (hapMakoHarnagy 3asBHuka gns
3AiicHeHHA hapMakoHarnagy B
YKpaiHi, SIKLLO BOHa BigMiHHa Big,
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLeHHi MacTep-chaiina cucremm
thapmakoHarniagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BigNoBiAanbLHOI 3a
thapmakoHarnsg,. Bunyyerts
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHWKA, BiANOBIAa/IbLHOI 3a
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxXoMKEHHST MacTep-
tharina cuctemm hapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

224,

®IBPUHA3A-
20

ceppario
nentuga
3ay
BUrNAGI
rpaHyn

MO9A

TabneTku, BKpUTI
060/10HKOH,
KMLLKOBOPO3UNHHI
no 20 mr; no 10
TabneToky
6nictepi; no 1 abo
no 3, a6o no 10
6nictepiB y
KapTOHHIN nauuj

OPIrAHOCU
H
NANSCAEH
Cu3 (Ed
3ET )

OAE

EBepToaxeH
Naiich CaeHcnz
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
dhapmakoHarnsgy; KOHTakTHOI 0cobm
3 (hapmakoHarnsgy 3assHuka ans
3[iicCHEHHSs hapmMakoHarnsgy B
YKpaiHi, K0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBiga/IbHOI 3a 34iICHEHHSI

3a
peyenmom

UA/10426/01/02
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Koo
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ynakoska)
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Hﬂ**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnagy (Bkiovarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLeHHi MacTep-chaiina cucremm
thapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWX YOBHOBaXEHOI
ocobw, BiANoBiAabLHOI 3a
hapmakoHarnsg,. BunyyeHnxs
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHMKA, BiANOBIAa/IbHOI 3a
3[iiCHEHHS (hapMakoHarnisgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxXoMKEHHST MacTep-
tharina cuctemm hapmakoHarnsgy.
3MiHa Micus 34iiiCHEHHs1 OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.

225.

®DIBPUHA3A-

20

ceppario
nentuga
3ay
BUrNAGI
rpaHyn

TabneTku, BKpUTI
060/10HKOH,
KMLLKOBOPO3UNHHI
no 20 wr in bulk:
no 2500 TabneTok
y KOHTelHepax

OPIrAHOCH
H
NAVSCAEH
Cu3 (Ed
3ET )

OAE

EBepToaxeH
Naiich CaeHcns
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpaLinHx
mMartepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHNX NPo
cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm
3 (hapmakoHarnsgy 3assHuka ans
3[ificCHEeHHSs hapmMakoHarniagy B
YKpaiHi, KW BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0co6w, BigNoBiAa/IbHOI 3a
chapmakoHarnsg,. BunyyeHhs
iHchopMmalii LA KOHTaKTHOT 0co6u
3as1BHMKA, BignoBiga/IbHOI 3a
3[ificHeHHs1 hapMakoHarnagy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLie3HaxX0MKEHHS MacTep-

UA/10427/01/02




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
tharina cuctemu hapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
226. | PNAMIOE3 - avknod MO2A renb, no20r,30r, | OPFTAHOCK OAE EHK'106 ETikan3 IHais BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 nidnse | UA/12794/01/01
FENb eHaky A65 401 a60 100r B H MpaiisiT Mimiteq mMartepianis: 3miHu | TUny - 3MiHn peyenma ae
nietuna NamiHoBaHil Ty6i; NAN®CAEH ofo 6esnekn/edekTMBHOCTI Ta
MiH no 1 Ty6i B CN3 (Ed hapmakoHarnsagy (iHwi 3miHn)
(ekBiBan KapTOHHI KopooLli 3ETI) OHOB/EHO TEKCT MapKyBaHHS
€HTHO NepBUHHOT Ta BTOPUHHOIT YNaKoBKY
avknod nikapcbKkoro 3acoby. BBegeHHs 3MiH
eHaky NPOTArom 6-Tu MicALiB nicns
HaTpilo), 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
mMeTuica 3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6.
nigunar, Onuc Ta cknag. 3miHa y cknagi
nesome ([OMOMIXHUX peYOBMHAX) rOTOBOrO
HTON nNikapcbKoro 3acoby (iHLWi AONOMiKHI
peyoBuHM) - 3aMiHa OfHiel
[OMOMDKHOT PEYOBUHYM Ha iHLUY 3
TUMW caMUMK OYHKLiOHANTbHUMN
XapakTepuctukamu Ta Ha Tomy
caMoMy PiBHi - 3aMiHa AONOMiXHOT
peyosuHn Kapbonon 934 3
MakcuMasibHUM BMICTOM 6eH301y
0,5% Ha Kap6omepHuii romononimep
(Tvin B) 3 MakcMasnibHUM BMICTOM
6eH30ny 0,0002% B cknafi roToBoro
NikapcbKoro 3acoby. 3MiH1 BHECEHO
B p. "Cxiag" (4ONOMKHI peqyoBuHN)
B IHCTPYKLiO 4119 MeMYHOro
3aCTOCYyBaHHS Ta K HacNifok - y
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKkoro 3acoby. BBeeHHS 3MiH
NPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
227. | ®NAMIOE3 - nesome MO2A Ma3b no 20ry OPIAHOCU OAE EHK'106 ETikan3 IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/1920/02/01
®ITONMOC HTON, X10 KOHTelHepi; no 1 H MpaiisiT flimiTeq, marepianis: 3miHu | TMny - 3MiHn peyenma
Kamdpop KOHTEliHepy B NIAVM®CAEH Loao 6e3nekn/edeKTMBHOCTI Ta
a, nadui; no 20 r abo Cn3 (E® thapmakoHarnagy. BeegeHHs abo
TMMO, no 40 r y Ty6i; no 3ETI) 3MiHW [0 y3arasibHEHUX JaHuX npo
mMeTusca 1 Ty6i y KapTOHHiIl cuctemy chapmakoHarnsay
nigunar, nauui (BBELleHHSA y3araslbHEHNX AaHUX Mpo
onis cucTemy thapmakoHarnsgy, 3amiHa
eBkaninTt YNOBHOBaXXEHOT 0co6MU,




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
oBa BigNoBiga/IbHOI 32 34iACHEHHST
(Eucalyp thapmakoHarnsgy; KOHTakTHOT 0cobu
tus ail), 3 (hapmakoHarnisgy 3asBHuka ans
onisi 3[iiCHEHHS (hapMakoHarnisgy B
TepneHT YKpaiHi, KW BoHa BiAMIHHA Bif
VHoBa YNOBHOBaXEHOT 0co6u,
(Turpent BigNoBiga/IbHOI 3a 34jACHEHHSI
ineal oil) hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX A@aHWX YNOBHOBaXKEHOI
0ocobw, BigNoBiAa/IbHOI 3a
chapmakoHarnsg,. Bunyyerhs
iHchopMmalii LLOA0 KOHTaKTHOT 0co6u
3as1BHMKA, BignoBiAa/IbHOI 3a
3[ificHeHHS1 hapMakoHarnsgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLLe3Hax0MKEHHS MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.
228. | ®TANA30N phthalylsul | draninc | AO7A Tabnetkn no 0,5, MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 niosnsie UA/7925/01/01
fathiazole ynecpati | BO2 no 10 Tabnetok y "XIMOAPM3 "XIMOGAPM3ABO martepianis: 3MiHu | TUny - 3MiHK 3 peyenma ae
ason 6nictepax; no 10 ABO/ [ "UEPBOHA AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
TabneToky "YEPBOHA 3IPKA" Cuctema
6nictepi; no 1 3IPKA" KOHTelHep/3aKynopoBasibHWiA 3aci6.

6nictepy B nauui 3
KapTOHY

3MiHa po3mipy ynakoBKu rotToBoro
NikapcbKoro 3acoby (BUyYeHHs
yNakoBKN NEBHOTO PO3MIpY)
BunyyeHHsa ynakosku no 10
Tabnetok y 6nictepax; no 10
Tabnetok y 6nictepi; no 1 a6o 10
6nicTepiB B NayLj 3 KAPTOHY, 3
BigMNoOBIAHMMM 3MiHAMKN A0 po3ainy
«YnakoBKa». [lonyckaeTbca
ynakoBka 6s1icTepiB, BATOTOB/IEHMX 3
NONIBIHINIX/IOPUAHOT KOSIbOPOBOT
nniBku1, pa3om 3 Bi4NOBILHOO
KINIbKICTIO IHCTPYKLUi 415 MeAUYHOTO
3aCTOCYBaHHA Y KOPOOKM 3 KAPTOHY.
3MiHN BHECEHO Y po34in "Ynakoska"
Ta "KaTeropisi Bignycky" B iHCTPYKL,it0
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229.

DOTOPOKOPT

ON19 MeAMYHOro 3aCTOCYBaHHSA y
3B'A3KY 3 BU/TYYEHHAM YMakoBK/
NEeBHOro Po3Mipy Ta ik Hac/ifokK -
BUJTYYEHHSA TEKCTY MapKyBaHHsA
BiAMOBIAHOT yNaKoBKM NiKapCbKoro
3aco6y. BBeieHHs 3MiH NpOTArom 6-
TV MiCAUIB Nicisa 3aTBEPAKEHHS

230.

®

XENNEKC®

triamcinolo
ne

Tpiamuu
HOJIOHY
aueToHi
at

DO7A
BO9

AO1A

masb, 1 mr/r no 15
rmasiy Ty6i; no 1
Ty6i B KAPTOHHIA
Kopoo6Li

BAT
"TepeoH
PixTep"

Yropium
Ha

BAT "TefeoH
PixTep"

YropLum
Ha

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHA Y3araslbHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu
3 (hapmakoHarnagy 3asBHuka gns
3[ificHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnagy (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiAnNoBiga/IbHOI 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX JaHWX
YMNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLie3HaxXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT
LiSNIbHOCTI 3 (hapmakoHarnsay
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Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
rigpoxno 200 M1 po34MHY Yy oo 6e3nekn/edyeKTMBHOCTI Ta
pva, naawLj; no 1 thapmakoHarnsagy. BHeceHHst abo
xnoprek NAAWL 3 MipHUM 3MiHa(1) 40 3000B'A3aHbL Ta YMOB
CUANHY CTaKaH4MKOM y BMAaYi peecTpauiiHoro
[OWTIIOKO KapTOHHi KopoobLyi nocBiAYeHHs, BKkoyatoun MNnax
HaT (y ynpas/iHHA pu3nkamu (iHLLi 3MiHK).
BUrNAGI 3anBHukomM MoBi Xesnc M'moX,
xnoprek LLBeliLapis, HagaHO OHOBNEHWI
cUanHY MnaH ynpaBniHHA pu3nkammn Bepcis
[LUTNIOKO 2.0. 3MiHM BHECEHO [0 YacTuH |
Haty «3arasibHa iHdopmaLiis», |1
po3UnHy «Cneuudikauis 3 6esnekm», Il
20%) «[naH 3 chapmakoHarnagy», V
«3axoaM 3 MiHiMi3aLji pusunkis», VI
«Pestome nnaHy ynpas/iiHHA
pusnkamm», VII «logatkm» y 3B’a3Ky
3BUJaIEHHAM f06pe
oxapakTepusoBaHux Npobem 3
6e3neku, Wo He NoTpebdyoTb
[0AaTKOBMX 3aX0fiB 3
thapmakoHarnsgy Ta MiHimisawi
PV3MKIB Yy 3B 513Ky 3 MEPEXOLOM Ha
iHTerpoBaHuii hopmat
MYyPa.Pestome Mnaxy ynpasniHHA
pusmkamm Bepcisi 2.0 fogaeTbes
231. | XOHAPOITUH - rnokosa | MO9A Kancynu, no 30 MPAT YkpaiHa BMPOGHMK YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 nionsie | UA/17345/01/01
® KOMIN/NEKC MiHYy X abo 60 kancyn y "®ITOPAPM BiiNOBigabHWIA 32 marepianis: 3miHu | Tuny - 3miHu 3 peyenma ae
rigpoxso KOHTeliHepi, o 1 " BVMPOGHMLTBO, AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
pua, KOHTEliHepy B nepBrHHe, 3MiHU Yy BUPOGHMLTBI. 3MiHa
XOHApPOT nauyj abo no 6 BTOPUHHE iMnopTepa/3aMiHu, L0 CTOCYTbCA
TUHY kancyn y énictepi, nakyBaHHs, BWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI
HaTpito no 5 a6o 10 KOHTpO/b Ta roTOBOrO /liKapCbKOro 3acoby
cynbgar 6nicTepis y nauui BUMYCK Cepii: (3amiHa abo fofaBaHHS BUPOGHMKA,
MPAT LLIO BigMnoBiAa€e 3a BBe3eHHA Ta/abo
"PITOPAPM", BMNyCK cepii) - He Br/Itovaroun
YKkpaiHa, KOHTPO/b/BMNPOGYBaHHSA cepii -
BMPOGHMWK, 3MiHa agpecy BUPO6HUYOI AiNbHUL

BiANOBIgabHUI 3a
BUMNYCK Cepil, He
BK/IHOHAI0UM
KOHTPO/b/BUNPOGY
BaHHSA cepii:
MPAT

ons sunycky cepii MPAT
"®ITOPAPM". 3MiHM BHECEHO B
IHCTPYKLUil0 418 MegnyYHOro
3aCcTOCyBaHHS NiKapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMPO6HMKA Ta agpeca micus




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
"®ITOPAPM", NPOBaYKEHHS MOr0 AisiNbHOCTI" y
YkpaiHa,; 3B'A3KY 3i 3MiHOIO agpecu
BUPOGHMUK, BMPOGHNYOI AiNbHUL Ta SK HAcNifoK
BignoBigasibHWi 3a - Yy TEKCT MapKyBaHHs1 yNakoBK/
BUPOOHWLTBO, nikapcbkoro 3acoby. BeegeHHs 3MiH
nepBuHHe, NpoTArom 6-T1 MicALIB nicns
BTOPVHHE 3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
nakyBaHHs, Lwoao 6e3nekn/edeKTUBHOCTI Ta
KOHTPO/Ib AKOCTI: thapmakoHarnagy (iHwi 3MiHu1) 3MiHn
AT "ly6Hndpapm", BHECEHO Y TEKCT MapKyBaHHS
Ykpaina nepBUHHOI (N. 6) Ta BTOPUHHOT (N. 3,
17) ynakoBKu nikapCbKoro 3acooy.
BBegeHHs 3MiH MPOTATroM 6-Tu
MicALiB Nicnsa 3aTBepKEHHS.
232. | LET/IO® - nekctpo | RO6A TabneTkn, BKPUTI OPTAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH 40 peecTpaljiinHmx 6e3 UA/15638/01/01
nnoc mMeTopd NAiBKOBOO H Navich CaeHens marepianis: 3miHu | TMny - 3MiHn peyenma
aHy 060/10HKOI0, N0 10 | JIAUGCAEH NimiTen Loao 6e3nekn/edeKTUBHOCTI Ta
rigpobpo Tabnetoky Cn3 (Ed hapmakoHarnsgy. BeegeHHs abo
Mig, 6nictepi; no 1 3ET) 3MiHM A0 y3arasibHEHUX JaHuX npo
nesoueTt 6nictepy y cuctemy thapmakoHarnsgy
NPU3NHY KapTOHHiiA (BBEAEHHSA y3araslbHEHNX AaHWX NPO
aurippox Kopo6ui; no 10 cucTemy chapmakoHarnsgy, 3amiHa
nopua TabneTtoky YNOBHOBaXeHOT 0cobm,
6nictepi; no 2 BiANOBIfA/IbHOT 32 34iICHEHHS
6nictepn y thapmakoHarnsgy; KOHTakTHOT 0cobu
KapTOHHii 3 (hapMakoHarnagy 3asBHuka gns
Kopo6ui; no 10 3AiicHeHHs hapMakoHarnagy B
Tabnetoky YkpaiHi, K0 BOHA BiAMIHHA Bif
6nictepi; no 3 YNOBHOBaXEHOI 0co6M,
6nictepn y BiANOBIfA/IbHOT 3a 34iICHEHHS

KapTOHHI KopooLyi

hapmakoHarnsgy (Bko4aoum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BigNoBiAabHOI 3a
thapmakoHarnsag. BunyuerHs
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHMKA, BiANOBIA&/IbHOI 3a
3[iicCHEHHSs hapmMakoHarnsgy B
YKpaiHi Ta i KOHTaKTHUX JaHuX.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
dharina cuctemu papmakoHarnsagy.




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
3MiHa Micus 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsagy.
233. | LET/IO® - LEKCTPO - TabneTkn, BKPUTI OPTAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH A0 peecTpaljiinHmx - UA/15639/01/01
nnwoc mMeTopd NAiBKOBOO H Navich CaeHens marepianis: 3miHu | TMny - 3MiHK
aHy 060/10HKOM, in NANOCAEH NimiTen Loao 6e3nekn/edeKTMBHOCTI Ta
rigpo6po bulk: no 1000 Cn3 (Ed thapmakoHarnagy. BeegeHHs abo
Mig, Tabnetoky 3ETI) 3MiHM A0 y3arasibHEHUX JaHuX npo
nesouet nonieTMNeHoBUx cuctemy dhapmakoHarnagy
NPU3NHY nakeTax (BBEAEHHSA y3araslbHEHNX AaHNX NPO
aurippox cucTemy chapmakoHarnisgy, 3amiHa
nopug, YNOBHOBaXEHOI 0cobM,
BiANOBIfA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm
3 (hapMakoHarnagy 3asBHuka gns
3AiicHeHHs hapMakoHarnagy B
YkpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0co6MU,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy (Bk4yaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BiANoBiAabHOI 3a
thapmakoHarnsag. BunyuerHs
iHcbopMaLii LLoA0 KOHTaKTHOT 0co6u
3asBHWKA, BiANOBIA&/IbHOI 3a
3[ificCHEeHHSs hapmMakoHarniagy B
YKpaiHi Ta i KOHTaKTHUX JaHuX.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu hapmakoHarniagy.
3MiHa MicuA 34iACHEHHS OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.
234. | UE®OTPUH cefepime uedpenim | JOIDE | nopowok ans AHaHTa Benvka AHaHTa Megikeap IHais BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/12006/01/01
y 01 pO34nHy AoNs Megpikeap BpuTaHi NimiTen martepianis: 3MiHu | TUny - 3MiHu 3 peyenmom
rigpoxno iH'ekuiino1r, 1 nra. a AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
pva chnakoH 3 KOHTpO/1b roTOBOrO /1iKapCbKoro
NOPOLLKOM B 3acoby. 3miHa y MeTofax

KapTOHHi kKopobLyi

BMNPOBYBaHHSA rOTOBOrO NiKapPCbKOro
3acoby (He3HauyHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHA) HE3HAYHI 3MiHW Y
MeTO/aX KOHTPOJIH0 38 NOKa3HMKaMm




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
«lgeHTucpikauis» Ta «KinbkicHe
BU3HAYEHHS».
235. | LE®NOTEK® | cefpodoxi uednos | JO1DD | Ttabnetku, BKpUTI HOBEN Typeyun HOBEN INAY Typeyun BHECEHHS 3MiH [JO peecTpaLifiHnx 3a UA/10429/01/01
200 me OKCUMY 13 060/10HKOI0, M0 INIAY CAHAI Ha CAHAI BE Ha marepianis: 3miHu | Tuny - 3mMiHn 3 | peyenmom
npokcet 200 mr; no 5 BE TIOXAPET A.LL. sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
un TabneToky TIIKAPET KOHTpOs1b roTOBOro MikapcbKoro
6nicTepi; no 2 abo A.LL. 3acoby. 3miHa napameTpis
4 6nictepn y cneuudikalin Ta/abo gonycTummnx
KapTOHHii MEX rOTOBOr0 NiKapCbKoro 3acoby
ynakoBLi; no 7 (iHWi 3MiHW). 3MiHK y MeTogj
TabneToky KOHTpOsIt0 Ta cneuudpikauii M3 3a
6nictepi; no 2 nokasHUKoM "laeHTudikaulis.
6nictepn y Llecbnogokenm. MeTtogom BEPX", a
KapTOHHil came: feTanizoBaHo kputepii
ynakoBLi NPUAHATHOCTI 3a faHNM
MOKa3HWKOM.
236. | LE®PYPOKCU | cefuroxim uecpypo | JOIDC | Tabnetku, BKpUTI [eBa Typeyun [esa XonguHr Typeyun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20573/01/02
M OEBA e KCumy 02 NNiBKOBOIO XonauHr Ha Ha martepianis: 3miHu | TUny - 3MiHK 3 peyenmom | niossi2
akceTun 060/10HKOI0, N0 A.C. AKOCTI. [0TOBWIA Nlikapcbkuii 3aci6. ae
500 mr; no 5 Cucrema
TabneTok, BKPUTUX KOHTelHep/3aKynopoBasibHWiA 3aci6.
NAiBKOBOO 3MiHa po3mipy ynakoBKu roToBoro

060/10HKOI0, Y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lii

niKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
oanHWUG (Hanpuknag TabneTtok,
ammny/1 TOLL0) B yNakoBL;i:) - 3miHa y
Jiana3oHi 3aTBepKeHnX po3mipis
ynakoBku. 3MiHa KOHirypadiii
yNaKoBKM rOTOBOTO NiKapCbKOro
3aco0y LUNAXOM 3MiHW KiSIbKOCTI
TabneTok y 6ictepi Ta KiNbKoCTi
6nicTepiB y BTOPVHHIli ynakoBLj, a
came 3 KoHQpirypadwii:

"Mo 10 TabneTok, BKPUTUX
NaiBKOBOK 000I0HKOI0, Y 6nicTepi;
no 1 6nicTepy y KapTOHHiIi kopobui"

Ha "o 5 TabneTok, BKPUTUX
NaiBKOBOK 000I0HKOI0, Y 6nicTepi;
no 2 6nictepn y KapTOHHIA Kopo6Li”,

Yy 3B'S13KY 3 NPUBELEHHAM Y

peecTpavuiiHoi JOoKyMeHTauii y
BiANOBIAHICTb 40 (DaKTUYHOT
KOHQDirypauii nakyBaHHs.
3MiHV BHECEHO B iHCTPYKLIiO Anst




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Ynakoska" (3miHa po3mipy
yNakoBKK) 3 BiAMNOBIAHMMW 3MiHAMMU
B TEKCTi MapKyBaHHSA ynakoBoOK
nikapcbKoro 3acoby.
BBegeHHs 3MiH MPOTATroM 6-Tu
MiCALiB nic/a 3aTBepIpKEHHS
237. | LE®YPOKCHU | cefuroxim uedypo | JO1IDC | Tabnetku, BKpUTI [lleBa Typeuun [lesa XonauHr Typeuun BHECEHHS 3MiH [JO peecTpaLifiHnX 3a He UA/20573/01/01
M OEBA e KCUMy 02 NAiBKOBOO XonauHr Ha A.C. Ha marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom | nidnse
akceTumn 060/10HKO, N0 A.C. sKocTi. FoTOBWIA Nikapcbkuii 3aci6. ae
250 mr; no 5 Cucrema
TabneTok, BKpUTHX KOHTeliHep/3aKyrnoptoBasibHWii 3acib.
NNiBKOBOIO 3MiHa po3Mipy ynakoBKu roToBOro

060/10HKOID, Y
6nictepi; no 2
6nictepn y
KapTOHHi KopobLyi

nNikapcbKoro 3acoby (3MiHa KinbKoCTi
oAVHMLUb (Hanpwkiag TabneTok,
amny TOLLO) B ynakoBLi:) - 3MiHa y
Aiana3oHi 3aTBepakeHnX po3mipis
ynakoBku. 3MiHa KOHirypadii
yNaKkoBKW rOTOBOTO NiKapCbKOro
3aco06y LWNSAXOM 3MiHW KisbKOCTI
TabneTok y 6nictepi Ta KinbKocTi
6nicTepiB y BTOPWHHIli ynakoBLj, a
came 3 KOHdirypaduji:

"Mo 10 TabneToK, BKpUTUX
NAiBKOBOK 000JI0HKOI0, Y 6nicTepi;
no 1 6nicTepy y KapTOHHiIi kopobu"

Ha "lNo 5 TabneTok, BKpUTUX
NAiBKOBOK 060JI0HKOI0, Y 6nicTepi;
no 2 6nicTepun y KapTOHHii kopobu”,

Y 3B'A3KY 3 NPUBELEHHAM Y

peecTpaLiiiHoi oKyMeHTauii y
BIANOBIAHICTb A0 hakTUYHOT
KOHGpirypauii nakyBaHHs.
3MiHV BHECEHO B IHCTPYKLi0 ANs

MEJUYHOIO 3aCTOCYBaHHS

nikapcbKoro 3acoby y po3gin

"YnakoBka" (3MiHa po3mipy
ynakoBkK) 3 BiAMOBIAHAMUN 3MiHAMM

B TEKCTi MapKyBaHHS yNakoBOK
nikapcbKkoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-Tn
MiCALiB Nicna 3aTBepAKEHHSI




Ne Hasga MixHapoo | Hassa Koo ®opma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUK BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu c¢hopma, a uka HSA** 20
moBaHa HU ynakoska) nocsioYeHHs
Hassa*
238. | ULUPENAKC cyclopento | upknone | SO1FA | kpansi OuHi, TOB YkpaiHa K.O. Pomdhapm PymyHist BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17526/01/01
late HTOnaty | 04 po34umH no 10 "YOPNA KomnaHi C.P.J1. marepianis: TexHiyHa nomuska peyenmom
rifLpoxno Mmr/mn, no 5 mny MEAVUNH" (3rigHo Haka3y MO3 Big 23.07.2015
pua donakoHi- Ne 460) BUNpaBAeHHS TEXHIYHOT
KpanesibHuuj; no 1 NOMW/IKY 3rigHo N.2.4. po3sginy VI
h1aKoHy- Haka3y MO3 Ykpainu Bif
KpanesibH1Lj B 26.08.2005p. Ne 426 (y peaakuii
KapTOHHI KopooLli Haka3y MO3 Ykpainu Big 23.07.2015
p Ne 460) w040 HeBifNOBIAHOCTI
JianasoHy pH B MeTofax KOHTPO/IIO
MKA N3. 3atBepaxeHo: METOAM
KOHTPOIJIO 5. pH. €Bp. ®apm.
2.2.3. 3,5-5,5. 3anponoHoBaHo:
METOAN KOHTPOJIIO 5. pH. E.p.
®apm. 2.2.3. 3,0 — 5,5. 3a3HaueHe
BUNpPaB/IEHHS BignoBigae
marepianamM peecTpauiiiHoro Jockbe
(po3ginu 3.2.P.5.1. Cneuundikaulis Ta
3.2.P.5.2. AHaniTU4HI MeToaukmn).
* gidnosidHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeduyHe 3acmocyBaHHSs
B.o. HayanbHHUKa
®apmMaleBTUYHOI'0 YIIpaB/IiIHHA JIrogmuia APKO



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

	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	НАКАЗ
	Додаток 1
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»
	від 31 липня 2026 року № 1060
	ПЕРЕЛІК
	ЗАРЕЄСТРОВАНИХ ЛІКАРСЬКИХ ЗАСОБІВ (МЕДИЧНИХ ІМУНОБІОЛОГІЧНИХ ПРЕПАРАТІВ), ЯКІ ВНОСЯТЬСЯ ДО ДЕРЖАВНОГО РЕЄСТРУ ЛІКАРСЬКИХ ЗАСОБІВ
	Додаток 2
	до наказу Міністерства охорони
	здоров’я України «Про державну реєстрацію лікарських засобів (медичних імунобіологічних препаратів) та внесення змін до реєстраційних матеріалів»



