MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

10 mucromnaga 2026 poky Ne 1768

IIpo pep>kaBHY peecTpariiio (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJUYHHX
iMyHOOio/10riuHMX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliifHUX MaTepiasiiB

BignoBigHo o crarti 9 3akoHy Ykpainu «IIpo sikapchki 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mep>kaBHOI peectpariii (TiepepeecTpaiiii) JIiKapCbKUX 3aco0iB,
3aTBep/PKeHOro TocTaHoBo KabiHety MiHicTpiB Ykpainu Bizg 26 TpaBHsa 2005 poky
Ne 376 (B pepakuii moctaHoBu KabiHety MinicTpiB Ykpainu Bif 26 kBiTHs 2024
poky Ne 529), ab3aily ABaflsaTh I’ATOr0 MANYHKTY 12 myHKTY 4 [Tosio’keHHsS TIpo
MiHicTepcTBO OXOpPOHHM 37]0pOB’si YKpaiHH, 3aTBep/)KeHOro MocTaHoBow KabiHety
MinictpiB Ykpainu Big 25 Gepesns 2015 poky Ne 267 (B pejakiiii 1ocTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciuna 2020 poky Ne 90), Ha mizcrasi
pe3y/bTaTiB eKCIIePTHU3U PeeCTpalliiiHMX MaTrepiaiiB TiKapCchbKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapariB), 1[0 TOJaHi Ha /Jep)KaBHy  peECTpaILlifo
(mepepeecTpaliito) Ta BHECEeHHS 3MiH [0 peeCcTpaLiiiHUX MaTepiajiB, TpOBeJeHUX
Jlep)KaBHUM  IMiANPUEMCTBOM  «/lep>KaBHMM eKCHepTHUU LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’ST YKpaiHW», BHUCHOBKIiB I[0fI0 e(heKTUBHOCTi, 0e3rmeuyHoCcTi Ta
SIKOCTI, II0J0 EeKCIIepTHOI OLIHKWA CIIiBBiJHOIIIEHHS KOPUCTL/PU3MK JIIKAPCHKOIO
3aco0y, 10 TIPOTIOHYETHCS A0 [JepkKaBHOI peectpalii (mepepeecTtpariii), 00
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepia/iiB Ta peKoMeHJallii Moro 0 Jep>kKaBHOI
peectpatiii (Tiepepeectpariii) abo BHeCeHHS 3MiH /I0 peecTpalliiHuX MaTepiasiB, II[0
HaJidlM o MiHicTepcTBa OXOpPOHM 3/0POB’St YKpaiHU JIMCTOM /[lep>KaBHOTO
nirprueMcTBa «/lep)kaBHUM eKCTrepTHUM 1ieHTp MiHicTepcTBa OXOPOHU 3/10pOB’S
Ykpainm» Big 02 mucronaga 2026 poky Ne 4688/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiUHI TIperapaTy) Ta
BHECTH /10 []ep>KaBHOTO Pe€eCTPy JliKapChbKHUX 3aC00iB 3TiiHO 3 foAaTKOM 1.

2. TlepepeecTpyBaty JiKapchKi 3acobu (MefuuHi iMyHOOio/OTiUHI TTperiapaTy)
Ta BHECTH /10 JlepKaBHOTO peeCTPY JIiKapChbKUX 3aco0iB 3rifiHO 3 I0JaTKOM 2.



3. BHecTH 3MiHU /10 peecTpalliiHUX MaTepiasiiB Ha JiikapCbKi 3acobu (MeanuHi
iMyHobGionoriuHi rpemnapaTtH) Ta Ao JJep>XKaBHOTO peeCTpy JiKapChbKUX 3ac00iB 3rigHO
3 04aTKOM 3.

4. dapmaieBTHUHOMY yrpaBiaiHHio (Onekcanzapy ['pitileHKy) 3abe3rneunTu
OTIPWIIO/IHEHHSI IIhOT0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU
3[0pOB’d YKpaiHu.

5. KOHTpO/1b 32 BUKOHAaHHSAM LIbOT'O HaKa3y TOKJ/IaCTH Ha 3aCTylHUKa MiHicTpa

€sreHida ['oHuapa.

MinicTp BikTop JISALIKO



ITEPEJIIK

Moparox 1

J0 Haka3y MiHicTepcTBa 0X0poHH

3a0poB’s Ykpainu «IIpo gepxxaBHy
peecTpaniio (mepepeecTpani) JiKapcbKHX
3aco0iB (MeguUHKX iMyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Big 10 smcronaga 2026 poky Ne 1768

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

Ne Hassa MixHap | Hassa Koo ®dopma sunycky 3asBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JNliKapcbKO20 00Ha diroyo ATX (nikapcbka gpopma, K 3asiBHUKa BUPOGHUKa npoyeodypa BiOnycKy yBaHHs1 | peecmpayiliHo
3acoby Herame i ynakoska) 20
HmMosaH | peyos nocsioyeHHs1
a UHU
Hassa*
1. | BEM®OPTYC | nirsevim | wipces | JO6BD | posumH gns iH'exuiit CaHodpi PpaHuis Bupo6bHMuTBO cnony4eHi peecTpauis Ha 5 pokiB 3a He UA/21514/01/01
ab imab 08 y nonepefHb0 BiHtpon CTEPUNILHOTO LWraTtn peyenmom | nidnsi2ae
3anoBHEHOMY IHpacTpi nikapcbkoro 3acoby (CwA)/ IHCTpYKUis gns
wnpwui, 50 mr/0,5 (acentnyHe KaHapa/ MeauyHoro
mn (100 mr/mn); no 1 NPUroTyBaHHs), LWsewis 3aCcTOCyBaHHA

nonepeaHLo
3anoBHeHOMY
wnpuuy (0,5 mn) 3 2
OKpPeMUMU ronikamu
pi3HOro po3mipy B
KapTOHHiiA KopoobLyi

cTepunisauis
(thinbTpay,is), KOHTPOIb
AKOCTI (MIKPOGIONOriYHi
BUMPOOYBaHHS Ha
HeCTepUsbHICTb
(eHOOTOKCWHM) Ta
CTEPUSIBHICTD),
nepBUHHE NaKyBaHHS:
MateoH MeHtodekuypiHr
Cepsices J1/1C,
CnonyuyeHi Wratn
(CWA); BupobHuteo
CTepU/ILHOro
niKapcbkoro 3acoby
(acentnyHe

nikapcbkoro 3acoby
(eCTD Bepis 0006)
TeKkCT MapKyBaHHA
YNaKoBKM liKapCbKOoro
3acoby (eCTD Bepis
0006) MeToau
KOHTPOJIIO AKOCTI
niKapcbkoro 3acoby
(eCTD Bepcis 0007)
3BiT 3rigHO JoAaTKy
29 Nopsapky (eCTD
Bepcisa 0000) 3BiT
3rigHo gopatky 30
Mopsaky (eCTD
Bepcis 0000) MnaH




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMosaH | pe4yos nocsioyeHHs1
a UHU
Hassa*
NPUroTyBaHHS), ynpaeniHHA pu3vKamm
cTepunisauis Bepcis 2.3 norofkeHa
(chinbTpau,is), KOHTPOb (eCTD Bepcisi 0000).
AKOCTI (XiMiuHi, Qoi3nyHi MepiognyHicTb
BUNPOOBYBaHHSA, NoAaHHA perynsapHo
MiKPOGIOMOTiYHi OHOBJ/IOBAHOTO 3BITY 3
BUMPOBYBaHHS Ha 6e3neku, BiANOBIAHO
HeCTepPUsIbHICTb Ao Mopaaky
(EHAOTOKCHHN) Ta 3[iiCHEHHS
CTEepPWIbHICTB), thapmakoHarnagy,
nepBUHHE NakyBaHHS: 3aTBEPKEHOT0
MaTeoH MeHtodekvypiHr Haka3oM MiHicTepcTBa
Cepsices JI/1C, OXOPOHU 3[10POB’A
CnonyJeHi Wrtatn Ykpainuu Big, 27 rpyaHs
(CLUA); KoHTponb SIKOCTI 2006 poky Ne 898,
(6ionoriyHi, XiMiuHi, 3apeecTpoBaHoro B
hi3nyHi BUNPOBGYBaHHS): MiHicTepcTsi tocTuii
AcTpa3eHeka YKpaiHu 29 ciuna 2007
PapmacbtoTikans /1M, poky 3a Ne 73/13340
CnonydeHi Wratn (Y pepakuii Hakasy
(CLUA); MiHicTepcTBa OXOPOHU
KoMnnekTyBaHHs, 3[10pOB's YKpaiHu Big,
MapKyBaHHs Ta 26 BepecHst 2016 poky
BTOPWHHE NakyBaHHSA: Ne 996), cTaHOBUTL:
CaHodpi BakcuHc 3rigHO 3i cTpoKamu,
KaHnapa /ta., KaHaga, 3a3HavYeHnmn y
KomnnekTyBaHHS, nepiognyHocTi
MapKyBaHHA Ta noAaHHs perynsapHux
BTOPUHHE NakyBaHHA: 3BITIB 3 6e3nekn
LWapn MekexnuHr
Cepsices, JI/1C,
CnonyJeHi Wrtatn
(CLUA); Bunyck cepiii:
AcTtpa3eHeka Ab,
LLisewis
2. | BEU®POPTYC | nirsevim | HipceB | JO6BD | po3uuH Ans iH'ekuiit CaHodi ®paHujsa Brpo6HMUTBO CnonyueHi peecTpauis Ha 5 pokis 3a He UA/21514/01/02
ab iMab 08 y nonepeaHbO BiHTpon CTepWIbLHOIO LWratn peyenmom | niossieae
3anoBHeHoOMy IHpacTpi nikapcbkoro 3acoby (CwA)/ IHCTpYKUis ans
wnpuui, 100 mr/1 mn (acenTnyne KaHnapa/ MeguyHoro
(200 mr/mn); no 1 NPUroTyBaHHS), Lseuis 3acTOCyBaHHS

nonepeaHLo
3anoBHEHOMY

cTepunisauis
(chinbTpau,is), KOHTPOb

nikapcbkoro 3acoby
(eCTD Bepis 0006)




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMoBaH | pe4yos nocsi0YeHHs
a UHU
Hassa*

wnpuyy (1 mn) 32
OKpPeMVMU rosikaMu
pi3HOro po3mipy B
KapTOHHI Kopo6Lli

AKoCTi (MiKpoGionorivHi
BUNPOBYyBaHHA Ha
HECTepWIbHICTb
(eHpoTOKCHHN) Ta
CTEPUSIBHICTD),
nepBUHHE NaKyBaHHS:
MaTeoH MeHodekvypiHr
Cepsices JI/1C,
Cnonyueni Wtatn
(CWA); BupobHuuTteo
CTEpPUILHOro
NiKapcbKoro 3acoby
(acentnyHe
NPUroTyBaHHs),
cTepunisauis
(thinbTpauis), KOHTPOb
AKOCTI (XiMiYHi, dDi3NYHi
BMNPOOGYBaHHS,
MiKpo6ionoriyHi
BUNPOBYyBaHHA Ha
HECTepWIbHICTb
(eHpoTOKCHHN) Ta
CTEPUSIBHICTD),
nepBUHHE NaKyBaHHS:
MaTteoH MeHodekuypiHr
Cepsices JI/1C,
Cnonyueni Wtatn
(CLWWA); KoHTponb AKOCTI
(6ionoriyHi, XiMiyHi,
i3nyHI BUNpobyBaHHS):
AcTpa3eHeka
dapmacsbtoTikans /1,
Cnonyueni WTatn
(CLLA);
KomnnektyBaHHs,
MapKyBaHHA Ta
BTOPWHHE MaKyBaHHS:
CaHodpi BakcuHc
KaHapa Nita., KaHaga;
KoMnnekTyBaHHs,
MapKyBaHHA Ta
BTOPWHHE MaKyBaHHS:

TekcT MapKyBaHHS
yNakoBKM NMiKapCbKoro
3acoby (eCTD Bepis
0006) MeToau
KOHTPOJIIO AKOCTI
NiKapcbKoro 3acoby
(eCTD Bepcis 0007)
3BIT 3rigHO foAaTky
29 NMopsgky (eCTD
Bepcisa 0000) 3BiT
3rigHo popatky 30
Mopsiaky (eCTD
Bepcis 0000) MnaH
ynpaBsniHHA pu3vKamm
Bepcis 2.3 norogxeHa
(eCTD Bepcis 0000).
MepiognyHicTb
nofaHHA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO
Ao Mopsaaky
3[iiCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO
Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(y pepakuji Hakasy
MiHicTepcTBa OXOPOHU
3710pOB's YKpaiHu Bif,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rifHO 3i CTpoKamu,
3a3HaveHMn y
nepiognyHocTi
NOAAHHSA PerynsapHmnX
3BITIB 3 6e3neku




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMosaH | pe4yos nocsioyeHHs1
a UHU
Hassa*
LWapn MekexuHr
Cepsices, JI/1C,
Cnonyueni WTatn
(CWA); Bunyck cepiii:
AcTpa3eHeka Ab,
LLIBeuis
3. | BINACTUH bilastine | 6inact - KpucTanivyHmi AT YkpaiHa AYPOPE IHais peecTpavuis Ha 5 pokiB. - He UA/21508/01/01
WH MOPOLLIOK "dapmak PAPMACBIOTIKANC MpoekT MKA N3, nionsieae
(cybeTaHuis) y " MPAVBET NIMITEL BepCisi OKYMEHTY
noABIiHMX (FOHIT 1) 0003.
nonieTnIeHoBmx
naketax Ans
chapmaL,eBTUYHOro
3acToCcyBaHHsA
4. | KOFABAHT ticagrelo | Tukarp | BO1A TabneTku, BKpUTI BAT YropwuHa BMPOGHMLITBO Monbwa peecTpauisi Ha 5 pokis 3a He UA/21509/01/02
r enop C24 NNiBKOBOIO "l'epeoH Hepo3dhacoBaHoro peyenmom | niosasieae
060/10HKO10, M0 90 PixTep" NPOAYKTY, NEPBUHHE Pestome MYP Bepcis

mr, no 14 tTabneTtok,
BKPUTUX MNiBKOBOO
060/10HKOID, Y
6nictepi, no 4
6nictepn y
KapTOHHiA KopoobLyi

nakyBaHHs1, BTOPUHHE
nakyBaHHs:

TOB «l'efeoH Pixtep
Monbwax», MonbLa;
KOHTPO/1b SAKOCTi, BUMYCK
cepii:

TOB "l'egeoH PixTep
Monbwa”, MonbLua

0.2 popaetbcA.
MepiognyHicTb
noJaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO
Ao Mopaaky
3[iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apEeEcTpoOBaHoOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
370pOB's YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBWTL:
3riHO 3i cTpoKamu,
3a3HaveHUMn y
nepiognyHocTi




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMosaH | pe4yos nocsioyeHHs1
a UHU
Hassa*
noAaHHs perynsapHux
3BITIB 3 6e3neKku.
5. | KOFABAHT ticagrelo | Tukarp | BO1A TabneTku, BKpUTI BAT YropwuHa BMPOGHMLITBO Monbwa peecTpauis Ha 5 pokis 3a He UA/21509/01/01
r enop C24 NNiBKOBOIO "l'epfeoH Hepo3ghacoBaHoro peyenmom | niossieae
060/10HKO10, M0 60 PixTep" NPOAYKTY, NEPBUHHE Pestome MYP Bepcis
mr, no 14 TabneTok, nakyBaHHS, BTOPUHHE 0.2 gopaetbces.
BKPUTUX NIBKOBOI nakyBaHHS: MepiognyHicTb
060/10HKOID, Y TOB «l'efeoH Pixtep noAaHHA perynspHo
6nictepi, no 4 Monbuwa», MonbLa; OHOB/THOBAHOrO 3BITY 3
6nictepu y KOHTPO/1b SIKOCTi, BUMYCK 6e3neku, BignoBigHO
KapTOHHiiA KopoobLyi cepii: o MNopaaky
TOB "l'epeoH Pixtep 3[iiCHEHHS
Monbwa”, MonbLua thapmakoHarnagy,
3aTBEPAKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoOro B
MinicTepcTsi rocTuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB's YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBWTb:
3riHO 3i cTpoKamu,
3a3HaveHMn y
nepiognyYHoCTI
noAaHHs perynsapHux
3BITIB 3 6e3neKku.
6. | NIEHANIAOMI | lenalido | neHani | LO4AX | kancynu TBepAi no KPKA, CnoBeHis BMPOGHMLTBO «in bulk», XopsarTisi/ peecTpauisi Ha 5 pokis 3a He UA/21510/01/02
4 KPKA mide nomig | 04 10 mr; no 7 kancyn o.4., nepBrHHa Ta BTOPUHHA CnoseHis peyenmom | niosasieae
HOBO y TBEPAMX Y BnicTepi, Hoso ynaKoBKa, KOHTPO/Ib Ta IHCTpYKUis ans
MECTO rigpox no 3 6nictepu y MecTo BWMYCK Cepil: MeANYHOro
nopug, Kopooui KPKA-®APMA g.0.0., 3acTOCyBaHHS
y Xopgarisi; nNiKapcbkoro 3acoby
MOHOTi (eCTD Bepcist 0012)
apat KOHTPO/b Ta BUMYCK TekcT MapkyBaHHS

cepii:
KPKA, a.4., HoBo mecTo,

yNakoBKMN MiKapCbKoro
3aco6y (eCTD Bepcis




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMoBaH | pe4yos nocsi0YeHHs
a UHU
Hassa*
CnoBeHis; 0011) MeToau
BTOPWHHA ynakoBKa: KOHTPOJIIO AKOCTI
KPKA, 4.4., HoBo mecTo, NiKapcbKkoro 3acoby
CnoseHis Bepcia (eCTD Bepcis

0011 gna fosyBaHHA 5
mr, 15 mr, 25 mr ta
eCTD Bepcia 0013

AN fosysBaHHa 10 wmr)

3BIT 3rigHO 3
JopaTtkom 29 go
Mopsaaky (eCTD

Bepcis 0004) 3BiT

3rigHo 3 JogaTkom 30
oo Mopsaky Nel ta
Ne2 (eCTD Bepcis

0009) MnaH

ynpas/iHHA pu3nkamu

Bepcis 2.0 norogxeHa

(eCTD nocnigoBHiCTb
Ne 0002).
MepiognyHiCTb
NoAaHHsA perynsipHo

OHOB/IHOBAHOrO 3BITY 3

6e3neku, BiANoBigHO

Ao lMNopsaaky

3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAXKEHOTO

Haka3oM MiHicTepcTBa
OXOPOHW 340pOB’A

YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B

MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy

MiHicTepcTBa OXOpPOHU

3[,0pOB'st YKpaiHu Big,

26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rifgHO 3i CTpoKamu,




Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMoBaH | pe4yos nocsi0YeHHs
a UHU
Hassa*
3a3HaveHIMn y
nepioguyHocCTi
nofAaHHs perynsapHux
3BITIB 3 6e3MeKu.
7. | NEHANIAOMI | lenalido | neHani | LO4AX | kancynu TBepdi no KPKA, CnoseHis BMPOGHMLTBO «in bulk», XopsarTisi/ peecTpadist Ha 5 pokis 3a He UA/21510/01/03
A KPKA mide nomig | 04 15 wmr; no 7 kancyn o.4a., nepBMHHA Ta BTOPMHHA CnoseHis peyenmom | nidnszae
HOBO y TBEPAMX Y BnicTepi, Hoso ynakoBKa, KOHTPO/b Ta IHCTpyKUis ans
MECTO rigpox no 3 6nictepn y MecTo BMNYCK cepil: MeanYHOro
nopwug, Kopoo6Li KPKA-®APMA g.0.0., 3acTOCyBaHHS
y Xopsarisi; nikapcbkoro 3acoby
MOHoOTi (eCTD Bepcis 0012)
apat KOHTPO/Ib Ta BUMYCK TekcT MapkyBaHHS

cepii:

KPKA, a.4., HoBo mecTo,
CnoBeHis;
BTOPUHHA yNaKoBKa:
KPKA, a.4., HoBo mecTo,
CnoBeHis

yNaKkoBKM NiKapCbKoro
3acoby (eCTD Bepcist
0011) MeTtoaun
KOHTPOJTIO AKOCTI
nikapcbKoro 3acoby
Bepcis (eCTD Bepcis
0011 gnAa fo3yBaHHA 5
mr, 15 mr, 25 Mr Ta
eCTD Bepcis 0013
ONns fo3yBaHHA 10 wmr)
3BiT 3rigHo 3
Jopatkom 29 go
Mopsaky (eCTD
Bepcis 0004) 3BiT
3rigHo 3 Joaatkom 30
0o Mopsaaky Nel ta
Ne2 (eCTD Bepcis
0009) NnaH
ynpasniHHA pu3vKamm
Bepcis 2.0 norogkeHa
(eCTD nocnigoBHicTb
Ne 0002).
MepiognyHicTb
nofaHHA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO
Ao lNopsaaky
3[iiCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOIO
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(y pepakuji Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rifHO 3i CTpoKamu,
3a3HaveHMn y
nepiognyHocTi
NOAAHHA PerynsapHmnX
3BITiB 3 6e3neKu.

NEHANISOMI
[, KPKA
HOBO
MECTO

lenalido
mide

neHani
Aomig,
y
rigpox
nopug,
y
MOHOTi

Apat

LO4AX
04

Kancynu Tepgi no
25 wmr; no 7 kancyn
TBEpAVX y BnicTepi,
no 3 6nictepu y
Kopoo6Li

KPKA,
A.A.,
Hoso

MecTo

CnoseHis

BMPOGHMLTBO «in bulk»,
nepBUHHA Ta BTOPUHHA
ynaKkoBKa, KOHTPO/Ib Ta
BUNYCK cepil:
KPKA-®APMA ga.0.0.,
XopBarTis;

KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., HoBo mecTo,

CnoBeHisi;

BTOPMHHa ynaKoBKa:

KPKA, a.4., HoBo mecTo,

CnoBeHis

Xopsaris/
CnoseHis

peecTpauis Ha 5 pokiB

IHCTpYKUis gns
MeAnYHOro
3acTOCyBaHHsA
nikapcbkoro 3acoby
(eCTD Bepcis 0012)
TeKkCT MapKyBaHHA
YNaKoBKM liKapCbKOoro
3acoby (eCTD Bepcis
0011) MeTtoaun
KOHTPOJIIO AKOCTI
nikapcbkoro 3acoby
Bepcis (eCTD Bepcis
0011 pna fosyBaHHA 5
mr, 15 mr, 25 mr ta
eCTD Bepcisa 0013
Ans fo3ysaHHs 10 mr)
3BIT 3rigHO 3
Jopatkom 29 fo
Mopsaky (eCTD
Bepcisa 0004) 3BiT
3rigHo 3 flogatkom 30
0o MNopagky Nel ta

3a
peyenmom

He
nionsieae

UA/21510/01/04
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

Ne2 (eCTD Bepcist
0009) MnaH
yNpaB/liHHA pUsMKaMm
Bepcia 2.0 norogxeHa
(eCTD nocnifoBHicTb
Ne 0002).
MepiognyHicTb
NoAaHHA perynsapHo
OHOBJ/IOBAHOTO 3BITY 3
6e3neku, BiaAnoBigHO
Ao lMopsiaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOT0
Haka3oM MiHicTepcTBa
O0XOPOHM 3[,0POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuii
YkpaiHu 29 ciuna 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i cTpoKamu,
3a3HavYeHMun y
nepiognyHocTi
NoAAaHHSA perynsipHmnx
3BITIB 3 6e3neKku.

NEHANIAOMI
I, KPKA
HOBO
MECTO

lenalido
mide

neHani
aowmig,
y
rigpox
nopwug,
y
MOHOTi

apar

LO4AX

Kancynm Teepai no 5
Mr; MO 7 Kancyn
TBEPAMX Y BnicTepi,
no 3 6nictepn y
Kopoo6Li

KPKA,
A8,
HoBo

MecTo

CnoBeHis

BMPOGHMLTBO «in bulk»,
nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/b Ta
BWMYCK Cepil:
KPKA-®APMA g.0.0.,
XopsBarisi;

KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., HoBo mecTo,

XopsarTisi/
CnoBeHis

peecTpauis Ha 5 pokis

IHCTpYKUis ans
MeAnYHOro
3acToCyBaHHSA
nikapcbkoro 3acoby
(eCTD Bepciss 0012)
TekcT MapkyBaHHS
yMakoBKM MiKapCbKOro
3acoby (eCTD Bepcis

3a
peyenmom

He
nionsizae

UA/21510/01/01
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Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMoBaH | pe4yos nocsi0YeHHs
a UHU
Hassa*
CnoBeHis; 0011) MeToau
BTOPWHHA ynakoBKa: KOHTPOJIIO AKOCTI
KPKA, 4.4., HoBo mecTo, NiKapcbKkoro 3acoby
CnoseHis Bepcia (eCTD Bepcis

0011 gna fosyBaHHA 5
mr, 15 mr, 25 mr ta
eCTD Bepcia 0013

AN fosysBaHHa 10 wmr)

3BIT 3rigHO 3
JopaTtkom 29 go
Mopsaaky (eCTD

Bepcis 0004) 3BiT

3rigHo 3 JogaTkom 30
oo Mopsaky Nel ta
Ne2 (eCTD Bepcis

0009) MnaH

ynpas/iHHA pu3nkamu

Bepcis 2.0 norogxeHa

(eCTD nocnigoBHiCTb
Ne 0002).
MepiognyHiCTb
NoAaHHsA perynsipHo

OHOB/IHOBAHOrO 3BITY 3

6e3neku, BiANoBigHO

Ao lMNopsaaky

3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAXKEHOTO

Haka3oM MiHicTepcTBa
OXOPOHW 340pOB’A

YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B

MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy

MiHicTepcTBa OXOpPOHU

3[,0pOB'st YKpaiHu Big,

26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rifgHO 3i CTpoKamu,
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Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMosaH | pe4yos nocsioyeHHs1
a UHU
Hassa*
3a3HaveHIMn y
nepioguyHocCTi
nofAaHHs perynsapHux
3BITiB 3 6e3neku.
10. | PUBAPOKCA | rivaroxa | pueap | BO1AF | Ttabnetku, BKpUTi AT YkpaiHa AT «dapmak» YkpaiHa peecTpadist Ha 5 pokis 3a He UA/21511/01/01
BAH- ban okcab | 01 NAiBKOBOO "hapmak peyenmom | nidnszae
DAPMAK aH 060/10HKO, MO 2,5 " IHCTpyKUis ans

Mr; no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu y
ECI]

MeNYHOro
3aCTOCyBaHHSA
nikapcbkoro 3acoby
(eCTD Bepis 0009 -
ANSA A03yBaHHA 2,5 Mr;
eCTD Bepist 0000 -
ans posysaHHA 10 wr,
15 mr Ta 20 mr) TekeT
MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby
(eCTD Bepiss 0000)
MeToau KoHTponto
SIKOCTi JliKapCbKOro
3acoby (eCTD Bepis
0009 - ana fo3yBaHHA
2,5 vr; eCTD Bepist
0008 - on1a fo3yBaHHsA
10 wmr, 15 mr Ta 20 mr)
3BIT 3rigHO foAaTky
29 Mopsagky (eCTD
Bepcis 0000) 3BiT
3rigHo popatky 30
Mopsaky (eCTD
Bepcis 0000) MnaH
ynpas/iHHA pu3nkamu
Bepcia 7.0 norogpkeHa
(eCTD nocnigoBHicTb
Ne 0005). 3BiT 3
6e3nekv NoBMNHeH
HagaBaTucs 3
nepioAnyHicTIO:
MepiognyuHicTb
nofaHHa perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

Ao lMNopsaaky
3AiiCHEeHHA
hapmakoHarnagy,
3aTBEPAXKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHW 340pOB’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB'st YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKamu,
3a3HavYeHVMUN y
nepioguyHocCTi
NOAAHHSA PerynspHmnx
3BITIB 3 6e3MeKu.

11.

PUBAPOKCA
BAH-
DAPMAK

rivaroxa
ban

pviBap
okcab
aH

BO1AF
01

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO, No 10
Mr; no 14 tTabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu y
ECI]

AT
"papmak

YkpaiHa

AT «®apmak»

YkpaiHa

peecTpauis Ha 5 poki

IHCTpyKUis ans
MeNYHOro
3aCTOCyBaHHSA
nikapcbkoro 3acoby
(eCTD Bepis 0009 -
ANSA A03yBaHHA 2,5 Mr;
eCTD Bepist 0000 -
ans posysaHHA 10 wr,
15 mr ta 20 mr) TekeT
MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby
(eCTD Bepiss 0000)
MeToau KoHTponto
SIKOCTi JliKapCbKOro
3acoby (eCTD Bepis
0009 - ana fo3yBaHHA
2,5 mr; eCTD Bepis
0008 - Ans fo3yBaHHA

3a
peyernmom

He
niosisieae

UA/21511/01/02
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

10 wmr, 15 mr Ta 20 mr)
3BIT 3rigHO foAaTky
29 Mopsgky (eCTD

Bepcisa 0000) 3BiT
3rigHo popatky 30
Mopsiaky (eCTD
Bepcis 0000) MnaH
ynpas/iHHA pu3nkamu

Bepcis 7.0 norogxeHa

(eCTD nocnigoBHiCTb

Ne 0005). 3BiT 3
6e3nekv NoBy1HeH
HajaBaTtucs 3
nepioanyHicTIO:
MepiognyHiCTb
NoAaHHs perynsipHo

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO

Ao lMNopsaaky
3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAXKEHOTO

Haka3oM MiHicTepcTBa
OXOPOHW 340pOB’A

YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy

MiHicTepcTBa OXOpPOHU

3[,0pOB'st YKpaiHu Big,

26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i cTpoKamu,

3a3HavYeHVMUN y
nepiognMyHocCTi

NOAAHHSA PerynspHmnx

3BITIB 3 6e3MeKu.

12.

PUBAPOKCA
BAH-

rivaroxa
ban

pviBap
okcab

BO1AF
01

TabneTkn, BKPUTI
NNiBKOBOIO

AT
"Papmak

YkpaiHa

AT «®apmak»

YkpaiHa

peecTpauis Ha 5 poki

3a
peyenmom

He
niossieae

UA/21511/01/03
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Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMoBaH | pe4yos nocsi0YeHHs
a UHU
Hassa*
PAPMAK aH 060/10HKO, Mo 15

Mr; no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu y
navuj

IHCTpyKUis ana
MeNYHOro
3aCTOCyBaHHS
nikapcbkoro 3acoby
(eCTD Bepis 0009 -
L8 [O3yBaHHA 2,5 mr;
eCTD Bepis 0000 -
ons posysaHHA 10 wr,
15 mr 1a 20 mr) TekcT
MapKyBaHHS1 yMakoBKM
nikapcbkoro 3acoby
(eCTD Bepis 0000)
MeToau KoHTposo
SAKOCTI JliKapCbKOro
3acoby (eCTD Bepis
0009 - ana fo3yBaHHsA
2,5 mr; eCTD Bepis
0008 - ans fo3yBaHHA
10 wmr, 15 mr Ta 20 mr)
3BIT 3rigHO foAaTky
29 Mopsgky (eCTD
Bepcisa 0000) 3BiT
3rigHo popatky 30
Mopsiaky (eCTD
Bepcis 0000) MnaH
ynpas/iHHA pu3nkamu
Bepcis 7.0 norogxeHa
(eCTD nocnigoBHiCTb
Ne 0005). 3BiT 3
6e3mnekn NoOBUHEH
HajaBaTtucs 3
nepioanyHicTIO:
MepiognyHiCTb
NoAaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO
Ao lMNopsaaky
3[jiiCHEHHS
hapmakoHarnagy,
3aTBEPAXKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHU 340pOB’s




17

Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHOro B

MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy

MiHicTepcTBa OXOPOHU

3[,0pOB'st YKpaiHu Big,

26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i cTpoKamu,

3a3HaveHIMn y
nepioguyHocCTi
nofAaHHs perynsapHux
3BITIB 3 6e3MeKu.

13.

PUBAPOKCA
BAH-
DAPMAK

rivaroxa
ban

pviBap
okcab
aH

BO1AF
01

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO, Mo 20
Mr; no 14 tTabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu y
ECIT]

AT
"papmak

YkpaiHa

AT «®apmak»

YkpaiHa

peecTpauis Ha 5 poki

IHCTpyKUis ans
MeNYHOro
3aCTOCyBaHHSA
nikapcbkoro 3acoby
(eCTD Bepis 0009 -
AN A03yBaHHA 2,5 Mr;
eCTD Bepist 0000 -
ans posysaHHA 10 wr,
15 mr Ta 20 mr) TekeT
MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby
(eCTD Bepiss 0000)
MeToau KoHTponto
SIKOCTi JliKapCbKOro
3acoby (eCTD Bepis
0009 - ana fo3yBaHHA
2,5 mr; eCTD Bepis
0008 - an1a fo3yBaHHsA
10 wmr, 15 mr Ta 20 mr)
3BIT 3rigHO foAaTky
29 Mopsagky (eCTD
Bepcis 0000) 3BiT
3rigHo popatky 30
Mopsigky (eCTD

3a
peyernmom

He
niosisieae

UA/21511/01/04
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

Bepcis 0000) MnaH
ynpas/iHHA pu3nkamu
Bepcis 7.0 norogxeHa
(eCTD nocnigoBHiCTb

Ne 0005). 3BiT 3
6e3nekv NoBMNHeH
HajaBaTtucs 3
nepioAnyHicTIo:
MepiognyHiCTb

NoAaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO

Ao lMNopsaaky
3[jiiCHEHHS
hapmakoHarniagy,
3aTBEPAXKEHOTO
Haka3oM MiHicTepcTBa

OXOPOHW 340pOB’A
YKpaiHu Bif 27 rpygHs

2006 poky Ne 898,

3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340

(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB'st YKpaiHu Big,
26 BepecHs 2016 poky

Ne 996), cTaHOBUTL:

3rigHO 3i cTpoKamu,

3a3HavYeHMUN y
nepioguyHocCTi
NOAAHHSA PerynsipHmnx
3BITIB 3 6e3MeKu.

14.

CUNOHIMOA-
BICTA

siponim
od

CUMOHI
moay
aauniH
oBa
Knucno
Ta

LO4AE
03

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 1 Mr,
no 14 TabneTtok B
6nictepi, no 2
6nictepu B
KapTOHHiiA KopoobLyi

MicTtpan
Kenitan
MeHenx
MEHT
Nimiteq

AHrnis

BMPOGHULITBO, NEPBUHHE
Ta BTOPMHHE MakKyBaHHS,

KOHTPO/Ib SIKOCTi, BUMYCK
cepii: CiHTOH XicnaHis,
C.J.

IcnaHis

peecTpauis Ha 5 poki

Pestome nnaHy
ynpasiHHA pu3nkamu
Bepcis 0.3 gopaetbes.

MepiognyHicTb

NOAAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3

3a
peyenmom

He
niosisieae

UA/21512/01/02
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

6e3neku, BiaAnoBigHO
fo lMopsiaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOTO
Haka3oM MiHicTepcTBa
0XOPOHM 3[,0POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuii
Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBUT:
3rigHO 3i cTpoKamu,
3a3HavYeHMUN y
nepiognyHocTi
NoAAaHHSA perynsipHmnx
3BITIB 3 6e3neKu.

15.

CUMOHIMOJ-
BICTA

siponim
od

CUNOHiI
moay
aguniH
oBa
K1cno
Ta

LO4AE

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOH0, N0 2 M,
no 14 tabneTok B
6nictepi, no 2
6nictepu B
KapTOHHI KOpo6Lii

Mictpan
Kenitan
MeHnepx
MeHT
Nimiten

AHrnis

BYPOGHULITBO, MEPBUHHE
Ta BTOPMHHE NaKyBaHHs,

KOHTPO/b SIKOCTI, BUNYCK
cepii: CiHTOH XicnaHis,
C..

Icnanis

peecTpauis Ha 5 pokis

Pestome nnaHy
ynpasniHHA pu3vKamm
Bepcia 0.3 gofaeTbes.

MepiognyHicTs

NMoAaHHA perynapHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHO
Ao lNopsaaky
3[iiCHEHHS
hapmakoHarnagy,
3aTBEPKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big, 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi locTuuii

3a
peyenmom

He
nionsizae

UA/21512/01/03
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Ne Hassa Mixuap | Hassa Koo ®dopma sunycky 3asaBHU Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 00Ha diro4yo ATX (nikapcbka ¢hopma, K 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy yBaHHs1 | peecmpayitiHo
3acoby Hername T yrnakoBska) 20
HmMosaH | pe4yos nocsioyeHHs1
a UHU
Hassa*
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340
(y pepakujii Hakasy
MiHicTepcTBa OXOPOHU
3710pOB's YKpaiHu Bif,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpokamu,
3a3HaveHMn y
nepioguyHocCTi
noAaHHs perynsipHux
3BITiB 3 6e3neKu.
16. | CUNOHIMOA- | siponim cunoHi | LO4AE | TabneTku, BKpUTI MicTtpan AHrnIA BMPOGHULITBO, NEPBUHHE IcnaHis peecTpauis Ha 5 pokiB 3a He UA/21512/01/01
BICTA od Mozay 03 NNiBKOBOIO Kenitan Ta BTOPMHHE naKkyBaHHS, peyenmom nionsieae
afunniH o060s10HKot0, N0 0,25 | MeHemk KOHTPO/b SIKOCTI, BUMYCK Pestome nnany
oBa Mr, no 12 TabneTok MEHT cepii: CiHTOH XicnaHis, yrpas/liHHA pU3nKamm
Kucno B 6nictepi, no 1 Nimiteq C.J. Bepcis 0.3 gogaetbes.
Ta 6nictepy B

KapTOHHI KopooLii

MepiognyuHicTb
nofaHHa perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO
Ao Mopaaky
3AiiCHEeHHSA
chapmakoHarnsgy,
3aTBEPAKEHOrO
Haka3oM MiHicTepcTBa
OXOPOHW 310POB’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHU
340pOB's YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKamu,
3a3HaveHIMn y
nepioguyHocCTi
nofAaHHs perynspHux
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

3BITIB 3 6e3MNeKu.

17.

CYHIHAT

Sunitinib

CYHITU
Hi6

LO1EX

Kancynu Teepgi no
12,5 mr, no 7 kancyn
TBEPAMX Y BnicTepi;
no 4 6nictepu B
KapTOHHI KOpo6Lii

HaTtko
Papma
Nimiten

IHais

Hatko ®apwma flimiteq,

IHais

peecTpauis Ha 5 pokis

Pestome nnaHny
ynpasiHHA pu3nkamu
Bepcis 0.2 gopaetbes.

MepiognyHicTb

NOAAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO
Ao Mopaaky
3[iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO
Haka3oM MiHicTepcTBa
OXOPOHW 30POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoOro B
MinicTepcTsi rocTuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB's YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBWTb:
3riHO 3i cTpoKamu,

3a3HavYeHMUN y

nepiognyYHoCTI
noAaHHs perynsapHux

3BITIB 3 6e3neKku.

3a
peyernmom

He
niosisieae

UA/21513/01/01

18.

CYHIHAT

Sunitinib

CYHITV
Hi6

LO1EX
01

Kancynm Teepgi no
25 wmr, no 7 kancyn
TBEPAMX Y bnicTepi;
no 4 6nictepu B
KapTOHHI Kopo6Lii

HaTko
dapma
Nimiten

IHais

Hatko ®apwma Jlimiteq,

IHais

peecTpauisi Ha 5 pokis

Pestome nnaHy
yrpasniHHA pusnkamu
Bepcia 0.2 gofaeTbes.

MepiognyHicTb

MoAaHHA perynapHo
OHOB/IHOBAHOIO 3BITY 3
6e3neku, BignoBigHO
4o lMopsagky

3a
peyenmom

He
nionsizae

UA/21513/01/02
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HMoBaH
a
Ha3ssa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

3[iiCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO
Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340
(y pepakuji Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rifHO 3i CTpoKamu,
3a3HaveHMn y
nepioguyHocTi
NOAAHHA PerynsapHmnX
3BITiB 3 6e3neKu.

19.

CYHIHAT

Sunitinib

CYHITK
HI6

LO1EX
01

kancynv TBepgi no
50 mr, no 7 kancyn
TBEpAVX y BnicTepi;
no 4 6nictepu B
KapTOHHiiA KopoobLyi

Hatko
Papma
Nimiteq

IHais

HaTko ®apma fimiteq

IHais

peecTpauis Ha 5 pokiB

Pestome nnaHy
ynpasniHHA pu3vKamm
Bepcis 0.2 gogaetbes.

MepiognyuHicTb

nofaHHa perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BiANoBigHO
Ao Mopaaky
3AiiCHEeHHSA
chapmakoHarnsgy,
3aTBEPAKEHOrO
Haka3oM MiHicTepcTBa
OXOPOHW 30POB’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340

3a
peyenmom

He
nionsieae

UA/21513/01/03
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Ne
n/n

Hassa MixxHap
JNliKapcbKo20 00Ha
3acoby Hername
HmMoBaH
a
Hassa*

Hassa
diroyo

peyos
UHU

Koo
ATX

®dopma sUMYyCKY
(nikapcbka gpopma,
yrnakoBska)

3assHU

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB'st YKpaiHu Big,
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3i cTpoKamu,
3a3HaveHIMn y
nepioguyHocCTi
NofAaHHs perynsapHux
3BITIB 3 6e3MeKu.

* gidnosidHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauanbHUK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanpap I'PIHEHKO



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

ITEPEJIIK
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Hoparok 2

J0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxxaBHy
peecTpaniio (mepepeecTpanio) JiKapCbKHX
3aco0iB (MeaHYHHUX IMyHOOi0/TOriUYHHX
npenapariB) Ta BHeCeHHsI 3MiH /0

peecTpaniiHuX MaTepiasiB»

Big 10 smucronaga 2026 poky Ne 1768

INEPEPEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHNX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), IKI
BHOCSTECS 10 TEPXKABHOI'O PEECTPY JIIKAPCBKUNX 3ACOBIB YKPAIHU

Ne Hassa MixkHapoo Hassa Koo ®dopma sunycKy 3asBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Howmep
n/n JliKapcbKo20 Ha dito4oi ATX (nikapcbka ¢hopma, 3as8HU BUPOGH npoyeoypa BiOnycKy | yBaHHs | peecmpayiliHo
3acoby HerlameH | pe4yosUHU ynakoska) Ka uka 20
mosaHa nocsioYeHHs1
Hassa*
1. | KAPBAMASENI | carbamaz Kapbamas - KpucTanivyHui TOBAPUCTBO YKpaiHa WKEL3AH Kutaii MepepeecTpavis - He UA/17776/01/01
H epine eniH MOPOLLIOK 3 Hicjiol)(0)% Ha HeobMeXeHuit nionsizae
(cybeTaHuis) y OBMEXXEHOO PAPMACBIOTIKAN TepMiH
nakeTax noABiNHUX BIANOBIAAIBH KO., NT4.
nonieTMIeHoBUxX ICTIO
ans «KOPMOPALIA
thapmaLeBTUYHOro «310POB'Ax»
3acTocyBaHHs
2. | HABAJ/IOHI® oxymetazo | okcumeTas | ROLAAQ | cnpeit HasanbHUiA TOB YkpaiHa BMPOGHULITBO, YKkpaiHa MepepeecTpauis 6e3 He UA/19084/01/01
Kigc line O/liHy 5 0,025%, no 10 mny "BANNAPTIH nakyBaHHS, Ha HEOBMEXEHUI peuyenma | nionsizae
rigpoxnop donakoHi; no 1 PAPMA" KOHTPO/Ib AKOCTI: TEPMiH.
na hnakoHy B navi ToBapucTBo 3 OHoBeHo
06MEXeHOo iHhopmalito B
BiZANOBIfANbLHICTIO iHCTPYKLUiT AnA
"Mikpodpapm", MeAnYHOro
YKpaiHa; Bunyck 3acTocyBaHHsA
cepit: nikapcbKoro
TOB "BAJTAPTIH 3acoby y posgini
DAPMA", "MoGiyHI peakuji"
YKpaiHa 040 BaX/IMBOCTI

3BiTyBaHHSA Npo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixkHapoo
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
peyosuHuU

Koo
ATX

dopma sUMYCKY
(nikapcbka popma,
yrnakoska)

3asBHUK

Kpaina
3as8HU
Ka

Bupo6Huk

KpaiHa
BUPOGH
uka

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYeHHs1

noGiyHi peakuji.
Pe3tome nnany
ynpasniHHA
pu3nKammn Bepcist
1.0 popaetbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3neku,
BignoBigHO 80
Mopsaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 3,0POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HOCTULIT YKpaiHu
29 ciynsa 2007
poky 3a Ne
73/13340 (3i
3MiHamm),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayvYeHUMn y
nepiognMyHocTi
nofaHHs
perynsipHmx 3BiTiB
3 6e3neku.

OKCUMETA30
NIHY
rAPOXNOPUL,

oxymetazo
line

okcumeTas
oniHy
rigpoxnop
na

KpucTaniuHuii
MOPOLLOK
(cy6cTaHuis) y
noABiHMX
nosieTUIeHOBNX
naketax gns
hapmaueBTUYHOIO
3acTOCyBaHHS

TOBAPUCTBO
3
OBMEXXEHOIO
BIAMOBIAANBH
ICTHO
«KOPMOPALIA
«300POB'A»

YKpaina

CTX TAN®
CAMEHCE3 NBT.
NIMITEL

IHais

MepepeecTpavis
Ha HEOOMEXEHUI
TepMiH

He
niossieae

UA/19238/01/01
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Ne Hassa MixkHapoo Hassa Koo ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknam Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka popma, 3as8HU BUPOGH npoyeoypa Bionycky | yBaHHsI | peecmpayiliHo
3acoby HenameH | pe4yosUHU yrnakoska) Ka uka 20
moBaHa nocsioYyeHHs
Hassa*
4. | NPErABANIH pregabalin | npera6ani - NMOPOLLOK My6niuHe YkpaiHa "MCH ®apmauem IHgis MepepeecTpavis - He UA/19191/01/01
H (cybcTaHuis) y akuioHepHe MpuBart Nimiteq" Ha HeobMeXeHuit niossieae
noABiHMX TOBapunCTBO TEPMiH.
noslieTUIEeHoBMX "HaykoBo-
naketax ons BMPOGHWYMIA
chapmaLeBTUYHOro LEeHTp
3aCcTOCYyBaHHA "BopLuariBcbkuii
XimiKo-
hapmaLeBTUYHU
1 3aBOA"
5. | ®PIYTUKA3OH Fluticason | chnyTtukas - NOpPOLLOK TOBAPUCTBO YkpaiHa BMPOBHULTBO, ITanis nepepeectpauis - He UA/19143/01/01
Y ®YPOAT e furoate OHY (cybeTaHuis) y 3 BMNYCK cepil: Ha HeoBMeEXeHWi nionsieae
dhypoar nonieTuIeHoBMX OBMEXXEHORO CTEP/IIHI C.MN.A,, TEPMiH
nakeTtax gnsa BIAMOBIAANIBH ITanis;
hapMaLeBTUYHOTO ICTHO MiKpOHi3aLisi:
3aCTOCYyBaHHA «KOPTIMOPALLIA I.M.C. C.P.J1.,
«300POB’A» ITanis;
MiKpOHi3av,is:
MIKPOKEM C.P.1.,
ITanis
* gidnosioHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)
HauanbHUK
Onekcanap I'PIHEHKO

dapManeBTUYHOI0 ynpaB/liHHA



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

JIIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), OO0 AKX BYJIN
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ITEPEJIIK

Hoparok 3

[0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpanii (mepepeecTpanii) JiKapCbKHUX
3aco0iB (MeAHYHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHsI 3MiH 10

peecTpaniiHiX MaTepiantiB»

Big 10 smucronaga 2026 poky Ne 1768

BHECEHI 3MIHH /10 PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATHECSH 1O JEP)KABHOI'O PEECTPY
JIIKAPCBKHMX 3ACOBIB

Ne Ha3ssa MixxHap Hassa Koo dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 o0Ha diroyoi ATX (nikapcbka ghopma, 3asa8HU BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby Herame | peyosu ynakoska) Ka uka HsT** 20
HmMosaH HU nocsioYyeHHs1
a
Hassa*
1. | ABACTUH® bevacizu | 6eBayn3 | LOLFG | KOHUeHTpaT ans TOB YkpaiHa Bupo6HMLTBO Himeuun BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/16665/01/01
mab ymab 01 po34nHy AN «Pow Hepo3dacoBaHoT Ha/ marepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
iHdpy3iii, 100 mr/4 YkpaiHa» npoaykuii, nepsuHHe | LLBeiua | sKocTi. FOTOBWIA NikapCbKWii 3aci6.
M/1; no 4 mn (100 wmr) nakyBaHHs1, pisi/ 3MiHM Yy BUpOOHMUTBI. 3MiHa
a6o 16 mn (400 mr) BTOPWHHE CWA iMnopTepa/3miHu, L0 CTOCYTbCSA
y donakoHi; no 1 nakyBaHHs, BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI
nakoHy B BMNPOGYBaHHS rOTOBOTO JiKapCbKOro 3acoby
KapTOHHI Kopo6Lyi KOHTPO/II0 SIKOCTi Ta (3amiHa abo fofaBaHHs
BUNYCK cepil: BMPOGHUKA, LLIO Bignosigae 3a
Pow fdiarHocTuke BBE3€EHHS Ta/abo Bunyck cepii) -
M6X, HimeuunHa; He Bktovaroum
Brpo6HnuTBO KOHTPO/b/BMNPOBYBaHHA cepii -
Hepo3dg)acoBaHo| BHeceHHs iHchopmalii npo
npoaykuii, nepBuHHe iMnopTepa B YkpaiHy [0 po3ainy
nakyBaHHs, 3.2.P.3.1 Bupo6HuK(1) B
BTOPVHHE mMaTtepianu peectpauiiHoro gocke,
nakyBaHHs, a came: «Roche Ukraine» LLC.
BUNPOBYBaHHSA Velyka Vasylkivska Street, 139, 5
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
KOHTPO/I0 SIKOCTi Ta floor 03150 Kyiv Ukraine.
BUNYCK cepil:
& . XopchpmaHH-/1s
Pow NTA,
Lseliuapis;
Bupo6HMLTBO
Hepo3dacoBaHoT
NpoAyKLii, nepBuHHe
nakyBaHHS:
JKeHeHTeK IHK.,
CLIA
2. | A3UTPOMIL, azithrom | asutpom | JO1FA | kancynmno 0,25, MPAT YkpaiHa MPAT YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux 3a He UA/9068/01/01
NH-KP ycin iumH (y 10 no 6 kancyny "XIMPAP "XIMGAPM3ABO/, mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenmom | niossie
nepepax 6nictepi; no 1 M3ABO/ "YEPBOHA 3IPKA" wopo 6e3nekn/edpekTMBHOCTI Ta ae
yBaHHi 6nicTepy y nauui 3 "UEPBOH hapmakoHarnsgy. 3miHa 'y
Ha KapTOHY A 3IPKA" KOPOTKili XapakTepucTui
asuTpom NiKapcbKoro 3acoby, TEKCTI
iLuHy MapKyBaHHs Ta IHCTPYKUii Ans
avrigpat MeAMYHOro 3aCTOCyBaHHA Ha

)

nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHs 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHUX
Bi4MNOBIAHO A0 NnaHy
negjiatpuyHnx gocnigxers (PIP)
(3MiHY Y3rO[XXEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO B iHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby 0 po3Ainis
"apmakosiorivyHi BnactusocTi”,
"Moka3aHHA", "TpoTunoKasaHHA",
"B3aemogis 3 iIHWMMUN NiKapCbKUMMn
3acob6amu Ta iHLWi BUan
B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA y
nepiog BaritTHocTi abo rogyBaHHs

rpyaar”, "34aTtHicTb BNAMBATU HA
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

LWBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMKN
mexaHizmamn", "Cnocio
3acTocyBaHHA Ta gosun”, "ditn",
"MepeposysaHHs”, "Mob6ivHi
peaxuii™ BignoBigHO A0 OHOB/IEHOT
iHchopMmawuii 3 6e3neku gjroyoi
PeYoBUHK, a TakoX B Po34ini
"Cknag" BUKafeHo HanncaHHs
L0401 pevyoBUHN YKPAIHCbKO
MOBOI0. BBEJeHHS 3MiH NPOTAromM
6-TN MiCALB NiC/1A 3aTBEPAKEHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTI.
loToBWI Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBaibHWi
3aci6. 3MiHa po3mipy ynakosku
rOTOBOTO JliKapCbKOro 3acoby
(3MiHa KinlbKOCTi 0ANHULb
(Hanpuknag TabneTok, amnyn
TOLLIO) B yNakoBLi:) - 3miHa nosa
[ianasoHOM 3aTBepKEHUX
po3MipiB ynakoBku. JlogaBaHHs
HOBOrO PO3Mipy YNakoBku AN
[o3yBaHHs no 0,5 r: no 3 kancynm
y 6nicTepi; no 2 6nictepun y nayui 3
KapTOHY 3 MapKyBaHHAM
YKpaiHCbKO0 MOBOIO, 3
BiANOBIAHWMM 3MiHaMK [0 p.
«YNaKoBKa». 3MiHW BHECEHO A0
IHCTPYKUIT o1 MeguyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby
[0 po3giny "YnakoBka"
(mopaBaHHA HOBOrO PO3Mipy
ynaKoBku Ans fo3yBaHHA o 0,5 ;
no 3 kancynu y 6nictepi; no 2
6nicTepy y nauui 3 KapToHy) Ta K
HacnifoK AOAaETLCA TEKCT
MapKyBaHHs 4151 BignoBigHOro
[03yBaHHA. BBeaeHHA 3MiH
npoTArom 6-Tm MicALiB nicns

3aTBEPMHKEHHSA. 3MiHM | TNy -
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Ne

Hassa

MixxHap

Hassa

Koo

Popma sunycky

3asaBHUK

KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO B IHCTPYKL,tO0 ANns
MeAMYHOro 3aCToCyBaHHSA
NiKapcbKoro 3acoby Ao posainy
"Mo6iuHi peakuyii" woao
3BiTYBaHHS NPo MobiyHi peakw;i.
BBegeHHs 3MiH NpOTSArom 6-tn
MicsILiB MicNs 3aTBEPAKEHHS.
3. | ASUTPOMIL, azithrom | asutpom | JO1FA | kancynuno 0,5r, no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux 3a He UA/9068/01/02
NH-KP ycin iLuH (y 10 3 kancymmy "XIMOAP "XIMOGAPM3ABO/, marepianis: 3miHu | Tuny - 3MiHK peyenmom | nionse
nepepax 6nicTepi; no 1 a6o 2 M3ABO/ "YEPBOHA 3IPKA" oo 6e3nekn/edpeKTBHOCTI Ta ae
yBaHHi 6nictepu y nauui 3 "YEPBOH hapmakoHarnsagy. 3miHa 'y
Ha KapToHY A 3IPKA" KOPOTKili XapakTepucTuyj
asuTpom NikapcbKoro 3acoby, TeKCTi
iLnHy MapKyBaHHA Ta IHCTPYKUii Ans
avrigpat MeAMYHOro 3aCTOCYBaHHSA Ha

)

nigcTasi perynsapHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiiuii nepiog, abo
SIK pe3ynbTar OUiHKW 3BIiTY 3
JocnigpkeHb, NpoBeAeHnX
BIANOBIAHO A0 MnaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)kKeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoMm) - 3MiHu
BHECEHO B iIHCTPYKLi Ans
MeLMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby f0 po3Ainis
"PapmakxosiorivyHi BnactusocTi”,
"Moka3aHHA", "TIpoTMnoKasaHHSA",
"B3aemogis 3 iHWVMU flikapCbKumMn
3acobamu Ta iHWi BUAn
B3aemogiit", "Ocob6mMBOCTi
3aCTOCyBaHHA", "3aCTOCYBaHHSA Y
nepiog BaritHocTi abo rogyBaHHsi
rpyaaro”, "3aatHicTb BIMBATU HA
LIBUAKICTb peakuji Npu KepyBaHHi
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

aBTOTPAHCNOPTOM abo iHWUMK
mMexaHismamu", "Cnocié
3acTocyBaHHsA Ta gosun”, "ditn",
"MepeposyBaHHs", "MoGiYHI
peakuii" BiANoBigHO A0 OHOBMEHOI
iHdhopmawuii 3 6esneku aitoyoi
peyoBUHM, a TakoX B po3aini
"Cknaj" BUKnafeHo HannucaHHsa
L0401 PEYOBMHN YKPAIHCHKO
MOBOI0. BBE[IEHHSA 3MiH MPOTArOM
6-TV MICALLIB MiCN1A 3aTBEPIKEHHS.
3MiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
Cuctema
KOHTeliHep/3aKynopoBasibHNIA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby
(3miHa KifIbKOCTi 0ANHULb
(Hanpvknag Tabnetok, amnysn
TOLLO) B yNakoBLi:) - 3miHa nosa
fiana3oHoM 3aTBEPAKEHNX
po3MipiB ynakosku. logaBaHHs
HOBOrO PO3Mipy ynakoskv ans
no3yBaHHA no 0,5 r: no 3 kancynun
y 6nicTepi; no 2 6nictepun y nauui 3
KapTOHY 3 MapKyBaHHSM
YKpaiHCbKO0 MOBOHO, 3
BiNOBiAHMMMN 3MiHaMK1 40 p.
«YNaKoBKax». 3MiHW BHECEHO 0
IHCTPYKUii g1 MeguyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby
[0 po3giny "Ynakoska"
(BopaBaHHA HOBOTO PO3Mipy
ynakoBkn Ans Ao3yBaHHs no 0,5 ;
no 3 kancynu y 6nictepi; no 2
6nicTepy y nadui 3 KApTOHY) Ta 5K
Hacnifok AOAAETLCA TEKCT
MapKyBaHHs 719 BifNoBigHOro
[l03yBaHHA. BBefeHHA 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBepMHKEHHS. 3MiHu | Tuny -

3MiHM Wwoao




Ne

Hassa
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Hassa

Koo
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n/n

JNliKapcbKo20
3acoby

00Ha
Hername

a
Ha3sa*

HMosBaH

diroyor
peyosu
HU

ATX

Popma sunycky

ynakoska)

(nikapcbka cpopma,

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep

peecmpayiliHo
20

nocsioYyeHHs1

AKHETPEKC

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3amiHu) -
3MiHM BHECEHO B IHCTPYKLit0 ANns
MeAMYHOro 3acToCyBaHHSA
niKkapcbKoro 3acoby Ao posainy
"Mo6iuHI peakyii" wWoao
3BiTyBaHHS Npo Mo6iYHi peakw;i.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCSILiB Micsi 3aTBEPAKEHHS.

10

AKHETPEKC

isotretin
oin

i3oTpeTn
HOTH

D10B
AO01

Kancynu m'ski no 10
Mmr; no 10 kancyny
6nicTepi, no 3
6nictepu B
KapTOHHi Kopobuj

Mera
Naiicpcaiie
HCi3
Mabnik
KomnaHi
Nimiteq

TainaHg

Mera flaiidpcaiieHci3
Mabnik Komnani
Niviteq

TainaHg,

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy. 3miHa 'y
KOpOTKili xapakTepucTui
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaviiinii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BIANOBIAHO A0 NnaHy
negjatpuyHux gocnigpkers (PIP)
(3MiHY Y3rO[>KEHO 3 KOMMNETEHTHNUM
YMNOBHOB&XEHVNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLIiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby B po3fiun
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuii" BignoBigHO A0
OHOB/IEHOT iHhopmalLiii 3 6e3nekn
Aitoyoi peyoBunHU. BBeAEHHS 3MiH
NpoTArom 6-Tu MicALiB nicas
3aTBEPKEHHS.

3a
peyenmom

He
nionsie
ae

UA/16557/01/01

20

isotretin
oin

i30TpeTn
HOTH

D10B
AO1

Kancynm m'siki no 20
mr; no 10 kancyn y
6nictepi, no 3

6nictepn B

Mera
Naiidpcaiie
HCi3

TainaHg

Mabnik

Mera /laiidpcaiieHci3
Ma6nik Komnani
Nimiten

TainaHpg

BHECEHHS 3MiH 0 peecTpaLiiiHX
MaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta

thapmakoHariagy. 3miHa y

3a
peyenmom

He
nionsie
ae

UA/16557/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHI Kopo6Lyi

KomnaHi
Nimiten

KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIii A5
MeAMYHOro 3acTOCyBaHHA Ha
nigcrtasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6GE3NeEKN
nikapcbkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3acTOCYyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
LocCnigpKeHb, NpoBefeHNX
BiAMNOBIAHO A0 NnaHy
negjatpuyHunx gocnimpxeHs (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3zinu
"Oco6n1BOCTI 3acTOCyBaHHSA",
"Mo6iyHI peakuji" BignoBigHO A0
OHOB/IEHOT iHGhopMaLii 3 6e3neku
Aitoyoi pevoBunHN. BBeeHHS 3MiH
nNpoTSArom 6-Tu MicALiB nicas
3aTBEPAKEHHS.

AKTEMPA®

tocilizum
ab

ToumNi3y
mab

LO4AC
07

PO34MH ANs iH'EKLiA,
162 mr/0,9 mn; 4
nonepeHLO
HanoBHEHNX
wnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHi Kopobuyj;
4 nonepefHbO
HanoBHEHNX
Lwnpuua (KoxeH
o6’emom 1 mn) y
KapTOHHiI Kopobui 3
MapKyBaHHAM
aHrNilicbKoto,
hpaHuy3bKoto Ta
apabCcbkoo MoBamu
3i CTMKepoM

TOB
«Pou
YkpaiHa»

YkpaiHa

Brpo6HuuTBO
Hepo3acoBaHo|
npoaykuii, nepBrHHe
nakyBaHHs1,
KOHTPO/1b B MPOLIECI
BMPOGHMLTBA,
BMNPOOYBaHHA Ha
CTEPUNbHICTb Ta
6akTepiasibHi
€HLO0TOKCUHN:
Bettep ®apma-
depTuryHr Tm6X i
Ko KI', HimeuuuHa;
BvnpobyBaHHs Ha
CTEpUbHICTb Ta
6akTepianibHi
€HAO0TOKCUHU,

Himeyun
Ha/
LBeiiua
pist

BHECEHHS 3MiH 1O peecTpavLiitHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUNYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMpOGHMKa, LLO BiAnoBigaE 3a
BBE3EHHA Ta/abo BUMNYCK cepi) -
He Bktovatoum
KOHTPO/1b/BUNPOBYBaHHSA cepil -
BHeceHHs iHchopmalii npo
iMnopTepa B YkpaiHy A0 po3ainy
3.2.P.3.1 Bupo6Huk(n) B
marepiann peecTpauiiiHoro AocbE,
a came: «Roche Ukraine» LLC.

3a
peyerimom

UA/13909/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

YKpaiHCbKO0 MOBOHO

BisyaslbHWiA
KOHTPO/Ib B NpoLeci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr MmoX i
Ko KT, HimeyumnHa;
BeTTep ®apma-
®epTuryHr MmoX i
Ko KT, HimeyumnHa;
BizyanbHuii
KOHTPO/Ib B NpoLeci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr MmoX i
Ko KT, HimeyumnHa;
BTopuHHe
naxyBaHHs,
BMNPOGYBaHHS
KOHTPO/IHO AKOCTI
(kpim BUNPOOYBAHHSA
Ha CTEPW/IbHICTb Ta
6akTepiasibHi
€HI0TOKCUHM),
BUNYCK cepii:
®.XodhdpmaHH-/1a
Pouw fitg,
LLIBeliyapis

Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.

ANbBEHAAS3
on-
DAPMEKC

albenda
zole

anbbeHs
ason

pP02C
A03

TabneTku no 400 mr;
no 1 TabneTtuj B
6nicTepi; no 1 a6o 3
6nictepu B nauui

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANBHICT
1O
«KOPIOP
ALIA
«300POB
"A»

YkpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy. 3miHa 'y
KOpOTKili xapakTepucTui
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaviiinii nepiog, abo
SIK pe3ynbTar OUiHKK 3BIiTY 3

3a
peyenmom

He
nionsie
ae

UA/18312/01/01




Ne

Hassa

MixxHap

Hassa

Koo
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n/n

JNliKapcbKo20
3acoby

00Ha
Hename
HMoBaH
a
Ha3sa*

diroyor
peyosu
HU

ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ANTbBYBEH

albumin

BO5A

[ocnigpxeHb, NpoBeaeHNX
BIAANOBIAHO A0 NnaHy
negiatpuuHmx gocnigpxexb (PIP)
(3MiHy Y3roKeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHVM OpraHom) -3MiHu
BHECEHO B iHCTPYKLit0 A5
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"Oco61MBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii" BignoBigHO A0
OHOBJIEHOI iH(hopMaLlil LLoAo
6e3nekn 3aCTocyBaHHs
nikapcbkoro 3acoby.

anbbymi
H
NOANHN

A0l

pO34nH aNs iHdysili
20 %; no 50 mn, 100
M1y ¢pnakoHi; no 1
hnakoHy y nauui 3
KapTOoHY

TOB
"BIO®AP
MA
MJIA3MA"

YkpaiHa

TOB "BIOPAPMA
MIA3SMA"
(BUpOBHMLTBO,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepid)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro MikapcbKoro
3acoby. 3miHa y MmeToAax
BUNPOOYBaHHA rOTOBOr0
NikapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax BunNpobysBaHb
(BkNtOYarOUM 3aMiHy abo
[0MNOBHEHHS)) - OHOBMEHHSA
MeToAy BUNPO6YBaHHA NOKa3HUKa
akocTi «Cknag 6inkiB», a came
TpaaULiliHWi 30HaIbHWIA
enekTpochopes Ha nniBkax 3
auerary Lef0/1031 3aMiHeHO Ha
30Ha/bHWIA enekTpodhopes B
araposHomy reni. MpvBefeHHs
KpUTEpito NPUIAHATHOCTI NOKa3HKKa
«Cknag 6inkiB» y BignoBigHICTb A0
dhopMy oBaHHSA, HaBeeHOro y
MoHorpadii AdY/Ph. Eur. 0918.
CynyTHA 3MiHa- 3MiHU 3 AKOCTI.
A®|. KoHTponb A®l. 3miHa y
MeToAax BUNpobyBaHHs AD| abo
BMXiAHOro marepiany/npomikHOro
npoAayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLWI 3MiHN Y

MeTofax BUNPoGyBaHHS

3a
peyerimom

UA/15875/01/02
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
(BkNtoYaroUM 3amiHy abo

[ONOBHEHHA) AD| abo

OHOBEHHSI MeTOAY
BMNPOBYBaHHA NOKa3HMKa SKOCTI
«Cknag 6inkiB» ans
Hepo3dhacoBaHOro NPoAyKTy
(pO34MH iMyHOrNoGYMiHY NOAVHN
A1 BHYTPILUHbOBEHHOIO
BBeAeHHA 5%), a came
TpaaULiliHWi 30HaIbHWIA
eneKkTpogiopes Ha niBkax 3
auerary Le/o/1031 3aMiHeHO Ha
30Ha/bHWIA enekTpodhopes B
araposHomy resii. MpuBegeHHs
KpUTEPIto MPUIAHATHOCTI NOKa3HKKa
«Cknag, 6inkiB» y BignNoOBIgHICTb A0
dhopMy oBaHHSA, HaBeeHOro y
MoHorpadii AdY/Ph. Eur. 0918.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oToBMIA Nikapcbkumit 3aci6.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBepKeHNX meTodax
BMNPOGYBaHHS) - 3MiHN 0 MeToAy
BUMNPOOYBaHHSA 3a NMOKa3HMKOM
«3aranbHuii 6inok», a came
YTOUYHEHHS (haKTUYHO
3aCToCOBYBaHOI npoLeaypu Ta
npuBefeHHs aHaniTMYHoI
[LOKyMeHTaL,ii y BiANOBIgHICTb A0
sBuMor AdY/Ph. Eur. i peanbHoi
nabopaTopHOI NMPaKTUKN KOHTPOSIO
AKOCTi. BHECEHHSI yTOUHEHHSA
LLIOA0 3acToCyBaHHsA in-house
MeToAy Ha OCHOBI pekoMeHAaLlii
[OoY/Ph. Eur. 2.5.33, meTog 7
meToguka A Ta ®Y/Ph. Eur. 2.5.9
3amicTb nocunaHHa Ha APY/Ph.

BVXiAHOTO/NPOMIXXHOr0 NPOAYKTY) -

Eur. 2.5.9 Ta i9Y/Ph. Eur. 2.5.33,
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Ne

Hassa

MixxHap

Hassa

Koo

3asaBHUK

Popma sunycky KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

meTtop 7.

CynyTHS 3MiHa- 3MiHU 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo
BUXiHOro marepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP| (HE3HAYHI 3MiHK
y 3aTBepKEeHNX MeToAax
BMNPOOYBaHHS) -
3MiHM [0 MeToAy BUNPO6YBaHHSA
3a NOKa3HUKOM «3arasibHuii
6inoK» AN pO3UnHY
iMyHOrno6yniny noauHn 5%, a
came YTOYHeHHs hakTU4YHO
3aCToCOBYBaHOI npoueaypun Ta
npuBefeHHs aHaniTMYHoI
[LOKyMeHTaL,ii y BiANOBIgHICTb A0
BuMor AdY/Ph. Eur. i peanbHoi
nabopaTopHOI NMPaKTUKN KOHTPOSIO
AKOCTi. BHECEHHSI yTOUHEHHSA
LLIOA0 3acToCcyBaHHsA in-house
MeToAy Ha OCHOBI pekoMeHAaLlii
[OoY/Ph. Eur. 2.5.33, meTog 7
meToguka A Ta ®Y/Ph. Eur. 2.5.9
3amicTb nocunaHHa Ha APY/Ph.
Eur. 2.5.9 Ta ®Y/Ph. Eur. 2.5.33,
mMeTog 7. 3MiHu | Tuny - 3MiHun 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobyeaHHs APl abo
BMXiZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
mMeTofax BUNpobyBaHHS
(BK/THOYAKOYM 3aMiHY ab0
[ONoBHEHHSA) AD| abo
BVXiZHOro/NpoMiXHOro NPoAyKTy)-
3anponoHoBaHa 3miHa CTOCY€ETbCA
OHOBJIEHHA MeToAy BUNPOOYyBaHHA
nokasHuka sikocTi «Cknag, 6inkis»
3 METOK MPUBEAEHHS 1100 Y
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

Bi4noBiAHICTb 40 BUMOT
aKTyasibHOI pefakLii MoHorpadii
€Bponelicbkoi ®apmakonei 0255

"Human Albumin Solution".
BignosigHoO A0 YMHHOI MOHOrpadii,
TpaanLiiHniA 30HaTbHWIA
enekTpodopes Ha nsiBkax 3
aueTary Lenton103un 3amiHeHo Ha
30HaU/TbHUIA enekTpodiopes B
araposHomy reni, Lo 3abe3nevye
NiABULLIEHY aHaNITUYHY TOYHICTb,
KpaLLy BiATBOPIOBaHICTb Ta
BiANOBIAHICTb Cy4yacHUM
thapmakoneiHum nigxoaam [0
BM3HAYEHHSI GiSIKOBMNX LOMILLOK.
KoHTponb cknagy 6inkis
3AiiCHIOETLCA BiANOBIAHO [0
3arasibHoi cTatTi dY/Ph. Eur.
2.2.31. Ana ocagy ®pakuii V
BCTaHOB/IEHO KPUTEPIlA, 3rigHO 3
KM He Binblue 5% 6ifkiB MOXyTb
MaTtu enekTpochopeTnyHy
PYX/IMBICTb, BiJMiHHY Bifi OCHOBHOI
CMyrn. 3anpoBapKeHnii nigxia
3abe3neuye NocnigoBHNI
KOHTPO/Ib AKOCTi Ha yCix eTanax
BMPOGHMLTBA Ta BiAgMNoBigae
YMHHUM chapmMaKonenHum
BvMoram. 3MiHu | Tuny - 3MiHu 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneungikauii Ta/abo gonycTmumMmx
MEX roTOBOrO JliKapCbKoro 3acoby
(BUTYYEHHS HE3HAYHOIO
nokasHuka (Hanpvknag
3acTapifnioro NokasHuKa, Takoro sk
3anax Ta cMak, abo igeHTudikauis
6GapBHYIKIB Y CMaKOBUX 406ABOK))
- BunyyeHHs MeToay KOHTPO/IO 3a
nokasHukom "riporeHn”

Bi4MOBIAHO 40 BUMOT NpUHLMNY
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3R (Replace — 3amiHa, Reduce —
cKopoyeHHs, Refine —
BAOCKOHAJ/IEHHST) Ta EBPONENCHKOI
Papmakonei. MKA (Bepcis 0001).
9. | AiIbBYBEH albumin | anbbymi | BO5A pO34nH aNs iHdysili TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa | BHECeHHs 3MiH [0 peecTpauiliHux 3a UA/15875/01/01
H A01 10 %; no 50 mn, 100 "BIO®AP MNA3MA" marepianis: 3miHu | TRy - 3MiHK 3 peyenmom
NOANHN M1y ¢pnakoHi; no 1 MA (BUpOBHMLTBO, AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
hakoHy y nauui 3 MNA3SMA" nepBrHHe Ta KOHTpO/b roToBOro MikapcbKoro
KapTOoHY BTOPUHHE 3acoby. 3miHa y meTogax
nakyBaHHs, BUNPOOYBaHHA rOTOBOrO

KOHTPO/Ib SIKOCTI,
BUMYCK Cepild)

NiKapcbKoro 3acoby (iHWi 3MiHN Y
mMeTogax B1nNpobysBaHb
(BkNtOYarOUM 3aMiHy abo
[0MNOBHEHHS)) - OHOBMEHHSA
MeToAy BUNPO6YBaHHA NOKa3HUKa
akocTi «Cknag 6inkiB», a came
TpaaULiliHWi 30HaIbHWIA
enekTpochopes Ha nniBkax 3
auerary Lef0/1031 3aMiHeHO Ha
30Ha/bHWIA enekTpodhopes B
araposHomy reni. MpvBefeHHs
KpUTEpito NPUIAHATHOCTI NOKa3HKKa
«Cknag 6inkiB» y BignoBigHICTb A0
dhopMy oBaHHSA, HaBeeHOro y
MoHorpadii AdY/Ph. Eur. 0918.
CynyTHA 3MiHa- 3MiHU 3 AKOCTI.
A®|. KoHTponb A®l. 3miHa y
MeToAax BUNpobyBaHHs AD| abo
BMXiAHOro marepiany/npomikHOro
npoAayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLWI 3MiHN Y
MeTogax BUnpobyBaHHs
(BkNtOYarOUM 3aMiHy abo
[ONoOBHEHH:A) AdD| abo
BWXi4HOro/MpOMKHOro NPoAyKTy) -
OHOB/EHHSI MeTOAY
BMNPOBYBaHHA NOKa3HMKa SKOCTI
«Cknag 6inkiB» ans
Hepo3dhacoBaHOro NPoAyKTy
(pO34MH iIMyHOrNoBYMiHY NOAVHN
[A719 BHYTPILLUHbOBEHHOIO
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BBeAeHHA 5%), a came

TpaauLiliHWii 30HaSIbHWIA
eneKkTpogiopes Ha niBkax 3
auerary Lef1t0/1031 3aMiHeHO Ha
30Ha/bHWIA enekTpodhopes B
araposHomy rejii. MpuBegeHHs
KpUTEPpIto MPUIHATHOCTI NOKa3HKKa
«Cknag, 6inkiB» y BignNoOBIgHICTb A0
dhopMy oBaHHSA, HaBeeHOro y
MoHorpadii AdY/Ph. Eur. 0918.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[FoToBMIA Nikapcbkumit 3aci6.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI TOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBepKeHNX meTodax
BMNPOGYBaHHS) - 3MiHN 0 MeToAy
BUMNPOOYBaHHSA 3a NMOKa3HWKOM
«3aranbHuii 6inok», a came
YTOUYHEHHS (haKTUYHO
3aCToCOBYBaHOI npoLeaypu Ta
npuBefeHHs aHaniTMYHoI
[LOKyMeHTaL,ii y BiANOBIgHICTb A0
sBuMor AdY/Ph. Eur. i peanbHoi
nabopaTopHOI NMPaKTUKN KOHTPOSIO
AKOCTi. BHECEHHSI yTOUHEHHSA
LLIOA0 3acTocyBaHHsA in-house
MeToAy Ha OCHOBI pekoMeHAaLlii
[OoY/Ph. Eur. 2.5.33, meTog 7
meToguka A Ta J®Y/Ph. Eur. 2.5.9
3amicTb nocunaHHa Ha APY/Ph.
Eur. 2.5.9 Ta ®Y/Ph. Eur. 2.5.33,
meTtop 7.
CynyTHSA 3MiHa- 3MiHU 3 AKOCTI.
A®I. KoHTposnib A®I. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo
BUXiHOro marepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP| (HE3HAYHI 3MiHK

y 3aTBEPMKEHNX METOAAX
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

BMNPOOYBaHHs) -
3MiHM [0 MeToAy BUNPO6YBaHHA
3a MOKa3HUKOM «3arasibHuii
6inoK» AN PO3UNHY
iMyHOrno6yniny noauiun 5%, a
came YTOYHeHHs hakTU4YHO
3aCToCOBYBaHOI npoueaypun Ta
npuBeeHHs aHaniTMYHoI
[LOKyMeHTaL,ii y BiANOBIgHICTb A0
BuMor AdY/Ph. Eur. i peanbHoi
nabopaTopHOI NMPaKTUKN KOHTPOSIO
AKOCTi. BHECEHHSI yTOUHEHHSA
LLIOA0 3acToCyBaHHsA in-house
MeToAy Ha OCHOBI pekoMeHAaLlii
[OoY/Ph. Eur. 2.5.33, meTog 7
meToguka A Ta ®Y/Ph. Eur. 2.5.9
3amicTb nocunaHHa Ha APY/Ph.
Eur. 2.5.9 Ta ®Y/Ph. Eur. 2.5.33,
mMeTog 7. 3MiHu | Tuny - 3MiHun 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobyeaHHs APl abo
BMXiZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeTofax BUNpobyBaHHS
(BK/THOYAKOYM 3aMiHy ab0
[ONoBHEHHSA) AD| abo
BVXiZHOro/NpoMiXHOro NPoAyKTy)-
3anponoHoBaHa 3miHa CTOCY€ETbCA
OHOBJIEHHA MeToAy BUNPOOYyBaHHA
nokasHuka sikocTi «Cknag, 6inkis»
3 METOH NMPUBELEHHS 110r0 Yy
Bi4noBiAHICTb 40 BUMOT
aKkTyasibHOI pefakLii MoHorpadii
€Bponelicbkoi ®apmakonei 0255
"Human Albumin Solution”.
BignosigHoO A0 YMHHOI MOHOrpadii,
TpaanLiiHniA 30HaTbHWIA
enekTpodiopes Ha nsiBkax 3
aueTary Lenton103un 3amiHeHo Ha
30Ha/TbHUIA enekTpodiopes B
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

10.

araposHomy reni, Lo 3abe3nevye
NiABULLIEHY aHaNITUYHY TOYHICTb,
KpaLLy BiATBOPIOBaHICTb Ta
BiAMNOBIAHICTb Cy4yacHUM
thapmakoneiHum nigxoaam [0
BM3HAYEHHSI GiSIKOBMNX JOMILLOK.
KoHTponb cknagy 6inkis
3AiiCHIOETLCA BiANOBIAHO [0
3arasibHoi cTatTi dY/Ph. Eur.
2.2.31. Ana ocagy ®pakuii V
BCTaHOB/IEHO KPUTEPIlA, 3rigHO 3
KM He Binblue 5% 6ifkiB MOXyTb
MaTtu enekTpocthopeTnyHy
PYX/IMBICTb, BiJMiHHY Bifi OCHOBHOI
CMyrn. 3anpoBapKeHnii nigxia
3abe3neuye NocnigoBHNI
KOHTPO/Ib AKOCTi Ha yCix eTanax
BMPOGHMLTBA Ta BiAgMNoBigae
YMHHUM chapmMaKonenHum
ByMoram. 3MiHu | Tuny - 3MiHu 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneungikauii Ta/abo gonycTmumMmx
MEX roTOBOrO JliKapCbKoro 3acoby
(BUTYYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag
3acTapifnioro NokasHuKa, Takoro sk
3anax Ta cMak, abo igeHTudikauis
6GapBHYIKIB Y CMaKOBUX 406ABOK))
- BunyyeHHs MeToay KOHTPO/IIO 3a
nokasHukom "riporeHn”
Bi4MOBIAHO A0 BUMOT NPUHLMNY
3R (Replace — 3amiHa, Reduce —
cKopoyeHHs, Refine —
BAOCKOHAJ/IEHHST) Ta EBPONENCbKOI
Papmakonei. MKA (Bepcis 0001).

AMOKCUKIA
B®

Amoxicill
in and
beta-
lactama

amokcuy,
WNiH, Wo
BiAnoBig,
ae

se

aMOKCULy

JOICR

NMOPOLLOK AN
OpasibHOI CycneHaii
(250 mr/62,5 mr B 5
mna); no 15,8 r

NOPOLUKY Y dNIaKOHiI

CaHpos
Papmacb
toTikan3

a.o.

CnoBeHi
A

CaHpo3 M'm6X -
Bupo6Huya
OinbHUUA
AHTUiIHEKUiHI TN3
Ta XimiyHi Onepauji

AscTpist

BHECEHHS 3MiH 10 peecTpaLiiHnx

marepianis: 3miHu | Tuny - 3MiHK

oo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIll XapaKTepuCcTuLLi

3a
peyerimom

He
nionsie
ae

UA/7064/02/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
inhibitor NNiny (ans 100 mn KyHone (AIXO MN3 nNikapcbKoro 3acoby, TEKCTI
Tpurigpa cycneHsii), no 1 KyHanb) MapKyBaHHs Ta IHCTPYKUii Ans
Ty Ta ch/1akoHy pa3om 3 MeAMYHOro 3acTOCyBaHHSA
KMcnoTta MipHOIO JTOXKOI a60 reHepuyHuX/ribpnaHnx/6ionodioHn
Knasyna MipHUM LINpULLEM B X Nikapcbkux 3acobis nicns
HOBa, KapTOHHiI KOpooL; BHECEHHS Ti€l caMoi 3MiHM Ha
Lo pechepeHTHMIH Npenapar (3MiHa He
BiANOBIA, noTpebye HafaHHsS XOAHUX HOBUX
ae Kanito [08aTKOBMX AaHNX) 3MiHN
Knasyna BHECEHO [0 iHCTPYKLiT Ans
HaTy Me[MYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3aim
"PapmaxosiorivyHi BnactmsocTi”,
"Mo6iuHI peakuii" 3rigHo 3
iHchopMaLjieto Woa0 MegMyHoro
3aCTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (Augmentin
250/62 Suspension). BBefeHHs
3MiH NPOTArom 6-TM MicALiB nicns
3aTBEPAKEHHS
11. | ADNTYBIH® - Gentian - Kpanni opasibHi no TOB YkpaiHa Pixappg bitTHep ABcTpist BHECEHHS 3MiH 40 peecTpaLiiiHX 6e3 nionsi2 UA/1952/02/01
a D1, 20 mn abo 50 mn, «MEPPII v6X martepianis: 3miHu | Tuny - peyenma ae
Aconitu a6o 100 mny (0] AfMiHICTpaTMBHI 3MiHN. 3MiHa
m D6, dhnakoHax- YKPATHA» HalimeHyBaHHs Ta/abo agpecu
Bryonia KpanesibHuuaAx; no 1 MiCLA MPOBAaMKEHHS AiANbHOCTI
D6, donakoHy y BMpPOGHMKa (BK/IHOYaKoUn, 3a
Ferrum KapTOHHI ynakoBLi HeoObXiAHOCTI, MicLe NpoBeAeHHS
phospho KOHTPOJIH SIKOCTI), a60 BlacHuKa
ricum macTep-aiina Ha Adl, abo
D12, noctavanibHuka Adl/BnxigHoro
Acidum mMartepiany/peareHTy/npomMiKHOro
sarcolac NpoAYKTY, LLIO 3aCTOCOBYOTbCH Y
ticum BMPOGHMLTBI API (AKLLO
D12 3a3Ha4YeHO Yy AOChbE Ha NiKapCbKuii

3acib) 3a BigCYTHOCTI cepTugikaTa
BiANOBIAHOCTI €BpONechbkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOBGHUKA HOBOT
[O0MOMIXHOT PEYOBUHM (SKLLO
3a3HayveHo y [0CbE) 3MiHa Ha3BMu i
YTOUHEHHS afpecyt BUPOGHMKA
Aitoyoi pevoBuHM Acidum
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
sarcolacticum D12. 3miHu | Tuny -
AfMIHICTpaTMBHI 3MiHU. 3MiHa

3a3HayeHo Yy [0CbE) - 3MiHa Ha3BU

HaliMeHyBaHHA Ta/abo agpecun
MicLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKA (BK/OYaouM, 3a
HeOoOXigHOCTI, MicL,e NPOBEAEHHS
KOHTPOJI AIKOCTI), ab0 BlacHuKa
mMacTep-gaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomiKHOro
NpoAYKTY, L0 3aCTOCOBYOTbCH Y
BUPO6HMUTBI ADI (SKLWO
3a3HayYeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BigNOBIAHOCTI €BpONENiCbKili
hapmakonei y 3aTBepaKeHomy
[ocbe, abo BUPOBOHUKA HOBOT
[L,0MOMIDKHOT PEYOBUHM (SIKLL,O

i YTOUHEHHS afjpecy BUPOOHUKa
Ljitoyoi pevoBuHM Bryonia D6.
3MiHY | TUNY - AGMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NpoBaKeHHA Ai/IbHOCTI
BMPOGHMKA (BK/OYaouM, 3a

HeOoOXigHOCTI, MicLie NPOBEAEHHS
KOHTPOJI AIKOCTI), a60 BlacHuKa
mMacTep-gaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomiKHOro
NpoAYKTY, L0 3aCTOCOBYOTbCH Y
BUPO6HMUTBI ADI (SKLWO
3a3HayYeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BigCYTHOCTI cepTudikaTa
BigNOBiAHOCTI €BpoONeNiCbKili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOBOHUKA HOBOT
[L,0MOMIDKHOT PEYOBUHM (SIKLL,O
3a3HayeHo Yy [J0CbE) - 3MiHa Ha3BU

| YTOUHEHHS afpecy BUPOOHUKa
Ajro4oi pevyoBuHN Ferrum
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
phosphoricum D12.

3a3HAYEHO Y [I0CbE) - 3MiHA HA3BW

3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IHOYaKOUn, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIIO SIKOCTI), ab0 BacHuka
mMacTep-goaiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMibKHOro
NpoAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO
3a3HaYeHO y [OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTuguikaTa
BiANOBIAHOCTI EBpoNeichkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHUKA HOBOT
[0MOMDKHOT PEHOBUHM (AIKLLO
3a3HayeHo y 10CbE) - 3MiHa Ha3Bu
i yTOUHEHHS! agpecy BUPOBHMKa
giroyoi pevoBuHy Gentiana D1.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IHOYaKOUn, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI), ab0 BacHuka
mMacTep-goaiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO
3a3HaYEeHO y [OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTuguikaTa
BiANOBIAHOCTI EBpoNeichbkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHUKA HOBOT
[0MOMDKHOT PEHOBUHM (AIKLLO

i YTOUHEHHS1 agpecy BUPOBHMKa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

niroyoi pevoBuHK Aconitum D6.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMpPO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BK/IKHaUM
AiNbHULI BUNYCKY cepil abo micue
NPOBEeEeHHA KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEp, BK/IHOYAKOUN
BMNYCK Cepiil) -3MiHa Ha3Bu Ta
3MiHV B agpeci BUpobHuKa
roTOBOrO J1iKapCbKOro
3acoby.Bepcis MKA(eCTD0000).
3MiHV BHECEHO B po34inu
"BnpobHuMK" Ta
"Micue3HaxomKeHH BUPOOHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiSNbHOCTI" B
IHCTPYKUjO ANst MeguyHoro
3acTocyBaHHA (eCTD Bepcis
0000) y 3B'A3KY 3i 3MiHOIO Ha3BM
BMPOOHMKA Ta Moro agpecu i siK
HacnifokK - y TeKCT MapKyBaHHA
yNakoBKM NiKapCbKoro 3acoby
(eCTD Bepcis 0001). BeeaeHHs
3MiH NPOTArom 6-TM MicALiB nicns
3aTBEPKEHHS
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3MiHV BHECEHO Y TEKCT
MapKyBaHHsS NepBuHHOI (N. 1, 6) Ta
BTOPUHHOI (N. 1, 3, 5, 17) ynakoBku
nikapcbkoro 3acoby (eCTD Bepcis
0001). BBefieHHs 3MiH NPOTAromM
6-TV MICALLIB MiC/1A 3aTBEPKEHHS.

12.

BETNON®

6enagoH
"

eKCTpakT
rycTuii

CO5A
X03

cynosuTopii
pekTasibHi o 5
CynosunTopiie y
6nicTepi; no 2

MpuBatHe
akuioHepH
e
TOBapuCTB

YkpaiHa

MpuBartHe
akuioHepHe
TOBapuUCTBO "J1ekxim
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMaTtepianis: 3miHu | TUNy - 3MiHK
wono 6e3nekn/edpekTnBHOCTI Ta
chapmakoHarnagy (iHwi 3miHm) -

6e3
peyenma

UA/7070/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
(Bellado 6nicTepy B navi 0 "Jlekxim OHOB/NEHHSA TEKCTY MapKyBaHHS
nnae - Xapki" yNaKkoBKM NiKapCbKoro 3acooby,
extractu 30Kpema BUy4eHHs iHdhopMadii,
m 3a3HayeHol poCifiCbKo MOBOI, Ta
spissum BHECEHHS peAakLiiHUX NpaBok Mo
)Ta TeKcTy. TepmiH BBEAEHHS 3MiH -
ixTammo NnpoTArom 6 Micauis nicns
n 3aTBEPKEHHS.
13. | BETUON® - 6enagoH - cynosuTopii MpuBaTHe | YkpaiHa MpvBaTHE YKpaiHa | BHeCEeHHS 3MiH [0 peecTpaviiHux - UA/7071/01/01
" pekTasbHi, in bulk: akuioHepH akuioHepHe mMartepianis: 3miHu | TUNY - 3MiHK
eKCTpakT no 5 cynosutopiis y e TOBapuUCTBO "J1ekxim wopo 6e3nekn/epekTMBHOCTI Ta
rycTui 6nictepi; no 250 TOBapuCTB - XapkiB" hapmakoHarnsagy (iHwi 3miHu) -
(Bellado 6nicTepiB y ALWMUKY 0 "Jlekxim OHOB/EHHSA TEKCTY MapKyBaHHS
nnae - Xapki" roTOBOro Nikapcbkoro 3acoby Ta
extractu dopmu in bulk, y 38's3ky 3
m BUJTYYEHHAM TEKCTY MapKyBaHHSA
spissum POCIiCbKOI0 MOBOIO, @ TaKOX
)Ta BHECEHHS pefaKLiiHUX NpaBok
ixTammo Ta/abo yTOYHEHHSI KOHTaKTHOT
n iHchopmauii Lwopao
3asBHMKa/BMPO6HMKaA. TepmiH
BBE/IeHHS 3MiH - NPOTArom 6
MiCALIB MiCNSA 3aTBEPIKEHHS.
14. | BIO®P/IOPAK lactulose | naktyno | AOGA cvpon 670 mr/mn; no | TOBAPUC | YkpaiHa ToBapucTBo 3 YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux 6e3 UA/12878/01/01
C 3a D11 100 mn a6o 200 mn TBO 3 06MEeXeHO MaTtepianis: 3miHu | TUNY - 3MiHK peyenma
y donakoHi; no 1 OBMEXE BiANOBIAA/ILHICTIO wono 6e3nekn/epeKkTBHOCTI Ta
h1akoHy pasom i3 HOWO "XapkiBcbke hapmakoHarnsagy (iHwi 3miHu) -
nineTkoto gosytouoto | BIAMOBIA hapmaueBTNYHE OHOBNEHHA TEKCTY MapKyBaHHA
y KopobLj 3 KapTOHY ANBbHICT nigNpPMEMCTBO NepBUHHOI Ta BTOPUHHOT yNakoBOK
10] "3[0poB'a Hapoay", nikapcbKoro 3acoby, a came:
«KOPIOP YkpaiHa BHECEHHS peAakLiiHuX NpaBok Mo
AUIA (dhacyBaHHs i3 "in TekcTy. TepMiH BBEAEHHS 3MiH -
«310POB bulk" chipmn npoTArom 6 micauis nicns
"HA» "Fresenius Kabi 3aTBepKEeHHsA
Austria GmbH",
ABCTpIst)
15. | BOM-BEHIE - nesome MO2A Ma3b no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHx 6e3 UA/7622/01/01
MA3b HTON, C KOHTeliHepax dapmaves PapmaueBTUyHa MaTepianiB: yTOUHEHHS peyenma
mMeTusica naacTMacoBux; nNo TUYHa thabpuka "Biona" peecTpauiiiHol npoueaypu B
nignnar 20 ry Ty6ax habpuka Hakasi MO3 YkpaiHu Ne 612 Big
atoMiHieBuMX; no 20 "Biona" 13.05.2026 - 3miHn | TUNY - 3MiHK

Iy Ty6i anloMiHIEBI;

uoao 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
no 1 Ty6i y nauyi 3 thapmakoHarnagy (iHwi 3miHu) -
KapToHy; no 20 r abo OHOBNEHO TEKCT MapKyBaHHSA
no25r,abono30r BTOPWHHOI YNaKOBKM JTiKapCbKOro
y Tyb6ax namiHaTHuX; 3acoby (n. 2, 4, 8, 13, 17), a Takox
no20ra6ono25r, BWUYYEHO iH(hopMaLLilo, 3a3HayYeHy
abo no 301y Ty6i pociiicbkoto moBoto (eCTD Bepcis
namiHaTHiiA; no 1 0001). BBeeHHsi 3MiH NPOTAroM
Ty6i y nayui 6-TV MICALLIB MiC/1A 3aTBEPIKEHHS.
16. | BPOMIEKCWU | bromhex | 6pomrek | RO5C | TabneTtku, BKpUTI BEP/IH- Himeuun Brpo6HMLTBO Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnX 6e3 UA/9663/01/01
H 8 BEP/IH- ine CUHY B02 060/10HKOH0, NO 8 Mr; XEMI Al Ha Hepo3hacoBaHoro Ha martepianis: 3miHu | Tuny - peyenma
XEMI rigpoxno no 25 tabneTok y NPOAYKTY, KOHTPOb AAMIHICTPaTUBHI 3MiHW.
pug 6nictepi; no 1 cepii: BunyyeHHss BUPOOHUYOI AinbHUL
6nictepy y BEPNIH-XEMI AT, (Bovaroun ginbHuUUi ans Adl,
KapTOHHi Kopobuj HimeuuunHa; NPOMIKHOro NPOAYKTYy abo
rOTOBOrO JlikapcbKoro 3acoby,
MakyBaHHs: AiNbHWUI NS npoBefeHHs
MeHapiHi-®oH nakyBaHHs1, BUpOOHYKa,
XenpgeH 'v6X, BiANOBIAA/TLHOIO 3a BUNYCK Cepil,
HimeuunHa; MicLie NPOBEeAEHHSA KOHTPO/IIO
MakyBaHHA, cepii) abo noctavasibHyKa
KOHTPO/Ib Ta BUMYCK BUXiZHOIO MaTepiany, peareHty
cepii: ab0 4ONOMIXHOT PEYOBUHM (SIKLLLO
BEP/IIH-XEMI AT, 3a3HayeHo y A0CbE) BunyyeHHs
HimeuunHa [BOX BMPOGHVKIB rOTOBOrO
nikapcbKkoro 3acoby, a came:
[OpareHocpapm AnoTtekep Miowwn
v6X, MNbonbwTpace 1, 84529
TWULLIMOHIHT,
HimeuunHa/Dragenopharm
Apotheker Puschl GmbH,
Goellstrasse 1, 84529 Tittmoning,
Germany, BifnoBifasbHOro 3a
BMPOGHMLTBO Hepo3dacoBaHOro
NPOAYKTY Ta KOHTPO/Ib cepii, Ta
CBICC KAC 'm6X,
IpacciHrepwTpace 9, 83043 beg
An6niHr, HimewunHa/SWISS CAPS
GmbH, Grassingerstrasse 9,
83043 Bad Aibling, Germany,
BiANOBifa/IbHOrO 3a NakyBaHHS.
MpoekT MKA (Bepcisi eCTD 0001)
17. | BABICMO faricima | dhapuum | SO1LA | po3uvH ans iH'ekyii, | TOB "Pow | YkpaiHa Bupo6HMLTBO LLiBeliua | BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/20151/01/01




49

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
b Mab 09 120 mr/mn; no 0,24 YkpaiHa" nikapcbKoro 3acoby pist mMartepianis: 3miHu | TUnNy - 3MiHKN 3 peyenmom
MmN (28,8 mr) y (BKNtOYarOUM AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
dhnakoHi; pasoBa HanoBHEHHS/NepPBNH 3MiHM Y BUpOOHMUTBI. 3MiHa
no3a 0,05 mn (6 mr), He nakyBaHHs), iMnopTepa/3miHu, L0 CTOCYOTbCSA
no 1 donakoHy y BMNPOBYBaHHSA BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI
KOMMEKTI 3 FONIKO KOHTPOJIIO B NMPOLECI rOTOBOTO JliKapCbKOro 3acoby
3 (hinbTPOM, BMPOGHMLTBA, (3amiHa abo fofaBaHHs
ynakoBaHol B BMNPOGYBaHHSA BMpPO6HMKa, LLO BiAMNOBIAaE 3a
6nicTep y KapTOHHIl KOHTPOJTHO SIKOCTI BBE3€EHHS Ta/abo BMnyck cepii) -
Kopoo6L npv BUNYyCKy Ta He Bk/tovatoum
cTabiNbHOCTI, Kpim KOHTPO/Ib/BUNPOBYBaHHA cepii.
MiKPOCKOMiYHOr0o BHeceHHs iHchopmalii npo
MeToAy BU3HAYEHHS iMnopTepa B YkpaiHy [0 po3giny
4yacTok, 36epiraHHs 3.2.P.3.1 Bupo6HuK(1) B
NiKapCcbKoro 3acooy, mMartepianun peectpauiiHoro gocke,
BTOPWHHE a came: «Roche Ukraine» LLC.
nakyBaHHs1, BUMYCK Velyka Vasylkivska Street, 139, 5
roToBOro floor 03150 Kyiv Ukraine
nikapcbkoro 3acoby:
®.XothpmaHH-/15
Pow Ntp,
LLiBeiiuapis;
BunpobysaHHs
KOHTPOJTHO SIKOCTI
npv BUNYyCKy Ta
cTabiNIbHOCTI TiNbKM
0151 MiKPOCKOMIYHOTO
MeToAy BU3HAYEHHSN
yacTok: Consiac Al’,
LLIBeliyapis
18. | BA/TAPOKC rosuvast | posysac | C10B TabneTku, BKPUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a He UA/16269/01/01
atinand | TatTuHy X10 NAiBKOBOO Aa.4a., Hoso A bulk", nepsuHHe Ta a marepianis: 3minu Il TUny - 3MiHn peyenmom | nionse
valsarta BUrNAAI 060/10HKO10, 10 MecTo BTOPUHHE woao 6e3nekn/edpekTBHOCTI Ta ae
n po3ysac Mmr/80 mr; no 10 nakyBaHHs, thapmakoHarnsgy. 3miHu y
TaTtuHy TabneTok y 6nictepi; KOHTPO/Ib Ta BUMYCK KOpOTKili xapakTepucTu,i
KanbLijto no 3abono 9 cepii: KPKA, o.4., NiKapCcbKoro 3acoby, TEKCTi
Ta 6nicTepiB y kOpoo6Li HoBo mecTo, MapKyBaHHS Ta IHCTPYKLUIi A5
BasicapT CnoseHis; MeMYHOro 3aCTOCYBaHHA y
aH KOHTPO/Ib cepii: 3B'A3KY i3 HOBUMU JaHUMK 3

KPKA, a.4., Hoso
mecTo, CroBeHist

AKOCTI, SOK/IHIYHUMMU, KNIHIYHUMU
[aHUMKN Ta faHumu 3
thapmakoHarnsagy- 3mMiHM BHECEHO
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
00 IHCTPYKLii ANA MeguyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby
y po3gisin "dapmakonoriyHi
BnacTtueocTi", "B3aemopis 3
HWXMK NikapcbknMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin",
"Oco6n1BOCTi 3aCTOCYBaHHA"
(yTouHeHHs iHcbopmadi), "Crocio
3acTocyBaHHSA Ta go3n"
(iHchopmavis 3 6e3nekn), "Tob6iyHi
peakuii”. BBeleHHs 3MiH NPOTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS
19. | BATAPOKC rosuvast | posysac | C10B TabneTku, BKPUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/16269/01/02
atinand | TatTuHy X10 NAiBKOBOO Aa.4a., Hoso A bulk", nepsuHHe Ta a marepianis: 3minu Il TUny - 3MiHn peyenmom | nionse
valsarta BUrNAAI 060/10HKO10, 20 MecTo BTOPUHHE woao 6e3nekn/edpekTBHOCTI Ta ae
n po3ysac Mmr/80 mr; no 10 nakyBaHHs, thapmakoHarnsgy. 3miHu y
TaTtuHy TabneTok y 6nictepi; KOHTPO/1b Ta BUMYCK KOpOTKili xapakTepucTu,i
KanbLijto no 3abono 9 cepii: KPKA, a.4., NiKapCcbKoro 3acoby, TEKCTi
Ta 6nicTepiB y kOpoo6Li HoBo mecTo, MapKyBaHHS Ta IHCTPYKLUIi A5
BasicapT CnoseHis; Me[MYHOro 3aCTOCYBaHHA y
aH KOHTPO/Ib cepii: 3B'A3KY i3 HOBUMU JaHUMK 3
KPKA, a.4., Hoso AKOCTI, SOK/IHIYHUMMU, KNIHIYHUMU
mecTo, CnoBseHis AaHVMU Ta JaHnumu 3
hapmakoHarnsgy- 3MiH1 BHECEHO
00 IHCTPYKLiT ANA MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ainn "®apmakonoriyHi
BNacTuBocCTi", "B3aemogis 3
HLWIMMK NikapcbknMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco611BOCTi 3aCTOCYBaHHA"
(yTouHeHHs iHcbopmadii), "Cnocio
3acTocyBaHHa Ta Ao3n"”
(iHchopmauist 3 6e3nekn), "To6iyHi
peakuii”. BeeieHHS 3MiH NpOTArom
6-TN MicsLIB NicNs 3aTBEPKEHHS
20. | BANAPOKC rosuvast | posysac | C10B TabneTkn, BKPUTI KPKA, CnoBeHi BMPOBGHULTBO "in CnoseHi BHECEHHS 3MiH [j0 peecTpaLiiiHux 3a He UA/16269/01/03
atinand | TatTuHy X10 NAiBKOBOO Aa.4a., Hoso A bulk", nepsnHHe Ta a marepianis: 3minu Il TUny - 3MiHK peyenmom | nionse
valsarta BUrNAAI 060/10HKO10, 10 MecTo BTOPUHHE woao 6e3nekn/edpekTBHOCTI Ta ae
n po3ysac Mr/160 mr; no 10 nakyBaHHs, hapmakoHarnagy. 3miHn y
TatuHy TabneTok y 6nictepi; KOHTPO/1b Ta BUMYCK KOpOTKili xapakTepucTui
KaUTbLiito no 3 abono 9 cepii: KPKA, a.4., NiKapCbKOro 3acoby, TeKCTi
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Ta 6nicTepiB y kOpoobLi HoBo mecTo, MapKyBaHHs Ta IHCTPYKLUIi 4515
BasicapT CnoseHis; Me[IMYHOro 3aCTOCYBaHHA Y
aH KOHTPO/Ib Cepil: 3B'A3KY i3 HOBMMU AaHUMU 3
KPKA, a.4., Hoso AKOCTi, AOKNIHIYHUMU, KNiHIYHAMMN
mecTo, CnoBseHis AaHVMU Ta JaHumu 3
thapmakoHarnagy- 3mMiH1 BHECEHO
00 IHCTPYKLii ANA MeguyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby
y po3gisin "dapmakonoriyHi
BnacTueocTi", "B3aemopis 3
HWXMK NikapcbknuMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco6nM1BOCTI 3aCTOCYBaHHA"
(yTouHeHHs iHcbopmadi), "Crocio
3acTocyBaHHSA Ta go3n"
(iHchopmauiist 3 6e3nekn), "TMo6iyHi
peakuii”. BBeleHHs 3MiH NPOTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS
21. | BANAPOKC rosuvast | posysac | C10B TabneTku, BKPUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/16269/01/04
atinand | TatuHy X10 NAiBKOBOO Aa.4a., Hoso A bulk", nepsnHHe Ta a marepianis: 3minu Il TUny - 3MiHn peyenmom | nionse
valsarta BUrNAAI 060/10HKO10, 20 MecTo BTOPUHHE woao 6e3nekn/edpekTBHOCTI Ta ae
n po3ysac Mr/160 wmr; no 10 nakyBaHHs, hapmakoHarnsgy. 3miHu y
TaTtuHy TabneTok y 6nictepi; KOHTPO/1b Ta BUMYCK KOpOTKili xapakTepucTui
KanbLijto no 3abono 9 cepii: KPKA, o.4., NiKapCcbKoro 3acoby, TEKCTi
Ta 6nicTepiB y kOpooOLi HoBo mecTo, MapKyBaHHS Ta IHCTPYKLUIi A5
BasicapT CnoseHis; MeMYHOro 3aCTOCYBaHHA y
aH KOHTPO/Ib cepii: 3B'A3KY i3 HOBUMU JaHUMK 3

KPKA, a.4., Hoso
mecTo, CroBeHist

AKOCTI, SOK/IHIYHUMMU, KNIHIYHUMU
AaHVMU Ta JaHnumu 3
hapmakoHarnsgy- 3MiH1 BHECEHO
00 IHCTPYKLiT ANnA MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ginn "®apmakonoriyHi
BNacTuBocCTi", "B3aemogis 3
HLWIMMK NikapcbknMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco611BOCTi 3aCTOCYBaHHA"
(yTouHeHHs iHcbopmadii), "Cnocio
3acTocyBaHHa Ta Ao3n"”
(iHchopmauist 3 6e3nekn), "To6iyHi
peakuii”. BeeieHHS 3MiH NpOTArom
6-TU MicsLIB NicNs 3aTBEPKEHHS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
22. | BANNOKOPMI - HacTolik | NO5C Kpanni opasibHi; no TOB "OKM | Ykpaina TOB "AKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHX 6e3 UA/8535/01/01
A a M 25 mn y donakoHax; "dapmaue "dPapmMaLeBThyHa marepianis: 3miHu | TUny - 3miHK 3 peyenma

Basiepia no 25 Mn 'y d1akoHi; BTMYHA habpuka” SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.

HKY no 1 cpnakoHy B thabpuka" KOHTpO/1b roTOBOro NikapcbKoro

KOpeHeB navui 3acoby. 3miHa y meTofax

uu, 3 BUNPOOYBaHHA rOTOBOIO

KOpeHaMm nikapcbkoro 3acoby (ans

7 npuBELEHHS Y BiANOBIAHICTL 3

(Valeria LY abo €Bponeiicbkoto

nae dhapmakoneeto Ta BUNyYeHHs

rhisoma NocUNaHHA Ha 3acTapinuii

cum BHYTPILLHI/ MeToA, BUNPOOYBaHHS i

radicibu oro Homep) CynyTHS 3MiHa -

s); 3MiHK 3 akocTi. FoToBUIA

HaCTOWK nikapcbknii 3aci6. KoHTponb

a roTOBOrO NiKapCbKoro 3acooy.

KoHBaii 3MiHa napameTpiB cneumdikaii

Tpasu Ta/abo fonyCTUMUX MEX roTOBOrO

(Convall nikapcbkoro 3acoby (iHLWi 3MiHN)

ariae BHECEHHS 3MiH A0

herba); cneumdikaujii/meTogax KOHTPOSIO

HacToWiK AKOCTI, a came 0 MeToay

a BUNPobyBaHHA 3a N. «[o3a i

6enagoH O HOPIAHICTb A03yBaHHA Kpaneb

N nncTAa [N OpasIbHOTO 3aCTOCYBaHHSA»

(Bellado ANA NpuBeAEHHS Y BIANOBIAHICTb 3

nnae [AdY cm. «Pigki npenapamu ans

folia); OPa/ILHOIO 3aCMOCYBaHHS», Ta

HaTpito BU/TyYEHHS MOCU/IaHHSA Ha

6pomig; 3acTapinvii BHYTPILWHIA MeTog

MEHTON BMNPOOYBaHHS i 1ioro Homep.

pauemiy

HWiA
23. | BAHKOBALM | vancom BaHkoMi | JO1XA | nopoLlok ans Mictpan AHrnia NABOPATOPIO IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a UA/20250/01/01

A ycin LHY 01, pO34nHYy ANns Kenitan PEII XXO®PE, C.A. marepianis: 3miHu | Tuny - 3miHn peyenmom
rigpoxno | AO7A iHcpysiin no 500 wmr, MeHempkm woao 6e3nekn/edpekTBHOCTI Ta
pug, A09 no 500 Mr NoOpoLLKy eHT thapmakoHarnsgy. BHeceHHsi abo
y donakoHi; no 1 abo Nimiteq 3MiHa(u) [0 3060B'A3aHb Ta yMOB

no 10 chnakoHiB y
KapTOHHI Kopo6Lyi

BMAaYi peecTpaviiiHoro
nocBig4YeHHs, BkoYatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHA TEKCTY, SKUIA
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Ne
n/n

Hassa

JNliKapcbKo20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

NOrofpKeHnii 3 KOMNEeTEHTHUM
opraHom) 3asiBH/KOM HafaHo
OHOB/IEHWI M/1aH YNpPaBiHHSA
pu3mkammn Bepcisa 1.0 3miHn
BHECEHO [0 YacTuH: | «3aranbHa
iHhopMmauis», Il «Cneundikauis 3
6e3neku», Il «MnaH 3
hapmakoHarnsgy», IV»naxu
OO0 micnsipeecTpauinHmx
pocnigpkeHb epekTuBHOCTI», V
«3axogy 3 MiHiMi3auii pusukis», VI
«Pe3tomMe nnaHy ynpasiHHS
pusnkamu» VIl «logatkn» y
3B'A3KY i3 3MIHOKO PU3KIKIB,
BignoBigHo fo HaRP Assesment
Report, a Takox i3 3MiHO
dhopmaty nnaHy ynpasiHHA
py3MKaMm Ha iHTErpoBaHuiA,
BignoBigHO Ao Bumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the
EU - in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines. Pestome nnaHy
ynpaBs/iHHA pusmkamm Bepcisa 1.0
[0fAa€eThes.

24.

BAHKOBALIA

il

vancom
ycin

BaHKOMI
unny
rigpoxno
pna

JO1XA
01,
AO7A
A09

NMOPOLLOK A5
pO34nHy AnA
iHcpysiii no 1000 mr,
no 1000 mr nopoLuKy
y donakoHi; no 1 abo
no 10 donakoHiB y
KapTOHHi Kopobuj

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHINifA

JNTABOPATOPIO
PEWI XXO®PE, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | Tuny - 3MiHK
oo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(n) fo 3060B'A3aHb Ta YMOB
BMAadi peecTpaviiHoro
noceifgyeHHs, BkNoyaoun Mnax
ynpasAiHHA pusnKamu
(3acTocyBaHHA TEKCTY, SKWiA
NOroKEHW 3 KOMMETEHTHUM
opraHom) 3asiBH/KOM HafaHo
OHOB/EHWIA MNaH ynpas/iHHA
pu3vkamm Bepcis 1.0 3miHu
BHECEHO 10 YacTuH: | «3arasibHa

3a
peyerimom

UA/20250/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

25.

BAHCTA®

vancom

BaHKOMi

iHchopmauis», Il «Cneundikauis 3
6e3nekn», Il «MnaH 3
thapmakoHarnagy», IV»rnanm
Loao nicnsapeecTpauiiHmnx
nocnigpkeHb epekTuBHOCTI», V
«3axoay 3 MiHiMi3aL,ii pu3nkie», VI
«Pe3lomMe nnaHy ynpas/iiHHA
pusnkammn» VIl «logaTkn» y
3B'fI3KY i3 3MIHOK PU3UKIB,
BignosigHo Ao HaRP Assesment
Report, a Takox i3 3mMiHO0
dhopmaTy nnaHy ynpasniHHsA
pvi3vKaMu Ha IHTerpoBaHuii,
BiAgnosigHo Ao sumor Evaluation
Guidance on the format of the risk
management plan (RMP) in the
EU —in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP
Module V Rev.2 Human
Medicines. Pestome nnaHy
ynpas/iHHA pusmkamu Bepcia 1.0
[ofaeTbes.

ycin

LHy
rigpoxno
pna

JO1XA

niogpinizat gns
PO34MHY AnA
iHcpysii, 1000 mr, 1
h/1aKOH 3 NOPOLLKOM
y nauui

AypobiHgo
Papma
nrtp,

IHgis

Opxia Papma
Cnewienitia
Nimiten, OHIT-II

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTui
NiKapCcbKoro 3acoby, TEKCTI
MapKyBaHHSs Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBefeHnx
Bi4MNOBIAHO A0 NnaHy
negjiatpuyHnx gocnigxers (PIP)

(3MiHY Y3ro/KEeHO 3 KOMNETEHTHUM

3a
peyenmom

He
nionsie
ae

UA/17479/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
YNOBHOB&)XXEHNM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"Oco6n1BOCTI 3acTOCyBaHHSA",
"Mo6ivHI peakuji" BignoBigHO A0
OHOB/IEHOT iHGhopMaLii 3 6e3neku
L0401 pevYOBUHN.
26. | BO/MMOTEH3® | Gelatin xenatnH | BO5A PO34nH NS iHQy3ii, TOB YkpaiHa CepymBepk Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnX 3a He UA/13338/01/01
agents y AO6 no 500 mny "lOpis- BepHb6ypr Al Ha martepianis: 3miHu | Tuny - peuyennmom | niossie
nonicyKLy nasLwKax Papm” AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
nHar, HalimeHyBaHHs Ta/abo agpecu
HaTpito MiCLA MPOBAMKEHHS AiANbHOCTI
auertaty BMPOGHMKa/iMnopTepa rotosoro
Tpurigpa nikapcbKoro 3acoby, BKIOYaum
T, AinbHULI BUNYycKy cepii abo micue
HaTpito NPOBELEHHS KOHTPOJIHO AKOCTI.
Xnopva, (misnbHiCTb, 3a AKy Bignosigae
Kautito BMPOGHUK/iIMNOpPTEp, BK/IKYAKUM
xnopvg, BUNYCK cepil) - 3miHa agpecu
KanbLijto BMPOGHMKa 13. 3MiHN BHECEHO
Xnopwuga, [0 IHCTPYKUIT 415 Mean4HOro
MarHito 3aCTOCYBaHHS NikapCbKoro 3acoby
xnopvay y po34inn "Bupo6HuK",
rekcarig, "MicLie3HaxomKeHHs BUPOOHMKa
par; Ta agpeca Micus NpoBaKeHHsS
HaTpito oro gisnbHOCTI" Ta A0 KOPOTKOI
rigpokcm XapakTepucTuku Nikapcbkoro
b} 3acoby y po3gin "7. BnacHuk

peecTpavjiiiHoOro NocBigYEHHS.
Brpo6HWK nikapcbkoro 3acoby,
Micue3HaxomKeHHs BUPOGHYVKa Ta
agpeca MicLs NpoBaKeHHs oro
LisnbHOCTI" 3 BigNoBigHMU
3MiHaMu B TEKCTi MapKyBaHHs
yMakoBKM MiKapCbKoro 3acoby.
BBefeHHSA 3MiH NPOTArom 6-Tn
MICALIB MiCNA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIll XapaKTepuCcTuLLi
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpnaHnx/6ionodioHn
X NiKapcbknx 3acobis nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pechepeHTHMIH Npenapar (3MiHa He
noTpebye HafaHHsS XOAHUX HOBUX
[04aTKOBMX AAHMX) - SMiHN
BHECEHO A0 IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3aim
"PapmaxosiorivyHi BnactmsocTi”,
"Moka3aHHA", "MNpoTunokasaHHsa",
"B3aemogisi 3 iIHWMMMW NiKapCbKUMun
3acob6amMu Ta iHWi Buan
B3aemogiit", "Oco6mMBOCTi
3acTocyBaHHS", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs
rpyaaro”, "3aatHicTb BMBATA HA
LWBUAKICTb peakujii npu kepyBaHHi
aBTOTPAHCNOPTOM abo iHLWUMK
mexaHismamu", "Cnocié
3acTocyBaHHsA Ta gosun”, "ditn",
"MepeposyBaHHs", "TMo6GiYHI
peakuii”, "HecyMicHicTb" Ta Ao
KOPOTKOT XapakTepuctukun
nikapcbKoro 3acoby y po3ginu
"4.1. TepaneBTUYHI NOKa3aHHA"
"4.2. [lo3n Ta cnoci6
3acTtocyBaHHs", "4.3. [itn", "4.4.
MpoTunokasaHHsa", "4.5. Ocobnusi
3acCTepeXeHHs Ta 3anobiKHi
3axo4M Npu 3acTocyBaHHI", "4.6.
B3aemogisa 3 iHWVMKU NiKapcbKumMm
3aco6amu Ta iHWi Buan
B3aemogijin”, "4.7. 3acTocyBaHHs
nif, Yac BariTHOCTI Ta rofyBaHHs
rpyaat”, "4.8. Bnave Ha 34aTHICTb
KepyBaTn TPaHCMOPTHUMU
3acobamu abo npautosaT 3
iHLIMMY aBTOMATU30BaHNMM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

cmuctemamm”, "4.9. Mob6iuHi
peakuii”, "4.10. Nepefo3ysaHHA",
"5.1. dapmakogmHaMiyHi
BnactusocTi", "5.2.
PapmakoKiHETUYHI BNacTUBOCTI",
"6.2. OCHOBHI BUNagku
HecymicHoCTI" 3rigHo 3
iH(bopMaLieto Woa0 MefMyHOoro
3aCTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby (Gelofusine
Ecobag, B Braun Melsungen AG,
HimeuunHa). BBeeHHs 3MiH
NPOTArom 6-Tu MicALiB nicas
3aTBepMHKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3amiHu) -
OHOBNEHHA N.17 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3aco6y. BBefieHHs 3MiH NpOTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS

27.

FAJICTEHA®

Carduus
D1,
Taraxac
um D6,
Chelidon
ium D6,
Natrium
sulfuricu
m D12,
Phospho
rus D12

Kpanni opasbHi, no
20 mn abo 50 mn,
a6o 100 mny
donakoHax-
KpanesibHuuaAx; no 1
hnakoHy B
KapTOHHI ynakoBLi

TOB
«MEPPII
(0]
YKPAIHA»

YkpaiHa

Pixapg bitTHep
6X

ABCTpis

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLSi NPOBAKEHHSA AiANbHOCTI
BMPOGHMKa (BK/OYaoum, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJIIO SIKOCTI), ab0 BnacHuka
macTep-haiina Ha Adl, abo
nocravanbHuka AP|/BuxigHOro
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BMPOGHULTBI ADI (KLLO
3a3Ha4YeHO Y 0ChE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikara
BiANOBIAHOCTI EBpoNeichkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOOHMKa HOBOT
[0MOMDKHOT PEHOBUHM (SIKLLO
3a3HaYeHo y A0CbE) 3MiHa Ha3BU
Ta YTOYHEHHS afpecu BUPOGHUKA

6e3
peyenma

nionsie
ae

UA/1970/02/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

A®| Carduus D1, 6e3 3MiHK micus
BMPOGHMLTBA. 3 BifNOBIgHNMM
3MiHamu go posginy 3.2.S.2.1.

Bupo6Huk(n) Ta MeToais

KOHTPO/ItO AKOCTi /13. 3MiHn | TUnYy
- AOMiHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu

MiCLiSi NPOBAIKEHHA AiSNbHOCTI
BMPOGHMKa (BK/IHOYaKOUn, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJII0 SIKOCTI), ab0 BacHuka
mMacTep-goaiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro

NpoAYKTY, L0 3aCTOCOBYIOTbCH Y

BMPOGHMLTBI API (SKLLO
3a3HaYeHO y [OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTuguikaTa

BiANOBIAHOCTI EBpoNeichbkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHUKA HOBOT
[0MOMDKHOT PEHOBUHM (AIKLLO
3a3HayYeHo y A0Ccbe) 3MiHa Ha3BU
Ta YyTOYHEHHS agpecy BUPOGHMKa

A®| Taraxacum D6, 6e3 3MiHu

Micus BUpo6HMLTBA. 3
BigMNOBigHMMM 3MiHaMK [0 po3ainy

3.2.5.2.1. Bupo6Huk(n) Ta
MeTogis KoHTposto skocTi N13.
3MiHn | TMNy - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
HeoOXiAHOCTI, MicLe NpoBefeHHs
KOHTPO/THO SIKOCTI), ab0 B/iacHMKa
macTep-ghaiina Ha Adl, abo
noctavasnbHuka A®l/BuxigHoro
mMartepiany/peareHTy/MpoMiKHOro
NpOoAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI API (AKLLO

3a3Ha4YeHOo Y 1OCbE Ha NiKapCbKuii
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3acib) 3a BigcyTHOCTI cepTudikata

BiNOBIAHOCTI E€BpONeichkilt
hapmMakonei y 3aTBepaKeHoMy
focbe, abo BUPOOHMKa HOBOT
[OMNOMDKHOT PEYOBUHM (SKLLLO
3a3HayYeHo y A0CbE) 3MiHA Ha3BU
Ta YyTOYHEHHS agpecy BUPOGHMKa
A®| Chelidonium D6, 6e3 3MiHK
Micusi BUpo6HMUTBa. 3
BiNoOBigHVMM 3MiHaMK [0 po3ainy
3.2.5.2.1. BupobHuk(n) Ta
MeTogiB KOHTpOsIto sikocTi J13.
3MiHY | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NpoBaKeHHA Ai/IbHOCTI
BMPOGHMKA (BK/OYaouM, 3a
HeOoOXigHOCTI, MicL,e NPOBEeAEHHS
KOHTPOJI AIKOCTI), a60 BlacHuKa
mMacTep-gaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomiKHOro
NpoAYKTY, L0 3aCTOCOBYOTbCH Y
BUPO6HMUTBI ADI (SKLWO
3a3HayYeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BigNOBiAHOCTI €BpoONeENiChbKili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOBOHUKA HOBOT
[L,0MOMIDKHOT PEYOBUHM (SIKLL,O
3a3HayeHo y ocbe) 3MiHa Ha3BK
Ta YTOYHEHHS afjpecy BUPOGHMKa
A®I Natrium sulfuricum D12, 6e3
3MiHM Micus BUpo6HMUTBa. 3
Bi4NOBigHMMM 3MiHAMK [0 po3ainy
3.2.S.2.1. BUpo6Huk(1) Ta
MeTogiB KOHTposto sKocTi J13.
3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI

BMPOGHMKA (BK/IKOYAK4K, 3a
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
HeobXiAHOCTI, MicLe NpoBeAeHHS

KOHTPOJII0 SIKOCTI), ab0 BlacHuka
mMacTep-goaiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/npoMbKHOro
NpoAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO
3a3HaYEeHO y [OCbE Ha NiKapCbKuii
3acib) 3a BigCYTHOCTI cepTuguikaTa
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHUKA HOBOT
[0MOMDKHOT PEHOBUHM (AIKLLO
3a3HayYeHo y A0Ccbe) 3MiHa Ha3BU
Ta YyTOYHEHHS agpecy BUPO6HMKa
A®I| Phosphorus D12,6e3 3MiH®
Micus BUpo6HMLTBA. 3
BigMNOBigHMMM 3MiHaMK 0 po3ainy
3.2.5.2.1. Bupo6Huk(n) Ta
MeTogis KoHTposto skocTi /13.
3MiHn | TMNy - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BkIYaouu
OinbHUL BUNYCKY cepii abo micue
NpoBeLieHHS KOHTPOJIHO SKOCTI.
(aisnbHICTB, 3a AKy Bignosifae
BMPOGHUK/IMMOPTEP, BK/IOYAKUM
BWMNYCK cepiil) 3miHa Ha3BuK Ta
afipecy MicLs NPOBaKeHHS
AisiNbHOCTI BUpo6HMKa M3, 6e3
3MiHM Micus BUpoGHMUTBA. MNpoekT
MKS$ (Bepcis eCTD 0000). 3MiHu
BHECEHO B po3inu "BupobHuk" Ta
"MicLe3HaxomKeHHs BUpOOHMKa
Ta agpeca Micua NpoBaKeHHS
0ro [isinbHOCTI" B IHCTPYKLiO ANs
MeAuyHoro 3actocyBaHHs (eCTD
Bepcis 0001) y 3B'A3Ky 3i 3MiHOIO

Ha3BW BMPOOHMKA Ta 1oro agpecu
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
Ta AK HaCnNiAoK - y TekcT
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (eCTD Bepcisi 0002).
BBefeHHSA 3MiH NPOTArom 6-Tn
MICALB MiCNA 3aTBEPIKEHHS.
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHO TEKCT MapKyBaHHs
nepBUHHOI (N. 6) Ta BTOPUHHOT (N.
3, 5, 17) ynakoBku NikapCbKoro
3acoby (eCTD Bepcisi 0002).
BBefeHHA 3MiH NPOTArom 6-Tn
MICALLIB MiC/1A 3aTBEPIPKEHHS.
28. | TEKCAKCUM Diphther | gudtepi | JO7CA | cycneHsia gns CaHodi ®paHLis BMPOGHMLTBO ®paHLis | BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/13080/01/01
® | HEXAXIM ia- AHni 09 iH'ekwiA; no 0,5 mn Bintpon roToBOro / mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuyenmom
BAKUUHA haemop | aHaTokc (1 posa) B IHpacTpi Hepo3acosaHoro YropLum aKkocTi. A®Il. KoHTponb A®I (iHwwi
ana hilus WH; nonepegHbL0 NpoAyKTY, BTOPUHHE Ha 3MiHN) - BHECEHHS HE3HAYHMX 3MiH
MPODITIAKT influenz npasLes 3anoBHEeHNxX nakyBaHHs 0o moayna 3.2.S.2.3. KoHTposib
NKN ae B- nii wnpuuax 3 1-eto (wnpwvuw), KOHTPO/b marepianis (3.2.S.2.3 Control of
ONDTEPII, pertussi | aHaToKC (abo 2-ma) AKOCTI, BUMYCK Materials - List and Controls of
MPABLSA, S- WH; OKpeMUMMU ronkamu, cepiii: Materials (PRP-T)), Bktovatouu
KALUNMKOKY poliomy aHTureH no 1 wnpuvuy B CaHodpi BiHTpon pepakLiiiHi npaBku, a came
(ALENONAP | elitis- " KapTOHHI ynakoBL,; IHpacTpi, ®paHuis; nepedopmMy/loBaHHs Ta
HWNA tetanus- | Bordetell no 0,5 mn (1 gosa) B BMPOGHMLTBO [oflaBaHHSA YTOUYHEHb A5
KOMMOHEHT | hepatitis | a nonepegHL0 roToBoro NoKpaLeHHs PO3yMiHHA Ta
), TENATUTY B pertussi 3anoBHEHNX Hepo3dhacoBaHoro npuBeAeHHs y BiANOBIAHICTb A0
B S: wnpuyax 3 1-eto NpoAyKTY, NPOMUCNOBOT AOKYMeHTaUT Ta
PEKOMBIHA KaLLl/IoK (abo 2-ma) 3aroBHEHHS, npakTukW. 3MiHu | Tuny - 3miHn 3
HTHA, 0BUiA OKPEMWUMMW rosIKamu, BTOPUHHE akocTi. A®l. KoHTponb AdI. 3miHa
noniomieni aHaToKC no 1 wnpuvuy B nakyBaHHs, y napameTpax cneumdikaLii
TY WH; cTaHAapTHO- KOHTPO/Ib AKOCTI, Ta/abo fonyCTUMUX MEX,
IHAKTUBOBA hiname €eKCMOPTHii BWMYCK CEepiiA: BM3HAYEHUX Y cneumdikauisx Ha
HATA HTHWIA re ynakoBLi, sika CaHodi BiHTpon A®I, ab0 BUXIQHWIA/NPOMKHWIA
3AXBOPIOB MarnoTu MICTUTBCA Y IHpgacTpi, PpaHuis; npoAyKT/peareHT, Wwo
AHb, HiH; KapTOHHI kopobui 3 BWMYCK CEepiiA: BVIKOPVICTOBYIOTHCS Y MPOLECI
CNPUYUNHEH iHaKTMBO IHCTpYKLUieo ans CaHodhi-ABeHTIC BMPOGHMLTBA ADI (iHLLUI 3MiHK) -
nx BaHuii n MeAnyYHoro 3pT., YroplumHa; 3MiHM y cneumdikauii Ha BUXigHWIA
HAEMOPHIL oniosipy 3aCTOCyBaHHS; Mo KOHTPO/Ib AKOCTI marepian- 1-etun-3 -(3-
us Tuny B c®: 0,5wmn (1 po3a) B (wnpuuw): AvmeTunamiHonponin)kap6ogiimia
KOH'IOrOBA Tvny 1 nonepegHL0 IHTepHewwHN fpar (EDAC), a came BUNyYEHHS
HA, (wtam M 3aMn0BHEHNX [leBenonmeHT- NoKa3HWKIB: "30BHiLWHIl BArNsS4",
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

AACOPBOBA ahoney); wnpuuax 3 1-eto Ekcnept, ®paHuis; "Po3unHHicTb", "BTpaTa npu

HA, PIOKA Tvny 2 (abo 2-ma) BTOPUHHE BUCyLLyBaHHI", "CynbgaTHa 30na",
(wtam OKpPeMUMMU ronikamu, nakyBaHHsi: KioHe + "BmicT apceHy" Ta "BmicT
MEF-1); no 10 wnpwuuis B Harenb K., xnopugis". 3amiHa meToay
Tvny 3 KapTOHHI ynakoBLy; YropuwuHa BUNPOOBYBaHHA A1 NOKa3HUKa
(wtam S no 0,5 mn (1 gosa) B "lgeHTudbikauis’, a came 3 "I4-
aukett); nonepesHL0 cnexTpy" Ha 6inbL cneyundiyHunii
noBepxH 3anoBHEHNX metog "*H NMR-cnekTpy"
eBuii wnpuyax 3 1-eto BignoBsigHo o Ph. Eur. 2.2.33., a
aHTuUreH (abo 2-ma) TakoxX BUAANEHHA MeToay
Bipycy OKPEMUMW TroSIKamu, BUNpobyBaHHA "Temneparypa
renatut no 10 wnpwuuis B nnasneHHsa", 9K MeHL
y B, cTaHAapTHO- cneumndivyHoro. TepMiH BBeEHHSA
nonicax €KCMOPTHIl 3MiH - ceprieHb 2028. 3MiHu | Tuny
apug Ha ynakoBLi, sika - 3MiHM 3 siKocTi. A®Il. KoHTponb
emophil MIiCTUTbCA Y A®I. 3miHa y napameTpax
us influe KapTOHHi Kopobui 3 cneumdikauii Ta/abo fonycTMMmUX
nzae ™ iHCTpYKLUi€eto oA MeX, BU3HaYEHMX y cneumdikayisax
ny b MeZNYHOro Ha A®I, a0 BUXigHWIA/NPOMIKHWIA
(nonipun6 3acToCyBaHHs; no npoAyKT/peareHT, Wwo
o3unpno 0,5wmn (1 go3a) y BMKOPMCTOBYHOTLCS Y NPOLECI
iton o chnakoHax, no 10 BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
cghar), K haKkoHiB y 3MiHM y cneumdikauii Ha BUXigHWIA
OH'toroB KapTOHHI ynakoBLi; mMaTepiasi-LiaHoreH 6pomig, a
aHuin 3 no 0,5 mn (1 gosa) y came BUIyYeHHSs MnoKasHukKa
npasLeB hnakoHax, no 10 "30BHiLUHIN BUrNAL".
nm hnakoHiB B 3a/mMwaTbCsA KPUTUYHI
npoTeiH cTaHgapTHO- nokasHuku: "lapeHTudpikauis” Ta
oM €KCMOPTHIN "BMicT LjaHoreH 6pomigy".
° Kynbtu ynakoBLi, sika MocuneHHs KpuTepito
BOBaHi MIiCTUTbCA Y NPUAHSATHOCTI AN NOKa3HUKa
Ha KapTOHHi Kopobui "BmicT uiaHoreH 6pomigy"”, a came
KNiTMHax 3= 90.0% mac./mac. go 97,5—
Vero. 102,5% mac./mac. TepMiH
" OTpuM BBE/leHHS 3MiH - ceprneHb 2028.
aHuii Ha
KNiTnHax
Lpbxaxi
B
Hansen
ula

polymor
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
pha 3a
Aonomor
oto
pekomoi
HaHTHOI
[JHK-
TEXHO/O
rii
29. | FEPUENTUH trastuzu | Tpactys LO1FD | po34uH NS iH eKUil, TOB Ykpaina Brpo6HMLTBO LliBeiiua | BHECEHHS 3MiH 40 peecTpaviiHux 3a UA/14303/01/01
® mab ymab 01 600 mr/5 mn; 1 «PoLu Hepo3chacoBaHo| pis marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
h1aKoH 3 pO34YVHOM YkpaiHa» NpoAyKuUii, AKOCTI. [0TOBWIA NikapcbKnii 3acib.
Y KapTOHHiIli kopoobLi nakyBaHHs, 3MiHM Yy BUPOGHMLTBI. 3MiHa
BMNPOBYBaHHSA iMnopTepa/3aMiHu, L0 CTOCYHTbCA
KOHTPO/IIO AKOCTI, BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
BUMYCK Cepii: roTOBOro Nikapcbkoro 3acoby
®.XothpmaHH-/15 (3amiHa abo gofaBaHHsA
Pow NiTg, BMPOGHMKA, LLIO Bignosigae 3a
LLiBeiiuapis; BBE3EHHSA Ta/abo BMMNYCK cepil) -
Bunpo6ysaHHs He Bkntovaoum
KOHTPOJIO AKOCTI: KOHTPO/b/BMNPOBYBaHHSA cepii -
® . XohdpmaHH-/15 BHeceHHs iHthopmaLii npo
Pow fitg, iMnopTepa B YKpaiHy A0 po3ainy
LLiBeiuapis 3.2.P.3.1 Bupo6Huk(n) B
mMarepianun peecTpaLiiiHoro AocbE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
30. | OAPINIA drospire | 1 GO3A TabneTkn, BKPUTI BAT Yropm BAT "leneoH Yropwm BHECEHHS 3MiH 0 peecTpaviiiHnx 3a UA/11801/01/01
none akTuBHa | Al2 NAiBKOBOO "lepeoH Ha PixTep" Ha marepianis: 3miHu | TRy - 3miHK 3 peyenmom
and Tabnetk 060/10HKOI0, 3 PixTep" AKOCTi. A®I. KoHTposb AdL. 3miHa
ethinyles | a- mr/0,02 wr, no 28 y MeTogax sunpobysaHHa A®l abo
tradiol apocnip (24+4) TabneTtok y BUXiAHOrO Matepiany/npomikHOro
€HOH 6nictepi; no 1 NpoAyKTy/peareHTy, LWo
Kpuctani (1x(24+4)) abo no 3 BVKOPVCTOBYETLCS Y NpoLecCi
YHUIA Ta (3x(24+4)) 6nictepn BMPO6HMLTBA AD| (HE3HAYHI 3MiHK
eTuHine pasom 3 nnackum y 3aTBEpKEHNX MeTofax
cTpagio KapTOHHUM BUNPOOYBaHHSA) -
n dyTnspom ans He3HayHa 3MiHa y MeToauuj
MiKPOHi3 36epiraHHs BUNPO6YyBaHHA Po3nogin po3mipis
0oBaHWiA; 6nictepa, TXXHEBUM yactTuHok A®| ETuneHectpagiony,
1 KasieHgapem- a came 10 3aTBEPAKEHOTO
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Tabnetk CTikepom y nasepHoro AndipakuinHoro
a KapTOHHI ynakoBLi BUMIPIOBa/ILHOIO Npuiagy
nnaue6o Malvern Mastersizer 2000 gogaHo
- gitoyi anbTepHaTMBHUIA Malvern
peyoBuH Mastersizer 3000. 3MiHu | TUNY -
" 3MiHn 3 axocTi. A®Il. CTabinbHICTb.
BifCYTHI

3MiHa nepioay NOBTOPHUX
BunpobysaHb/nepiogy 36epiraHHs
a60 ymoB 36epiraHHs A®I (3a
BiICYTHOCTI y 3aTBepIKEHOMY
[ocbe cepTucpikata BignoBiAHOCTI
€Bponeiickkiii hapmakonei, Lo
BK/IOYAE Nepiog, NOBTOPHOTO
BMNpPoBYyBaHHsA) (Nepiof
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36iNbLUEHHA abo
BBE/leHHs nepioay NOBTOPHOroO
BMNPOGYBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB
[OCNiKEHb Yy peasibHOMY Yaci -
ons A®l ETuneHecTpagiony
36iNbLUEHO Nepiody NOBTOPHOrO
BUNPO6YBaHHA Ha OCHOBI
pesynbTaTiB A4OCNIKEHDb Y
peasibHOMY Yaci 3 1 0 2X pokiB Ta
3MiHEHO YMOBW 36epiraHHs.
3arBepaKeHo:
Storage conditions:

Store below 25°C in the original
package, in order to protect from
light and humidity
Retest period:

1 year
3anponoHoBaHo:

Storage conditions:

Store in the original package in
order to protect from light and
humidity. This drug substance
does not require any special
temperature storage conditions
Retest period:

24 months (packed in double PE
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

bag, into soldered aluminium foil of
three layers, silica gel between the
PE and the three layers bags).
3MiHW | TUNY - 3MiHK 3 AKOCTi. ADI.
Cuctema
KOHTeliHep/3aKynopoBasibHUIA
3aci6 (iHLWi 3MiHW) - 3MiHEHO
BTOPVHHE NakyBaHHA A1
cybcTaHuii EtTuneHectpagiony , a
came meTaneBy 6aHky abo
hibpoBy 604Ky 6y/10 3MIHEHO Ha
TpunAekcHi ooIbroBaHi NakeTw.
Mixx gpyrum nonieTuieHoBUM
nakeToM i TPUNIEKCHUM
(p0/IbrOBaHNM MakeToM
PO3MiLLIeHO Kancyny 3 cuiikarenem

31.

JErO-
MEAPON

methylpr
ednisolo
ne

MeTUANP
efHizon
OHY
auerar

HO2A
B0O4

cycneHsia ans
iH'ekuin, 40 mr/mn;
no 1 mn y donakoHi;
no 1 donakoHy B
KapTOHHI Kopo6Lyi

Mcpaiizep
IHK.

CLWA

Mdpaiizep
MeHtodek4ypuHr
Benbris HB

Benebris

BHECEHHS 3MiH 1O peecTpavLiitHnx
marepianis: 3minu Il TUny - 3MiHK
oo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKili XapakTepucTuyj
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMUW JaHUMU 3
AKOCTI, AOK/IHIYHUMMU, KNiHIYHUMK
[aHUMKN Ta faHuMu 3
thapmakoHarnagy. 3MiH1M BHECEHO
[0 IHCTPYKUIT ANA MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby
[0 po3ainy “MNo6iyHi peakyii”.
BeefeHHsA 3MiH NpoTArom 9-tu
MicsILiB Micnsi 3aTBEPAKEHHS

3a
peyerimom

He
nionsie
ae

UA/10030/01/01

32.

ONHATPIHO
NMEMETPEKC

EA

Pemetre
xed

onHaTpi
10
nemeTpe
Kcen

MOpPOLLIOK
(cybeTaHuis) y
NOTPIAHNX
nonieTNIeHOBNX
nakeTtax gns
chapmaLeBTUYHOrO
3aCTOCYBaHHs

TOB
"HOpis-
Papm”

YkpaiHa

OAPMXICMAHBA
C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHx
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudpikat
BignosigHocTi/l E-cepTudikar
BiNOBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BignosigHoCTi abo
BW/IYYEHHS cepTudiikaTa

UA/16868/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
BiANOBIAHOCTI EBpoNeichbkili
hapmakonei: gna Ad®l; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA
y BUPOGHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHA
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
HoBuii cepTudpikart Bif Bxe
3aTBEPHKEHOr0 BUPOOHMKA -
nofaHHs HOBOro cepTuduikata
BiANOBIAHOCTI EBpoNeiichkili
thapmaxkonei Ne CEP 2023-233-
Rev 01 (3atBepmkeHo: DMF;
3anpornoHosaHo: CEP 2023-233-
Rev 01). Ak HacnifoK yTOYHEHHSA
HanucaHHs Ha3BW Ta agpecu
BMpO6GHMKa BignosigHo CEP.
MpuBeaeHHs cneumdikadii Ta
MEeTOZiB KOHTPO/IO Y BiAMNOBIgHICT
0o sumor CEP Ta moHorpadii €®.
3MiHV B iHGhopMaLji LLoao
ynakoBku BignosigHo CEP.
33. | AIAHIN Na4 3 - rnokosa | BO5D pPO34MH ANns BeHTiB IpnaHgis BeHTiB IpnaHajs | BHECEHHS 3MiH A0 peecTpauiiHnX 3a UA/12425/01/03
BMICTOM , B NnepuToHeas1bHOro MeHydeku MeHydekyypuHr marepianis: 3miHu | Tuny - 3miHn peyenmom
FNHOKO3n MOHOTifJ, aianisy; no 2000 mn YPUWHT Niviteq woao 6e3nekn/edpekTBHOCTI Ta
1,36% MIOB | par; pPO3YMHY Y Nimiten hapmakoHarnsgy. 3miHa 4actoTu
13,6 MIr/MAN HaTpito nn1acTMKoOBOMY Ta/abo TepMmiHiB NogaHHA
Xnopvg; MiLKy 3 MBX PL perynsipHoO OHOB/IOBaHMX 3BITIB 3
KauibLito 146-3, ognHapHoOMY, 6e3nekun NikapcbKnx 3acobiB.
xnopvg, obnagHaHomy 3MiHa YacToTu NnofaHHA
avrigpat iH'EKUiiHM NopTOM perynsipHoO OHOB/IOBAHOTO 3BiTY 3
; MarHito Ta 3'egHyBavem, abo 6e3neku:
xnopug, y Milwky “TBiH Ber”, [itoya pepakuis:
rekcarig, obnagHaHoMy YacToTa nofaHHs perynsipHo
part; iH'eKLiiHMM nopToM, OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn 13
HaTpito 3 iHTerposaHvM 3a pOKiB.
naktat [0MOMOrOH0 [1BOX KiHueBa fata 415 BKIOYEHHS

marictpaneii Ta Y-
3'egHyBava
NMOPOXHIM

paHnx go PO3B6 - 01.01.2025 p.
Jata nogaHHs - 01.04.2025 p.
MponoHoBaHa pefakLis:
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nAacTUKOBUM YacTtoTa nofaHHsi perynsipHo
MiLLKOM A5 OHOB/IIOBAHOTO 3BITY 3 6e3neku 15
LpeHaxy, pokiB
BKNafeHUX y KiHueBa gata /151 BKNOYEHHS
npo3opwii faHux no PO36 - 01.01.2027 p.

NAacTUKOBUI NakeT;
no 5 kKoMNNexTiB y
KapTOHHi Kopobuyj;
no 2500 M1 po34nHy
y NNacTUKOBOMY
MiLLKy 3 MBX PL
146-3, oguHapHoOMYy,
o6nagHaHoMy
iH'eKLiiHMM NnopTOM
Ta 3'egHyBa4eM, abo
y MiLLKy “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM NopTOM,
3 iHTerpoBaHum 3a
[,0MOMOrot BOX
marictpasiei Ta Y-
3'efHyBava
MOPOXHIM
N1acTUKoBUM
MilLKOM AN
ApeHaxy,
BKNafeHnx y
npo3opwuii
nAacTUKoBUiA NakeT;
no 4 KOMNNEKTN y
KapTOHHi kopobuy;
no 3000 M1 pO34nHY
y N1acTUKOBOMY
Miwky 3 NMBX PL
146-3, ognHapHoMmy,
obnagHaHoMy
iH’eKUiiHMM NopTOM
Ta 3'efHyBa4yeM, abo
y Milky “TBiH Ber”,
o6nagHaHoMy
iH'eKLjiHMM nopToM,
3 iHTerpoBaH1M 3a

[ata nogaHHs — 01.04.2027 p.
PekomeHgoBaHo fj0
3aTBEePKEHHS BiANOBIAHO [0
nepiogMYHOCTI NoAaHHS
perynspHo OHOBJ/TOBaHUX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y €C.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

[0MOMOroH 1BOX
marictpanei Ta Y-
3'eHyBava
NOPOXHIM
nnacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNAfEHNX y
npo3opwuii
NAacTUKoBUiA NakeT;
no 3 KOMMNAEKTU y
KapTOHHI kopooLyj;
no 5000 MmN po3unHy
y NNacTUKOBOMY
Miwky 3 MBX PL
146-3 oguHapHOMY,
obnagHaHomy
iH'EKLiIHM NOpPTOM
Ta 3'efHyBayem,
BKNafEHOMY Y
npo3opwuit
NAacTUKoBUiA NakeT;
no 2 KOMMNAEKTU y
KapTOHHIn Kopobui

34.

JIAHIN NA4 3
BMICTOM
rNIHOKO3N
2,27%
MIOBI22,7
MM

roKo3a
MOHOTifJ,
par;
HaTpito
Xnopvg;
KauibLito
xnopvg,
avrigpat
; MarHito
xnopvg,
rekcarig,
par;
HaTpito
nakrar

BO5D

PO34MH ANa
nepuTOHeasIbHoro
aianisy; no 2000 mn
PO3YMHY Y
naacTKoBOMy
MiLKy 3 MBX PL
146-3, oguHapHoMy,
obnagHaHomy
iH'EKUiiHM NopTOM
Ta 3'egHyBavem, abo
y Milwky “TBiH Ber”,
obnagHaHomy
iH’eKUiiHMM NopTOM,
3 iHTerposaHvM 3a
[0MOMOrOH0 [1BOX
marictpaneii Ta Y-
3'egHyBava
NMOPOXHIM

BeHTiB
MeHydeku

YPUHT
Nimiteq

IpnaHgis

BeHTiB
MeHydekyypuHr
Niviteq

IpnaHgis

BHECEHHS 3MiH 0 peecTpaLiiiHuXx

marepianis: 3miHu | Tuny - 3miHn

woao 6e3nekn/edpekTBHOCTI Ta

hapmakoHarnsgy. 3miHa 4actoTu
Ta/abo TepMmiHiB NogaHHA

perynsipHoO OHOB/IOBaHMX 3BITIB 3

6e3nekun NikapcbKnx 3acobiB.

3MiHa YacToTu NnofaHHA

perynspHo OHOBJIOBAHOIO 3BITY 3

6e3neku:

[itoya pepakuis:
YacToTa nofaHHs perynsipHo
OHOB/IHOBAHOTO 3BiTYy 3 6e3neku 13
pOKiB.

KiHueBa fata 415 BKIOYEHHS
paHnx go PO3B6 - 01.01.2025 p.
Jata nogaHHs - 01.04.2025 p.
MponoHoBaHa pefakLis:

3a
peyenmom

UA/12425/01/02




69

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nAacTUKOBUM YacTtoTa nofaHHsi perynsipHo
MiLLKOM A5 OHOB/IIOBAHOTO 3BITY 3 6e3neku 15
LpeHaxy, pokiB
BKNafeHUX y KiHueBa gata /151 BKNOYEHHS
npo3opwii faHux no PO36 - 01.01.2027 p.

NAacTUKOBUI NakeT;
no 5 kKoMNNexTiB y
KapTOHHi Kopobuyj;
no 2500 M1 po34nHy
y NNacTUKOBOMY
MiLLKy 3 MBX PL
146-3, oguHapHoOMYy,
o6nagHaHoMy
iH'eKLiiHMM NnopTOM
Ta 3'egHyBa4eM, abo
y MiLLKy “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM NopTOM,
3 iHTerpoBaHum 3a
[,0MOMOrot BOX
marictpasiei Ta Y-
3'efHyBava
MOPOXHIM
N1acTUKoBUM
MilLKOM AN
ApeHaxy,
BKNafeHnx y
npo3opwuii
nAacTUKoBUiA NakeT;
no 4 KOMNNEKTN y
KapTOHHi kopobuy;
no 3000 M1 pO34nHY
y N1acTUKOBOMY
Miwky 3 NMBX PL
146-3, ognHapHoMmy,
obnagHaHoMy
iH’eKUiiHMM NopTOM
Ta 3'efHyBa4yeM, abo
y Milky “TBiH Ber”,
o6nagHaHoMy
iH'eKLjiHMM nopToM,
3 iHTerpoBaH1M 3a

[ata nogaHHs — 01.04.2027 p.
PekomeHgoBaHo fj0
3aTBEePKEHHS BiANOBIAHO [0
nepiogMYHOCTI NoAaHHS
perynspHo OHOBJ/TOBaHUX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y €C.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

[0MOMOroH 1BOX
marictpanei Ta Y-
3'eHyBava
NOPOXHIM
nnacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNAfEHNX y
npo3opwuii
NAacTUKoBUiA NakeT;
no 3 KOMMNAEKTU y
KapTOHHI kopooLyj;
no 5000 MmN po3unHy
y NNacTUKOBOMY
Miwky 3 MBX PL
146-3 oguHapHOMY,
obnagHaHomy
iH'EKLiIHM NOpPTOM
Ta 3'efHyBayem,
BKNafEHOMY Y
npo3opwuit
NAacTUKoBUiA NakeT;
no 2 KOMMNAEKTU y
KapTOHHIn Kopobui

35.

DIAHIN A4 3
BMICTOM
rNIHOKO3N
3,86%
M/OB/38,6
MM

roKo3a
MOHOTifJ,
par;
HaTpito
Xnopvg;
KauibLito
xnopvg,
avrigpat
; MarHito
xnopvg,
rekcarig,
par;
HaTpito
nakrar

BO5D

PO34MH ANa
nepuTOHeasIbHoro
aianisy; no 2000 mn
PO3YMHY Y
naacTKoBOMy
MiLKy 3 MBX PL
146-3, oguHapHoMy,
obnagHaHomy
iH'EKUiiHM NopTOM
Ta 3'egHyBavem, abo
y Milwky “TBiH Ber”,
obnagHaHomy
iH’eKUiiHMM NopTOM,
3 iHTerposaHvM 3a
[0MOMOrOH0 [1BOX
marictpaneii Ta Y-
3'egHyBava
NMOPOXHIM

BeHTiB
MeHydeku

YPUHT
Nimiteq

IpnaHgis

BeHTiB
MeHydekyypuHr
Niviteq

IpnaHgis

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHa yactoTn Ta/abo
TEPMiHiB NOAAHHS perynsipHo
OHOBJ/IIOBaHVIX 3BITiB 3 6e3neku
nikapcbknx 3acobis. 3miHa
4acToTV NOAAHHA PerynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mneku:
[itoya pepakuis:
YacToTa nofaHHs perynsipHo
OHOB/IHOBAHOTO 3BiTYy 3 6e3neku 13
pOKiB.

KiHueBa fata 415 BKIOYEHHS
paHunx go PO3B6 - 01.01.2025 p.
Jata nogaHHs - 01.04.2025 p.
MponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku 15
pokKiB

3a
peyenmom

UA/12425/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nnacTVKOBUM KiHueBa faTa AN BK/IHOUYEHHS
MiLLKOM A5 AaHux go PO3B6 - 01.01.2027 p.
LpeHaxy, [ata nogaHHs — 01.04.2027 p.
BKNafEHUX y PekomeHgoBaHo A0
npo3opwii 3aTBEePMKEHHS BiANOBIAHO [0

NAacTUKOBUI NakeT;
no 5 kKoMNNexTiB y
KapTOHHi Kopobuyj;
no 2500 M1 po34nHy
y NNacTUKOBOMY
MiLLKy 3 MBX PL
146-3, oguHapHoOMYy,
o6nagHaHoMy
iH'eKLiiHMM NnopTOM
Ta 3'egHyBa4eM, abo
y MiLLKy “TBiH Ber”,
obnagHaHomy
iH'EKLiiHMM NopTOM,
3 iHTerpoBaHum 3a
[,0MOMOrot BOX
marictpasiei Ta Y-
3'efHyBava
MOPOXHIM
N1acTUKoBUM
MilLKOM AN
ApeHaxy,
BKNafeHnx y
npo3opwuii
nAacTUKoBUiA NakeT;
no 4 KOMNNEKTN y
KapTOHHi kopobuy;
no 3000 M1 pO34nHY
y N1acTUKOBOMY
Miwky 3 NMBX PL
146-3, ognHapHoMmy,
obnagHaHoMy
iH’eKUiiHMM NopTOM
Ta 3'efHyBa4yeM, abo
y Milky “TBiH Ber”,
o6nagHaHoMy
iH'eKLjiHMM nopToM,
3 iHTerpoBaH1M 3a

nepiogMYHOCTI NoAaHHS
perynspHo OHOBJ/TOBaHWX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y E€C.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[0MOMOroH 1BOX
marictpanei Ta Y-
3'eHyBava
NOPOXHIM
nnacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNAfEHNX y
npo3opwuii
NAacTUKoBUiA NakeT;
no 3 KOMMNAEKTU y
KapTOHHI kopooLyj;
no 5000 MmN po3unHy
y NNacTUKOBOMY
Miwky 3 MBX PL
146-3 oguHapHOMY,
obnagHaHomy
iH'EKLiIHM NOpPTOM
Ta 3'efHyBayem,
BKNafEHOMY Y
npo3opwuit
NAacTUKoBUiA NakeT;
no 2 KOMMNAEKTU y
KapTOHHI KOpo6Lj.

36.

OIKNOCEN®
® ®OPTE

diclofen
ac

avknod
eHaky
nietmna
MiH

eMy/bCilHWIA renb
AN 30BHILLHBOIO
3acTocyBaHHA 2,32
% in bulk: no30ry
Ty6i, no 144 Ty6u B
KapTOHHI kopobuy;
no 100 r y Ty6i,

no 64 T1yé6u B
KapTOHHI Kopo6Lyi

TOB
"KYCymMm"

YkpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | Tuny -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHVIKa (BnacHuKa
peecTpauiiiHoro NoCBIgYEHHS).
3MiHa HaliMeHyBaHHs 3as8BHUKa 3
TOB "TNIEA®APM NTA", YKpaina
Ha TOB "KYCYM", Ykpaina. 3MiHu
| TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
OHOB/IEHHA TEKCTY MapKyBaHHs
dopmu in bulk, y 38'a3ky 3
BHECEHHSIM pefakLiiHUX NpaBoK y
Ha3Bi Nnikapcbkoro 3acoby a came
n.1, Ta NpMBeEHHA MapKyBaHHS
in bulk y BignoBigHicTb A0

UA/21184/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3aTBEpMKEHNX peecTpaLiiHnX
[OKYMEHTIB. BBeAeHHS 3MiH
nNpoTSArom 6-Tu MicALiB nicas
3aTBEPAKEHHS.

37.

AIKNOCEN®
® ®OPTE

diclofen
ac

aviknod
eHaky
gietuna
MiH

MO2A
Al15

eMy/bCIHWIA renb
0151 30BHILLHBOTO
3acTocyBaHHsA 2,32
% no30r,no50r
a6o no 100 r y Ty6i,
no 1 Ty6iy
KapTOHHI ynakoBL,i

TOB
"KyCym*

YkpaiHa

KYCYM XENTXKEP
nBT NTA

IHais

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (BNacHuka
peEeCTpaLiiHOro NOCBIAYEHHST).
3MiHa HalimeHyBaHHSA 3asBHUKA 3
TOB "TNEAPAPM NTA", Ykpaina
Ha TOB "KYCYM", YkpaiHa.
BeefeHHsA 3MiH NpoTArom 6-Tu
MiCSILiB Micnsi 3aTBEPAKEHHS.

6e3
peyenma

UA/16445/02/02

38.

AOOKY3ANIA

docusat
e
sodium

[loKy3aT
HaTpito

AOGA
A02

Kancysm m'siki no
100 wmr; no 10
Kancyny énictepi,
no 1 6nictepy B
nauui; no 9 kancyny
6nictepi, no 2
6nictepu B nauLi

AT
"KNIBCbK
1
BITAMIHH
Ui
3ABOJ"

YkpaiHa

AT "KMIBCBKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHx
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cuctema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOIO J1iKapCbKOro 3acoby
(3MiHa KiflbkoCTi 0ANHULB
(Hanpviknag TabneTok, amnyn
TOLLLO) B ynakoBLii:) - 3miHa nosa
AianasoHoM 3aTBepKeHNX
pO3MipiB ynakoBku - [loaaBaHHs
[0 iCHy04Oro BMAy nakyBaHHs: no
9 kancyn y 6nictepi, no 2 6nictepu
B nauuj, 3 BignoBigHNMMK 3MiHAMKN
[0 po3finy «YnakoBka». 3MiHW
BHECEHO B iHCTPYKL0 AnA
MeAMYHOro 3acToCyBaHHSA
niKkapcbKoro 3acoby y po3ain
"YnakoBka" y 3B'A3Ky 3 AO4aHHAM
NeBHOro PO3Mipy ynakoBku, K
HacnifokK - 3aTBEPAKEHHS TEKCTY
MapKyBaHHS BifnoBigHOI
ynakoBku. BBefeHHs 3MiH
NpoTArom 6-Tu MicALiB nicas
3aTBEPKEHHS

6e3
peyenma

He
nionsie
ae

UA/21314/01/01

39.

EBKA3O/H®

xylomet

KCuiome

RO1A

cnpei HazanbHuUiA, 1

AT

YKpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiHX

6e3

UA/3664/02/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
AKBA azoline TasoniHy | A07 mr/r;no 10 ry "papmak” mMatepianis: 3miHu | TUNY - 3MiHK peyenma
rigpoxno h1aKoHi CKNsHOMY 3 wono 6e3nekn/edpeKkTBHOCTI Ta
pua HacoCOM-03aTOpPOM hapmakoHarnagy (iHwi 3miHK).
3 po3nusBayYem BHeceHO He3HauHi 3MiHW y TeKCT
HasasIbHOro MapKyBaHHs NepBuHHOI (N. 2, 3) Ta
npu3HayeHHsi; no 1 BTOPWHHOI (M. 6, 9, 12, 16, 17)
dhnakoHy B nayuj 3 yMaKoBKM NMiKapCbKoro 3acoby.
KapToHY BBegeHHS 3MiH NpoTArom 6-Tu
MiCSILiB Micsi 3aTBEPAKEHHS.
40. | EBKA®ININT | xylomet Kkcunome | RO1A cnpeii HasaslbHUiA, MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux 6e3 UA/17019/01/01
® KCUno azoline Tasonivy | A07 f[030BaHwuin 0,1 %, "XIMOAP "XIMOGPAPM3ABO/, marepianis: 3miHu | TUny - 3MiHK 3 peyenma
rigpoxso no 10 mny M3ABO[, "YEPBOHA 3IPKA" AKOCTI. [0TOBWIA NikapcbKnii 3acib.
pna dhnakoHax cknsHux 3 | "YEPBOH 3MiHM Yy BUPOGHMLTBI. 3MiHa
po3nuaoBavyemM A 3IPKA" po3mipy cepii (BkIOUaUM

HasanbHUM; no 1
hnakoHy B nauvuj 3
KapToHy; no 10 mny
dhnakoHax
noniMepHuXx 3
po3nunoBayem
HasanbHUM; no 1
dhnakoHy B nauvuj 3
KapToHY

AianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLIeHHs
A0 10 pasis NOPIBHAHO i3
3aTBEPMAKEHNUM PO3MIPOM)
BBEJEeHHS 104aTKOBOro po3mipy
cepii (TeopeTuyHuii 06'em cepii:
52020 ynakoBok rno 10 mny
hnakoHax nosiMepHuX 3
po3nuoBayeM HasaslbHUM, abo
no 10 mn hnakoHax CKAAHKX 3
posnunioBavyeM HasasibHUM) B
[OMOBHEHHSA [0 3aTBEPLKEHOr0
po3mipy cepii (TeopeTuyHnii 06'em
cepii: 13098 ynakosok no 10 mny
hnakoHax nofiMepHux 3
posnuoBaYemM HasasibHUM, abo
no 10 mMn dpnakoHax CKASHNUX 3
po3nuaoBaYem HasaslbHUM).
[itoua pepakuis
TP 64-00481241-149-23 (uex Ne
3)

Po3wmip cepi:
TeopeTuyHuii 06'eM cepii:
13098 ynakoBok no 10 mny
chnakoHax nofiMepHux 3
po3nuoBaYeM HasaslbHUM, abo
no 10 mMA dpnakoHax CKASHAUX 3
po3nuBaYeM Has3asIbHUM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

OuikyBaHuWi1 06'em cepii:
Bif 11400 o 12240 ynakoBokK no
10 mn y dhiakoHax noniMepHux 3
posnuoBaYeM HasaslbHUM, abo
no 10 mMn dpnakoHax CKASHAUX 3
po3nuoBaYeM HasaslbHUM
MponoHoBaHa pefakuis
1. TP 64-00481241-149-23 (uex
Ne 3)

Po3wmip cepi:
TeopeTnyHwWii 06'em cepii:
13098 ynakosok no 10 mny
hnakoHax nosiMepHuX 3
po3nuaBavyem HasaslbHUM, abo
no 10 mn donakoHax CKASHUX 3
po3nunioBavyeM HasaslbHUM
OuikyBaHWii 06'em cepii:

Big 11400 go 12240 ynakoBOK N0
10 M1y dpnakoHax noniMepHux 3
po3nuaBavyem HasaslbHUM, abo
no 10 mn donakoHax CKASHUX 3
po3nunioBavyeM HasaslbHUM
2. TP 64-00481241-187-25 (uex
Ne 3)

Po3wmip cepi:
TeopeTnyHwWii 06'em cepii:
52020 ynakoBok o 10 mny
hnakoHax nosiMepHuX 3
po3nuaBayem HasaslbHUM, abo
no 10 mn donakoHax CKASHUX 3
po3nunioBavyeM HasaslbHUM
OuikyBaHWii 06'em cepii:

Big 47500 go 51500 ynakoBoK No
10 M1y dpnakoHax noniMepHux 3
po3nuaBavyem HasaslbHUM, abo
no 10 mA donakoHax CKASHUX 3
po3nuoBaYeM Ha3aslbHUM

41.

EBPICAI®

Risdipla
m

pucaunn
am

MO9A
X10

NOPOLLOK AN
0pasIbHOrO PO34UHY,
no 0,75 mr/mn;
NOPOLLOK AN
Opa/IbHOr0 PO34YUHY

TOB
«Pou
YkpaiHa»

YkpaiHa

Brpo6HnuTBO
Hepo3dacoBaHOro
NPOAYKTY, NepBUHHE
nakyBaHHs (cTagis
HanoBHEHHSA

Lseiya
pis

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTbCS

3a
peyerimom

UA/19668/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
Y CKNSHINA naswui; NALWOK), BMNYCKY Cepii Ta KOHTPOJIHO AKOCTI
no 1 naawuiy BMNPOBYBaHHSA roTOBOrO NiKapCbKOro 3acoby
KOMNAekTi 3 1 KOHTPOJTHO SIKOCTI, (3amiHa abo gogaBaHHs
BTUCKHVM BTOPVHHE BMPOGHMKa, LLO BiAnoBigae 3a
ajantepom A/1A nakyBaHHs1, BUMYCK BBE3EHHA Ta/abo BUMNYCK cepi) -
nAsWwkn, 2 cepii: ®.XodhdpmaHH- He Bktovarum
opasibHUMU Na Pow Nta, KOHTPO/Ib/BUNPOBYBaHHS cepii.
wnpuamun ans Lseliuapis; BHeceHHs iHdhopmaLii npo
6araTopasoBoro Bupo6HMLTBO iMmnopTepa B YkpaiHy 40 po3ainy
BUKOPUCTAHHSA Hepo3dhacoBaHoro 3.2.P.3.1 Bupo6Huk(1) B
o6'emom 1 mn NPoOAyKTY, NepBUHHE maTepianu peecTpauiiHoro focbe,
(KOXHWIA y nakyBaHHs (CTagis a came: «Roche Ukraine» LLC.
nonieTuneHoBoMy HanoBHEHHSA Velyka Vasylkivska Street, 139, 5
naxkeTuky), 2 NAALWOK), floor 03150 Kyiv Ukraine
opasibHUMU BUNPOOYBaHHA
Lnpvyamu gns KOHTPO/IHO AKOCTI
6araTopasoBoro (TecTyBaHHsA
BUKOPUCTaHHS MiKpOGiosoriyHoT
06'emom 6 MmN YUCTOTW):
(KOXHWIA Y ®.XothpmaHH-/15
nonieTuIeHoBOMy Pow fiTg,
naketuky) Ta 1 LLiBeiuapis
opasibHAM LUNPULLOM
[ONns baraTopasoBoro
BUKOPUCTaHHSA
o6'emom 12 mn (y
nonieTuIeHoBOMy
nakeTuky), ski
BMiLLEHi y
nonieTnneHoBuii
nakeT; 1 nnawka Ta
1 KOMNEKT BMiLLIEHi
Y KAPTOHHY KOPOOGKY
42. | EBOKCAKOP | edoxaba | egokcab | BO1lAF | Tabnetku, BKpUTI AT Ykpaina AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a UA/19020/01/01
il n aH (y 03 nNiBKOBOIO "KMIBCbK BITAMIHHUIA martepianis: 3MiHu | TUNY - 3MiHKM 3 | peyenmom
dopmi o60soHKo0 no 15 W 3ABOL" AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Tosunar Mr, no 10 TabneTok BITAMIHH KOHTpO/1b roTOBOro NikapcbKoro
y y 6nicTepi, no 3 Wi 3acoby. 3miHa y meTofax
MOHOTif, 6nictepu y nauuj 3ABOA" BMNPOGYBaHHSA roTOBOro
pary) nikapcbKoro 3acoby (He3HayHa

3MiHa y 3aTBEPMAKEHMX MeTogax
BMNPOGYBaHHs) 3amMiHa




77

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

cTaHfapTHoro 3pasky EgokcabaHy
TO3MNaty MoHorigpaTy dipmu-
BMpo6HuKa (PC3 chipmu-
BMPOGHMKA) Ha CTaH4apTHWiA
3pasoK BM1aCHOro BUPO6HMLTBA
(PC3), L0 BMKOPUCTOBYETLCA MpU
KOHTPO/i 3a NOKa3H1Kamu
«KinbKicHe BU3HAYEHHS»,
«Po3unHeHHs», «OAHOPIgHICT
[1030BaHVX OAVHUL» Ta
«CynpoBifHi AOMILLKM».

43.

EZJOKCAKOP
i)

edoxaba
n

efokcab
aH (y
dopmi
To3unar
y .
MOHOTif,

pary)

BO1AF
03

TabneTku, BKPUTI
NNiBKOBOH
060/10HKOO 1Mo 30
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y nauui

AT
"KNIBCbK
Ui
BITAMIHH
M
3ABOJ"

YkpaiHa

AT "KVTBCBKIAI
BITAMIHHWIA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHuX
mMartepianis: 3miHu | TUny - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapCbKOro
3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBepKeHX MeTofax
BMNpo6yBaHHA) 3aMiHa
cTaHfapTHoro 3pa3ky Egokcabany
TO3UNaTy MoHorigpary gipmu-
BMpo6HUKa (PC3 dhipmu-
BMPOGHMKA) Ha CTaHgapTHWiA
3pasok BM1acHOro BUpobHMLTBa
(PC3), L0 BMKOPUCTOBYETLCA Mpn
KOHTPO/i 3a NOKa3H1Kamu
«KinbKicHe BU3HaYEHHs»,
«Po34nHeHHs», «OAHOPIgHICTD
[1030BaHVX OAVHULb» Ta
«CynpoBifHi JOMILLIKWN».

3a
peyenmom

UA/19020/01/02

EZJOKCAKOP
i)

edoxaba
n

efokcab
aH (y
dopmi
To3unar
y .
MOHOTif,

paty)

BO1AF

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOK No 60
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepy y nauui

AT
"KNIBCbK
Ui
BITAMIHH
1
3ABOA"

Ykpaina

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUIN
3ABOL"

YkpaiHa

BHECEHHS 3MiH 10 peecTpayiitHnx
marepianis: 3miHu | TRy - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro MikapcbKoro
3acoby. 3miHa y MmeToAax
BUNPOOYBaHHA rOTOBOr0
niKkapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpPKEHNX MeToAax
BMNPO6YBaHHs) 3aMiHa
cTaHZapTHOro 3pasky EpokcabaHy
TO3UnaTy MOHorigpaty gipmu-

3a
peyerimom

UA/19020/01/03
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
BMpo6HUKa (PC3 dhipmu-
BUPOOHIMKA) Ha CTaHJapTHWIA
3pas3oK BM1IacHOro BUPOOHMLTBA
(PC3), L0 BMKOPUCTOBYETLCA Mpn
KOHTPO/Ii 3a NoKasHukamu
«KinbKicHe BU3HAYEHHSs»,
«P0o3unHeHHs», «OgHOpIgHICTb
[1030BaHVX OAMHULb» Ta
«CynpoBigHi AOMILLKU».
45. | ECNEPOKT Coagula | TypokTok | BO2B MOPOLLIOK Ta A/T HoBo JIETTE BiANOBIgaIbHMI 3a [Oanisa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/20398/01/01
tion or D02 PO3UMHHWK AN Hopgick BUMNYCK cepii Himeuun | matepianis: 3MiHu | TUNY - 3MiHN 3 peyenmom
factor anba PO34YUNHY ANS iH'EKLA roToBOro Ha AKOCTI. [0TOBWIA NikapcbKnii 3acib.
Vil neron no 500 MO, 1 nikapcbkoro 3acoby: KOHTpO/1b roTOBOro NikapcbKoro

h1aKOH 3 MOPOLLKOM
Y KOMNJIeKTi 3
po34nHHKKOM (0,9%
PO34nH HaTpito
xnopvgy) no 4 mny
nonepeHLO
HanoBHEHOMY
wnpuui Ne 1,
nepexigHvKom gns
dhnakoHa Ta LUTOKOM
MOPLUHS B KAPTOHHIi
KopooLi

A/T Hoso Hopgick,
[OaHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHS,
niocpinizauyia Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/Ib SIKOCTI
(mikpo6ionoriyHi
TecTu) roToBoro
nikapcbkoro 3acoby,
[ofaBaHHSA LWKanm
[0 wnpuua ans
BBE/EHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs rOTOBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[OaHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs,
nioghinizauis Ta
nepes.ipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/Ib AKOCTI
(MiKpO6ioNOoriyHi

3ac06y (iHLWi 3MiHW) Y3roMKeHHs
cneumdikauii posumHHuka (0,9%
PO34MHY HaTpito xopuay) 3
maTepianamu peectpauiiiHoro
pocbke, a cave 3.2.P.5.1
crneundikalis Ta npuBeAeHHs
TEeKCTY MeTOZiB KOHTPOJItO SAKOCTi
(MKS1), a came po3ginis
Cneuudpikaunii Ta MeTopgis
KOHTpO/0 415 /13 y BiANOBIAHICTb
[0 3aTBEpAKeHOI cneumndikaw,i
3asBHUKA Ta aHaNi TUHHUX
MeTOoAMK. 3MiHM A0 cneundikauii
3asBHNKa/BMPOGHMKA He
BHOCUNNCL. BBEAEHHSA 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBePKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

TecTun) roToBoro
nikapcbKoro 3acoby:
A/T Hoeo Hopgick,
[aHist; BUpobHULTBO
PO3UMHHYMKA:
BMPOOHMLTBO
(NpuroTyBaHHs,
pO3/UB, NepeBipkKa,
KOMMNaekTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3dacoBaHOro
npoaykTy): Bettep
Papma-depTiryHr
'm6X yHg Ko. KT,
HimeyuunHa

46.

ECNEPOKT

Coagula
tion
factor
VIl

TYPOKTOK
or
anba
neron

B02B
D02

MOPOLLIOK Ta
PO3YNHHVIK AN
PO34UHY ON151 iH'EKLLIA
no 1000 MO, 1
h/1aKOH 3 NOPOLLKOM
Yy KOMMNEKTi 3
po3unHHKKoM (0,9%
PO34YuH HaTpito
xnopuay) no 4 mny
nonepegHL0
HanoBHEHOMY
wnpuui Ne 1,
nepexigHvkom ans
chnakoHa Ta LUTOKOM
MOPLUHA B KAPTOHHIM
KopoobLi

A/T Hoso
Hopgaick

[Janis

BiiNOBIgabHWIA 32
BMMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[OaHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs,
nioghinizauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/Ib AKOCTI
(mikpo6ionoriyHi
TecTu) roToBoro
NiKapcbKoro 3acooy,
[ofaBaHHA LWKanm
[0 wnpuua ans
BBE[EHHS,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs TOTOBOrO
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
NpUroTyBaHHs,

[Oania/
Himeuun
Ha

BHECEHHS 3MiH 1O peecTpavLiitHnx
marepianis: 3miHu | TRy - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NMikapcbKoro
3aco06y (iHLWi 3MiHW) Y3roMKeHHs
cneumaikauii po3umHHuka (0,9%
PO34MHY HaTpito xnopuay) 3
marepianamu peectpailiHoro
nocke, a cave 3.2.P.5.1
cneuudikalis Ta npuBeaeHHs
TEKCTY MeTO/jB KOHTPO/IHO SKOCTI
(MK£), a came po3sginis
Cneuudpikanji Ta MeTtogis
KOHTpOsto Ans /13 y BiANOBIgHICTb
[0 3aTBepKeHOl cnevudikauii
3asBHUKA Ta aHaNiTUYHUX
MeTOoAMK. 3MiHM A0 cneundikauii
3aABHUKa/BMPOBHMKA He
BHOCUNUCbL. BBEAEGHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS

3a
peyerimom

UA/20398/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

pO3NvB y NepBUHHE
nakyBaHHs1,
niocpinisauyia Ta
nepesipka rotoBoro
NiKapcbKoro 3acooy,
KOHTPO/b SKOCTi
(mikpobionoriyHi
TecTu) roToBOro
NiKapCbKoro 3acooy:
A/T Hoso Hopgick,
[laHist; BUpo6HULTBO
PO34YMNHHKIKA:
BMPOGHMLTBO
(npuroTtyBaHHs,
po3/mB, Nepesipka,
KoMnaeKTau,is,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacoBaHoro
npoAaykTy): BeTTep
dapma-depTiryHr
'm6X yHA Ko. KT,
HimeyuunHa

47.

ECNEPOKT

Coagula
tion
factor
VIl

TYPOKTOK
or
anba
neron

B02B
D02

MOPOLLOK Ta
PO3YMHHKK ANA
PO3UMHY AN5 iH'eKLil
no 1500 MO, 1
ch/1aKOH 3 NOPOLLKOM
Y KOMMNJIEKTi 3
po3unHHKKoM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepegHLo
HanoBHEHOMY
wnpuui Ne 1,
nepexifgHVKom gns
chnakoHa Ta LUTOKOM
MOPLUHA B KAPTOHHI
Kopoo6Li

A/T Hoso
Hopgaick

[Oanis

BigNoBiga/IbHMIA 32
BUNYyCK cepii
roToBOro
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHs1,
niodghinisauis Ta
nepes.ipka rotoBoro
NiKapcbKoro 3acooy,
KOHTPO/Ib SIKOCTI
(mikpobionoriyHi
TecTu) roToBOro
nikapcbkoro 3acoby,
[ofaBaHHSA LWKanm
[0 wnpuua ans
BBE/IEHHS,

[Lanisa/
Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapCbKOro
3aco06y (iHLi 3MiHW) Y3rOKEHHS
cneumdikauii posumHHuka (0,9%
pO34nHy HaTpito xnopuay) 3
martepianamu peectpawiiHoro
pocbke, a cave 3.2.P.5.1
cneuudikaLis Ta npuBeaeHHs
TEeKCTY MeTO/iB KOHTPOJItO AKOCTI
(MKS1), a came posginis
Cneuudpikauii Ta MeTtogais
KOHTpOsI0 ANns /13 y BiANOBIAHICTb
[0 3aTBEpAKEHOI cneumdikauii
3asBHUKA Ta aHaNiTUYHUX
MeToAuK. 3MiHK A0 cneumdikawi
3a5BHNKa/BUPOGHMKA HE
BHOCWNWCL. BBEAGHHS 3MiH

3a
peyenmom

UA/20398/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs FOTOBOTO
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[Oanis;
NPUroTyBaHHs,
po3nuB y NepBUHHE
nakyBaHHs,
niodpiniszauia Ta
nepesipka rotoBoro
NiKapCcbKoro 3acooy,
KOHTPO/Ib SKOCTI
(mikpo6ionoriyHi
TeCTu) roToBOro
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[aHis; BUpoGHNLTBO
PO34YUHHKKA:
BMPOGHMLTBO
(MpUroTyBaHHs,
po3nuvB, Nepesipka,
KomnnekTaujs,
MapKyBaHHS Ta
nakyBaHHs
Hepo3acosaHoro
npoaykTy): BetTtep
dapma-PepTiryHr
'M6X yHa Ko. KT,
HimeuunHa

NPOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS

48.

ECMNMEPOKT

Coagula
tion
factor
VI

TYPOKTOK
or
anba
neron

B02B
D02

NOPOLLOK Ta
PO3YMHHIKK AN
PO34YUHY ANS iH'EKLA
no 2000 MO, 1
h1aKOH 3 MOPOLLKOM
Y KOMNJIeKTi 3
po34rHHKKOM (0,9%
PO34nH HaTpilo
xnopvgy) no 4 mny

A/T Hoeo
Hopgick

JIETTE

BiANOBIgaIbHMI 3a
BUMNYCK cepii
roToBOro
nikapcbkoro 3acoby:
A/T Hoso Hopgick,
[aHis;
NPUroTyBaHHs,
pO3/1B Y NepBUHHE
nakyBaHHS,

[Oanisa/
Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaLjiiiHux

marepianis: 3miHu | TUny - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOrO NiKapcbKoro
3ac06y (iHLWi 3MiHW) Y3roMKeHHsA
cneumdikauii posumHHuka (0,9%

PO34MHY HaTpito xnopuay) 3
maTepianamu peectpauiiiHoro
pocbke, a cave 3.2.P.5.1

nonepesHL0 niocpinizauyia Ta crneundikalis Ta npuBeeHHs
HanoBHeHOMY nepesipka rotoBoro TEKCTY METOZjB KOHTPO/IHO AKOCTI
wnpuui Ne 1, NiKapCbKoro 3acooy, (MK#), a came po3ginis

3a
peyenmom

UA/20398/01/04
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nepexigHnKom gnsi
dhnakoHa Ta LUTOKOM
MOPLUHS B KAPTOHHIN
KOpoo6Li

KOHTPO/Ib SKOCTI
(mikpo6ionoriyHi
TecTu) roToBOro
nikapcbkoro 3acoby,
[ofaBaHHA LWKanm
[0 wnpuua ans
BBE/EHHS,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi FOTOBOr0
nikapcbKoro 3acoby:
A/T Hoeo Hopgick,
[aHis;
NPUroTYBaHHS,
pO3MB Y NEPBUHHE
nakyBaHHs,
nioginisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/b SIKOCTI
(Mikpob6ionoriyHi
TecTun) roToBoro
nikapcbKoro 3acoby:
A/T Hoeo Hopgick,
[aHisi; BUpobHULTBO
PO3YUHHKMKA:
BMPOBHMLTBO
(NpuroTyBaHHs,
pO3/7MB, NepeBipka,
KOMMNaekTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3dacoBaHOro
npoaykTy): Bettep
Papma-depTiryHr
'm6X yHpg Ko. KT,
HimeyuunHa

Cneupndpikanii Ta MeTopgis
KOHTpO/to 4115 /13 y BiANOBIAHICTb
[0 3aTBEpPKEHOI cneuundikauii
3aABHUKA Ta aHaNi TUHHUX
MeTOoAMK. 3MiHM A0 cneundikauii
3as1BHVKa/BUPOOHMKA He
BHOCUNNCL. BBEAEHHSA 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBePKEHHS

49,

ECNEPOKT

Coagula
tion
factor
VIl

TYPOKTOK
or
anba
neron

B02B
D02

MOPOLLIOK Ta
PO3YNHHVIK AN
PO34YUHY ON151 iH'EKLLIA
no 3000 MO 1
h/1aKOH 3 NOPOLLKOM

A/T Hoso
Hopgaick

[Janis

BiiNOBIgabHWIA 32
BMMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T HoBo Hopgick,

[Oania/
Himeuun
Ha

BHECEHHS 3MiH 10 peecTpaLiiHnx

marepianis: 3miHu | TRy - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro NMikapcbKoro
3ac06y (iHLWi 3MiHW) Y3rOMKEHHS

3a
peyerimom

UA/20398/01/05
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Yy KOMMNJIEKTi 3 [aHis; cneumaikauii po3ymHHuKa (0,9%
po3umHHKKoM (0,9% NpUroTyBaHHs, pO34MHY HaTpito x1opuay) 3
PO34MH HaTpI0 PO3/IMB Y NEPBUHHE mMaTepianamy peecTpauinHoro
xnopugy) no 4 mny nakyBaHHs, nocbe, a came 3.2.P.5.1

nonepeHLO
HanosBHEHOMY
wnpuui Ne 1,
nepexifgHnKom ans
hnakoHa Ta LUTOKOM
MOPLUHA B KAPTOHHIM
Kopoo6Li

nioginisauis Ta
nepesipka rotoBoro
nikapcbkoro 3acoby,
KOHTPO/b SIKOCTI
(Mikpo6ionoriyHi
TecTun) roToBoro
NiKapcbKoro 3acooy,
[0AaBaHHs Wkam
[o wnpuua ans
BBEJEHHS,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs rOTOBOr0O
NiKapCcbKoro 3acooy:
A/T Hoso Hopgick,
[OaHis;
NPUroTyBaHHs,
pO3NvB y NepBUHHE
nakyBaHHs1,
niocpinisauyia Ta
nepesipka rotoBoro
NiKapcbKoro 3acooy,
KOHTPO/b SKOCTi
(mikpobionoriyHi
TecTu) roToBOro
NiKapCcbKoro 3acooy:
A/T Hoso Hopgick,
[aHis; BUpobHULTBO
PO34YMNHHKIKA:
BMPOGHMLTBO
(npuroTtyBaHHs,
po3/mB, NepeBipka,
KoMnaeKTau,is,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacoBaHoro
npoaykTy): BeTTep
dapma-depTiryHr

cneuudikaLis Ta NpuBeAeHHs
TEKCTY MeTOZiB KOHTPOJItO SKOCTi
(MK£), a came po3sginis
Cneuudpikaunii Ta MeTtogis
KOHTpOsI0 A4N1s /13 y BiANOBIAHICTb
[0 3aTBEpKeHOI cneuudikauii
3asBHUKA Ta aHaNiTUYHUX
MeToAuK. 3MiHM A0 cneumdikaui
3asBHNKa/BMPOGHMKA He
BHOCUNNCL. BBEAEHHA 3MiH
NpoTSArom 6-Tu MicAiB nicas
3aTBEpAKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

'm6X yHA Ko. KT,
HimeyunHa

50.

ECLUTAM®
ACIHO

escitalop
ram

ecunTan
onpamy
okcanart

NOGA
B10

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOO, MO 20
mr; no 10 TabneTok
y 6nictepi; no 1,3
abo 6 6nicTepis y
KapTOHHI nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMartepianis: 3miHu | TUNy - 3MiHKU 3
akocTi. CepTtucpikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiichkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikata
BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans
BUXIiHOIO
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHULTBI ADI; Ana
[OMOMDKHOT PEYOBUHMN
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHWin cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHs OHOB/NIEHOro cepTudikara
BiANOBIAHOCTI €BpONechbkili
thapmakonei Ne CEP 2017-082 -
Rev 01 ana A®l ecuutanonpamy
oKcanar Bif} BXe 3aTBeppKeHoro
BMpOGHMKa Jubilant Pharmova
Limited, India/ xy6inaHT
dapmosa JlimiTeg, IHAis, akvii
3MiHMB Ha3By Ha Jubilant Biosys
Limited, India/ [xy6inaHT Biocic
Nimiten, IHais (3aTBEpAKeHo: R1-
CEP 2017-082 - Rev 00;
3anponoHosaHo: CEP 2017-082 -
Rev 01).

3a
peyenmom

UA/15764/01/02

51.

ECUUTAM®
ACIHO

escitalop
ram

ecuuTan
onpamy
okcanat

NOGA
B10

TabneTkn, BKPUTI
NnNiBKOBOH
060/10HKO10, Mo 10
Mr; no 10 TabneTok
y 6nicTepi; no 1,3
abo 6 6nicTepiB y

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcikat
BignosigHocTi/l E-cepTudikar
BiNOBigHOCTI E€Bponelickkilt
hapmakonei/MoHorpadii.

3a
peyenmom

UA/15764/01/01
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n/n

JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

52.

E®EPA/TAH

KapTOHHIN nauui

MoaaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANoBiAHOCTI a0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNeichkili
hapmakonei: gna Ad®l; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA
y BUPOGHNUTBI ADI; ans
[OO0NOMDKHOT peyoBUHU
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
OHOBEeHWii cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHUMKA -
noJaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBpoNeichkili
hapmakonei Ne CEP 2017-082 -
Rev 01 ansa A®| ecumTtanonpamy
oKcanar Bif, BXe 3aTBepKEHOro
BMpO6HMKa Jubilant Pharmova
Limited, India/ [xy6inaHT
dapmosa JlimiTes, IHAis, akuii
3MiHMB Ha3By Ha Jubilant Biosys
Limited, India/ Ixy6inaHT Biocic
Nimiten, IHAiA (3aTBepmkeHo: R1-
CEP 2017-082 - Rev 00;
3anponoHosaHo: CEP 2017-082 -
Rev 01).

paraceta
mol

napauet
amorn

NO02B
EO1

PO34MH OpasibHWiA 3
% no 90 mny
chnakoHi; no 1
donakoHy y
KOMNeKTi 3i
LUNPWLOM ANst
[03yBaHHA Y
KapTOHHI Kopo6Lyi

YMNCA
CAC

PpaHLin

YMNCA CAC

®paHuis

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBHULTBI. 3MiHK
BMNpOoGYyBaHb abo AONMYyCTUMMX
MeX, BCTAHOBMEHNX Y
cneumdikauisx, nig vyac
BMPOGHMLITBA FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
HecyTTeBOro BUNPobyBaHHA B
npotieci BUpo6bHULITBA).
BunyyeHHs1 MikpobiosioriyHoro
BUMNPOBYBaHHS, sike NPOBOAUTLCA
AK KOHTPO/IbHE BUNPOGYBaHHA Ha

6e3
peyenma

UA/5237/02/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
eTani BMpobHMLTBa nicns etany
dinbTpauii
53. | BE/IBOPA®® | vemuraf | Bemypa LO1EC | TabneTku, BKpUTI TOB YkpaiHa Brpo6HuLTBO ITanis/ BHECEHHS 3MiH 40 peecTpaLiiiHX 3a UA/12699/01/01
enib eHiby | 01 NiBKOBOO «Poww Hepo3dacoBaHoT LBeiiua | matepianis: 3miHu | TMny - 3MiHM 3 peyenmom
BUrNALI 060/10HKO10, MO 240 YkpaiHa» NpoayKuii, nepBuHHe pis AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KO- Mr; no 8 TabneTok y nakyBaHHs, 3MiHM Yy BUPOGHMLTBI. 3MiHa
npeuuni 6nictepi; no 7 BTOPWHHE iMnopTepa/3miHu, L0 CTOCYOTbCSA
Taty 6nicTepiB y nakyBaHHs, BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
Bemypa KapTOHHI ynakoBLi BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
eHiby i KOHTPOJIH0 SIKOCTI: (3amiHa abo fofaBaHHs
rinpome [enbchapm MinaHo, BMPO6HMKa, LU0 BiANOBigaE 3a
nosu C.P.N,, Itanis; BBE3EHHSA Ta/abo BMMYCK cepi) -
auerary Bunyck cepii: He Bkovaroum
CyKLMHa ®.XothpmaHH-/15 KOHTPO/b/BMNPOBYBaHHA cepii -
Ty Pow Mg, BHeceHHs iHchopmaL,ii npo
LLiBeiiuapis iMnopTepa B YkpaiHy [0 po3ainy
3.2.P.3.1 Bupo6Huk(n) B
martepianu peecTpaLiiiHoro AOoCbE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine
54. | 30/1A®PEH olanzapi | onan3zan | NO5A TabneTtku, Wo AT Monbwa BMPOBGHULTBO "in Monbla | BHECEHHS 3MiH 40 peecTpaLiiiHuX 3a UA/19567/01/01
DACT ne iH HO3 AucnepryoTbea B "Apamvep, bulk", nepsnHHe Ta marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
POTOBI MNOPOXHWHI, dapma" BTOPUHHE akocTi. CepTtudcpikat
no 10 mr, no 7 nakyBaHHs: AT BignosigHocTi/l E-cepTudikar
TabneTok y 6nictepi; "Apameq ®apmva”, BifNOBigHOCTI E€Bponelickkilt

no 4 6nictepn y
KapTOHHI Kopo6Lyi

MonblLya; BUPOBHWK,
BiANOBIgabHUIA 3a
BUWMYCK Ta KOHTPO/Ib
cepii: AT "Agamves
®apma”, MonbLya

thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNeichkili
thapmakonei: gna Adl; ana
BMXiAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpo6GHMLTBI AdI; Ana
[L0NOMDKHOT peyoBUHU
(cepTuchikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOB/EeHWii cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHMKA -
nofJaHHs OHOBNIEHOTO cepTudikaTy
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BiANOBIAHOCTI EBpoNeichbkili
hapmakonei CEP 2011-030- Rev
02 Bif 3aTBEPKEHOIO BUPOGHMKA
Jubilant Generics Limited, India
015 40401l peyoBMHU ONnaH3aniH,
B 3B’SA3KY 3i 3MiHOIO Ha3BU
BMpOGHMKa AP (3aTBEPAKEHO:
R1-CEP 2011-030- Rev 01
Jubilant Generics Limited, India;
3anponoHosaHo: CEP 2011-030-
Rev 02 Jubilant Biosys Limited,
India).
55. | 30/TA®PEH olanzapi | onan3zan | NO5A TabneTku, LWo AT Monbwa BMPOGHMLTBO "in Monblwa | BHECEHHS 3MiH 40 peecTpaLiiiHuX 3a UA/19567/01/02
DACT ne iH HO3 OVCnepryoTLea B "Apamveq, bulk", nepsuHHe Ta marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
POTOBI NOPOXHWHI, dapma" BTOPUHHE akocTi. CepTtudikat
no 20 mr, no 7 nakyBaHHs: AT BignosigHocTi/lE-cepTudikar
TabneTok y 6nictepi; "Apameq ®apmva”, BifNOBiAHOCTI €BpONeickkilt

no 4 6nictepn y
KapTOHHI Kopo6Lyi

MonblLya; BUPOBHKK,
BiANOBIgaIbHMI 3a
BUWMYCK Ta KOHTPO/Ib
cepii: AT "Agamves
®apma”, MonbLya

thapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOB/IEHOrO
cepTucbikaTa BignNoBiAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei: gna Adl; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6HMLTBI AdI; ans
[OONOMDKHOT peyoBUHA
(cepTuchikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOB/eHWii cepTudikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA -
nofaHHs OHOBMEHOTo cepTudikaTy
BiANOBIAHOCTI EBponeiichkili
hapmakonei CEP 2011-030- Rev
02 Bif, 3aTBEPAXEHOT0 BUPOOHUKA
Jubilant Generics Limited, India
015 40401 peyoBMHN ONnaH3aniH,
B 3B’A3KY 3i 3MiHOI Ha3BU
BMpOGHMKa AP (3aTBEpPAKEHO:
R1-CEP 2011-030- Rev 01
Jubilant Generics Limited, India;
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
3anponoHosaHo: CEP 2011-030-
Rev 02 Jubilant Biosys Limited,
India).
56. | 3O/IEQPOHO | zoledron | 3onegpo | MO5B KOHUEHTpaT ans TOBAPUC | YkpaiHa TOB "dAPMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/13545/01/01
BA ic acid HoBa A08 pPO34mnHy Ansa TBO 3 reyn" mMartepianis: 3miHu | TUny - 3MiHK 3 peyenmom
KUCNOTA- KMcnoTta iHcpysiin, 0,8 mr/mn OBMEXE AKOCTI. [0TOBWIA Nikapcbknii 3acib.
DPAPMEKC no 5 mn 'y cnakoHi; HOIO 3MiHM Yy BUPOGHMLTBI. 3MiHa
no 1 donakoHy y BIANOBIA po3mipy cepii (BkIOHYaouM
KOHTYPHIl ANBHICT AianasoH po3Mipy cepii) roToBoro
YapyHKOBIl 1o} nikapcbkoro 3acoby (36inbLIeHHs
ynakosLi; no 1 «KOPIOP 00 10 pasiB NOPIiBHSAHO i3
KOHTYPHIl AlIA 3aTBEPAKEHUM PO3MIPOM)
YyapyHkoBili ynakoBui | «340POB BBE/leHHs1 J0AaTKOBOro Po3mipy
B NauLli KApTOHHIi A cepii M3

[itoua pepakuis
Po3wmip cepii cknapae:

31 (3,048 kr) abo 0,6 Tuc.
thnakoHiB a6o 0,6 Tuc. yn. Ne 1;
5 n (5,080 kr) a6o 1,0 Tuc.
thnakoHiB abo 1,0 Tuc. yn. Ne 1;
10 n (10,16 kr) a6o 2,0 TuC.
thnakoHiB abo 2,0 Tuc. yn. Ne 1;
20 n (20,32 kr) a6o 4,0 Tuc.
chnakoHiB a6o 4,0 Tuc. yn. Ne 1;
30 n1 (30,48 kr) abo 6,0 TuC.
thnakoHiB abo 6,0 Tuc. yn. Ne 1;
40 n (40,64 «xr) a6o 8,0 Tuc.
thnakoHiB abo 8,0 Tuc. yn. Ne 1;
50 n (50,80 kr) a6o 10,0 Tuc.
chnakoHiB a6o 10,0 Tuc. yn.Nel
MponoHoBaHa pefakuis
Po3wmip cepii cknagae:

31 (3,048 kr) abo 0,6 TuC.
thnakoHis abo 0,6 Tuc. yn. Ne 1;
5 n (5,080 kr) a6o 1,0 Tuc.
chnakoHiB a6o 1,0 Tmc. yn. Ne 1;
10 n (10,16 kr) a6o 2,0 TuC.
thnakoHiB abo 2,0 Tuc. yn. Ne 1;
20 n (20,32 kr) a6o 4,0 Tnc.
thnakoHiB abo 4,0 Tuc. yn. Ne 1;
30 n (30,48 «r) abo 6,0 TnC.
donakoHiB abo 6,0 Tnc. yn. Ne 1;
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
40 n (40,64 «xr) a6o 8,0 Tuc.

thnakoHis a6o 8,0 Tuc. yn. Ne 1;
50 n (50,80 kr) a6o 10,0 Tuc.
chnakoHiB a6o 10,0 Tuc. yn.Nel
150 n (152,40 kr) a6o 30,0 TuC.
hnakoHiB
a6o 30,0 Tnc.yn.Ne 1
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oToBMIA Nnikapcbkumit 3aci6.
Cuctema
KOHTelHep/3aKynopoBasibHWiA
3aci6. 3miHa nocTavasibHVKa
nakyBaJIbHUX MaTepiasis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEeHO
B [1OCbE) (3amiHa abo A04aBaHHs
noctavasibH1Ka) BHECEHHS
[04aTKOBOro nocravyasibHuKa
hNaKOHIB CKASTHUX iH'EKLIMHNX
GERRESHEIMER SHUANGFENG
PHARMACEUTICAL GLASS
(DAN YANG) CO., LTD, Kutai,
[04aTKOBO [0 paHile
3aTBepmkeHnx: SCHOTT Forma
Vitrum Kft, YropwwmHa; Thuringer
Pharmaglas Gmbh&Co.KG,
HimeuynHa; GERRESHEIMER
BOLESLAWIEC S.A., MonbLua Ta
SCHOTT KAISHA PVT. LTD.,
IHAiA. MaTepian donakoHiB HOBOro
noctayasibHuKa € aHanorivyHUm
3aTBEPHKEHVIM BUPOGHMKaM,
cneuudikaLii Ta meToam
KOHTPOJTHO SIKOCTI - iAE€HTUYHI.
Litova pepakuis
3.2.P.7 Cucrema
KOHTeliHep/3aKynopoBasibHNIA
3aci6
®naKkoH iH'eKLiHNIA
1. SCHOTT Forma Vitrum Kit,
YropumHa.
2. Thuringer Pharmaglas

Gmbh&Co.KG, HimeuynHa.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3. GERRESHEIMER
BOLESLAWIEC S.A., MonbLa.
4. SCHOTT KAISHA PVT. LTD.,

IHAjA.
MponoHoBaHa pefakuis
3.2.P.7 Cuctema
KOHTeliHep/3aKyrnopoBasbHWi
3aci6

dnakoH iH'eKLiiHNI

1. SCHOTT Forma Vitrum Kift,
YropLumHa.

2. Thuringer Pharmaglas
Gmbh&Co.KG, HimeyunHa.
3. GERRESHEIMER
BOLESLAWIEC S.A., NonbLia.
4. SCHOTT KAISHA PVT. LTD.,
IHais.

5. GERRESHEIMER
SHUANGFENG
PHARMACEUTICAL GLASS
(DAN YANG) CO., LTD, KuTaii

57.

SYNNbBEKC®

rabepraz
ole

pabenpa
30N
HaTpito

A02B
Cco4

TabneTkn
KWLLKOBOPO3UMHHI NO
20 mr; no 14
TabneTok y 6nicrepi;
no 1, 2 abo no 4
6nictepu B
KapTOHHI Kopo6Lyi

KPKA,
Aa.4a., Hoso
MecTo

CnoseHi
A

BiANOBIgaIbHMI 3a
BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ccepiit Ta
BWMYCK CEepili:
KPKA, 4.4., Hoso
mecTo, CnoBeHis;
BiANOBIgaIbHMI 3a
BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, C/oBeHis

CnoseHi
2]

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcpikat
BignosigHocTi/lE-cepTudikar
BifNOBiAHOCTI €BpONeickkilt
thapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOB/IEHOrO
cepTucbikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei: gna Adl; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ana
[OONOMDKHOT peyoBUHA
(cepTuchikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOB/eHWii cepTudikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUMKA -
MofaHHA OHOB/IEHOrO

3a
peyenmom

He
nionsie
ae

UA/12070/01/02
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

cepTudikaTa BignNoBIAHOCTI
€sponeiicbkiii hapmakonei RO-
CEP 2018-140-Rev 01
(3aTBEepmxeHo: RO-CEP 2018-140-
Rev 00) ansa fitovoi peyoBuHU
Rabeprazole sodium hydrate Big
3aTBEpAXEHOro BUpobHUka KRKA,
d.d., Novo mesto, Slovenia.
OHoBneHHs CEP Big6ynocs y
3B'A3KY 3 MOLOBXEHHAM nepiogy
NMOBTOPHOrO BUNPOOYBaHHSA 3 24
0o 36 micsuis.
BBefeHHA 3MiH NPOTArom 6-Tn
MICALB MiCNA 3aTBEPIKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTtudikaTt BiAnoBIgHOCTI
€Bponecokiin
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI €BpONeichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTUdikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
MofaHHA OHOBIEHOrO
ceptudpikaTa BiANOBIAHOCTI
€Bponeiickkin papmakonei CEP
2018-140-Rev 02 ana Litoyoi
peyosunHY Rabeprazole sodium
hydrate Big 3aTBEpAXKEHOrO
BMpo6HuKka KRKA, d.d., Novo
mesto, Slovenia.

BBegeHHs 3MiH NpOTSArom 6-tn
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

MicAILiB MicNs 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/eeKTNBHOCTI Ta

thapmakoHarnagy (iHwi 3miHun)-
OHOB/EHHS TEKCTY MapKyBaHHs
yNakoBKM NiKapcbKoro 3acoby, a
came n. 3, n. 8, n. 17 BTOPUHHOI
yMNaKoBKu Ta M. 6 NepBUHHOT
ynaKkoBku. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicas
3aTBepMKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKaPCbKOro 3acoby (iHLi
3MiHK) - OHOB/IEHHS BXE
3aTBEPMHKEHNX METOAIB KOHTPOSIIO
akocTi [N13, a came BUKIafeHHsA
TEKCTY [epXaBHO MOBOIO 3TifHO
Cy4acHUX BUMOT. BBeeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPKEHHS.
3MiHW | TUNY - 3MiHKU 3 AKOCTI.
loToBWI Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuAaTHOCTI abo ymoBax
36epiraHHsA roToBOro /ikapcbKoro
3aco0y (36ibLEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro
3aco6y) - 119 TOprosoi ynakoBku
(nigTBEPMKYETHCA AaHNMUN
peasibHOro yacy) - 36inbLIeHHs
TepMiHy npugartHocTi MN3. fitova
pegakuisi: TEPMIH
MPUOATHOCTI 2 poku.
MponoHosaHa pepakuis: TEPMIH
MPUNAATHOCTI 3 poku. 3miHn
BHECEHO A0 IHCTPYKUiT Ana
Me[MYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gisn
"TepMmiH npugaTHoCTI". BBeAeHHs
3MiH NPOTAroM 6-Tu micauis nicns
3aTBEPMHKEHHSA. 3MiHM | TNy -
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarniagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUiT A5
MeJMYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionodioHn
X NiKapcbkyx 3acobiB nicns
BHECeHHS Tiel caMol 3MiHW Ha
pechepeHTHWH npenapar (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX
[04aTKOBUX AaHuX) - 3MiHK
BHECEHO [0 IHCTPYKLT Ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"®apmMakosorivyHi BnactuBocTi"
3rigHo 3 iHchopmaLieto Woao
MeJMYHOro 3aCTOCYBaHHS
pedyepeHTHOro NiKapcbkoro
3acoby (Pariet 10 mg 20 mg
comprimidos gastrorresistentes).
BBefieHHA 3MiH NpoTArom 6-Tu
MiCSILiB MicNsi 3aTBEPAKEHHS.

58.

SYNNbBEKC®

rabepraz
ole

pabenpa
30N
HaTpito

A02B
Cco4

TabneTkn
KWLLKOBOPO3UMHHI NO
10 wmr, no 14
TabneTok y 6nicrepi;
no 1, 2 abo no 4
6nictepu B
KapTOHHI Kopo6Lyi

KPKA,
Aa.4a., Hoso
MecTo

CnoseHi
A

BiANOBIgaIbHMI 3a
BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ccepiit Ta
BWMYCK CEepili:
KPKA, 4.4., Hoso
mecTo, CnoBeHis;
BiANOBIgaIbHMI 3a
BMPOGHMLITBO "in
bulk", nepsnHHe Ta
BTOPVHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, C/oBeHis

CnoseHi
2]

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcpikat
BignosigHocTi/lE-cepTudikar
BifNOBiAHOCTI €BpONelickkilt
thapmakonei/moHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOIO
cepTucbikaTa BignNoBigHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei: gna Adl; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ana
[O0NOMDKHOT peyoBUHA
(cepTuchikaT BigNOBIAHOCTI
€Bponeiickkin papmakonei) -

3a
peyenmom

He
nionsie
ae

UA/12070/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

OHOBnEeHWii cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHUMKA -
MogaHHA OHOBNEHOrO
cepTudikaTa Bi4noBiAHOCTI
€sponeiicbkiii hapmakonei RO-
CEP 2018-140-Rev 01
(3aTBEepmxeHo: RO-CEP 2018-140-
Rev 00) ansa fitovoi peyoBmHU
Rabeprazole sodium hydrate Big
3aTBEpAXEHOro BUpobHuka KRKA,
d.d., Novo mesto, Slovenia.
OHoBneHHs CEP Big6ynocs y
3B'A3KY 3 MOLOBXEHHAM nepiogy
NOBTOPHOrO BUNPOOYBaHHSA 3 24
0o 36 micsuis.
BBefeHHA 3MiH NPOTArom 6-Tn
MICALB MiCNA 3aTBEPIKEHHS.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTtudikaTt BiAnoBIgHOCTI
€Bponecbkiin
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IyYEHHSA cepTudikaTa
BiNOBIAHOCTI €BpONeichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiicbkilii hapmakonei) -
OHoBeHWiA cepTUdikar Bif, yxe
3aTBEPAKEHOr0 BUPOBHMKA -
MofaHHA OHOBNIEHOrO
ceptudpikaTa BiANOBIAHOCTI
€Bponeiickkin papmakonei CEP
2018-140-Rev 02 ana Litoyoi
peyosunHY Rabeprazole sodium

hydrate Big 3aTBEpAKEHOrO
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

BMpo6HuKka KRKA, d.d., Novo
mesto, Slovenia.
BBegeHHS 3MiH NpOTSArom 6-tn
MicAILiB MicNs 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ePeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)-
OHOB/EHHS TEKCTY MapKyBaHHs
yNaKkoBKM NiKapCbKoro 3acoby, a
came n. 3, n. 8, n. 17 BTOPUHHOI
yMNaKoBKu Ta M. 6 NepBUHHOT
ynaKkoBku. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicas
3aTBepMHKEHHS. 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKaPCbKOro 3acoby (iHLi
3MiHK) - OHOBJ/IEHHS BXE
3aTBEPMHKEHNX METOAIB KOHTPOSIIO
akocTi 13, a came BUKIafeHHs
TEKCTY [epXaBHO MOBOIO 3TifHO
Cy4acHUX BUMOr. BBeeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTI.
loToBWI Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHsA roToBOro /likapcbKoro
3aco0y (36i1bLEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro
3aco6y) - 119 TOproBoi ynakoBku
(nigTBEPAKYETHCA AaHUMU
peasibHOro yacy) - 36inbLIeHHs
TepMiHy npugartHocTi MN3. fitova
pegakuisi: TEPMIH
MPUOATHOCTI 2 poku.
MponoHoBaHa pepakuis: TEPMIH
MPUNAATHOCTI 3 poku. 3miHn
BHECEHO A0 IHCTPYKUiT Ana
Me[MYHOro 3aCTOCYBaHHS
NiKapCbKOro 3acoby y po3aisn
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

"TepMmiH npugaTHoCTI". BBeAeHHs
3MiH NpOTAroM 6-Tu micauis nicns
3aTBEPMKEHHS. 3MiHM | TRy -
3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarniagy. 3mMiHn y
KOPOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUii A5
MeJMYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionodioHn
X NiKapcbknx 3acobiB nicns
BHECEeHHS Tiel caMol 3MiHW Ha
pechepeHTHMIH npenapar (3MiHa He
noTpebye HafaHHS XOAHNX HOBUX
[04aTKOBUX AaHuX) - SMiHK
BHECEHO [0 IHCTPYKLT Ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"®apmMakosorivyHi BnactuBocTi"
3rigHo 3 iHchopmaLieto Woao
MeJMYHOro 3aCTOCYBaHHS
pedyepeHTHOro NiKapcbkoro
3acoby (Pariet 10 mg 20 mg
comprimidos gastrorresistentes).
BBefieHHA 3MiH NpoTArom 6-Tu
MiCSILiB Micsi 3aTBEPAKEHHS.

59.

ISIKAPA® A

Telmisar
tan and
amlodipi
ne

Tenwvica
pTaH Ta
amiogu
niHy

6ecunar

C09D
B0O4

Tabnetku no 40 mr/5
Mr, No 7 TabneTok B
antoMiHieBoMy
6nicTepi, no 2 abo 4
6nictepn y
KapTOHHI Kopo6Lyi

OPIrAHO
CUH
NAN®CA
€HCU3
(E® 3ETI)

OAE

EBepTomKeH Naiid
CaeHcus fimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcpikat
BignosigHocTi/lE-cepTudikar
BifNOBigHOCTI €BpONeichkilt
thapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOB/IEHOrO
cepTucbikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNeichkili
thapmakonei: gna Adl; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
Yy BUPOGHMUTBI ADI; ans

3a
peyenmom

UA/16928/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
[O0NOMDKHOT peyoBUHA

IHAsA, Akunii 3MiHUB Ha3By Ha Alivus

(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
OHOBneHWii cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHUMKA -
noJaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBpoNeichbkili
hapmakonei Ne CEP 2002-072 -
Rev 10 Big BXe 3aTBEpAKEHOIO
BMPOGHMKa APl AMnoanniHy
6ecunary Glochem Industries
Private Limited, IHgis
(3aTBEpmxeHo: R1-CEP 2002-072-
Rev 08; 3anponoHosaHo: CEP
2002-072 - Rev 10). 3miHun | Tuny -
3MiHu 3 gKocTi. CepTudiikat
BignosigHocTi/IE-cepTudikar
BigNOBigHOCTI €BpoONeNiChbkKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI €BpONeichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTUdikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noAaHHs OHOB/EHOTO cepTudlikaTa
BiNOBIAHOCTI E€BpONelichkilt
thapmakonei Ne CEP 2009-028-
Rev 08 Big, 3aTBEpPAKEHOTO
BUPOGHMKa AP| TenmicapTaHy
Glenmark Life Sciences Limited,

Life Sciences Limited, IHgjs

(3aTBepmxeHo: R1-CEP 2009-028-




98

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Rev 03; 3anponoHosaHo: CEP
2009-028-Rev 08).
60. | ISIKAPA® A Telmisar | Tenmica | C09D Tabnetku no 40 OPrAHO OAE EBepTomxeH Navid IHais BHECEHHS 3MiH 40 peecTpaLiiiHX 3a UA/16928/01/02
tan and pTaH Ta BO4 Mr/10 mr, no 7 CWH CaeHcus Jlimiteq mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuyernmom
amlodipi | amnoau TabneToK B NAV®CA AKkocTi. CepTudikar
ne niHy antoMiHieBoMy EHCU3 BignosigHocTi/lE-cepTudikar
6ecunar 6nictepi, no2a6o 4 | (E® 3ETI) BiANOBIAHOCTI EBponeiichkili

6nictepn y
KapTOHHI Kopo6Lyi

thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikata
BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans
BUXIiHOIO
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHULTBI ADI; Ana
[OMOMDKHOT PEYOBUHMN
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHWin cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHs OHOB/NIEHOro cepTudikara
BiANOBIAHOCTI €BpONechbkili
hapmakonei Ne CEP 2002-072 -
Rev 10 Big BXe 3aTBEpAKEHOrO
BMPOGHMKa APl AMnogmniHy
6ecunary Glochem Industries
Private Limited, IHgis
(3atBepaxeHo: R1-CEP 2002-072-
Rev 08; 3anponoHosaHo: CEP
2002-072 - Rev 10). 3miHu | Tuny -
3miHn 3 sKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BifNOBiAHOCTI €BpONelickkilt
thapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOB/IEHOrO
cepTucbikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeichkili
thapmakonei: gna Adl; ana
BMXiAHOTO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYOTLCSA
y BUPOGHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHA
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin hapmakonei) -
OHOBEeHWii cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHUMKA -
noJaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBpoNechbkili
thapmaxkonei Ne CEP 2009-028-
Rev 08 Big 3aTBEPAKEHOTO
BMpOGHKKa AD| TenmicapTaHy
Glenmark Life Sciences Limited,
IHAis, Sknid 3mMiHMB Ha3By Ha Alivus
Life Sciences Limited, IHAis
(3atBepmxeHo: R1-CEP 2009-028-
Rev 03; 3anponoHosaHo: CEP
2009-028-Rev 08).

61.

ISIKAPA® A

Telmisar
tan and
amlodipi
ne

Tenmica
pTaH Ta
amnoam
niHy

6ecunar

C09D
B04

Tabnetkun no 80 mr/5
Mr, No 7 TabneTok B
a/IlOMiHIEBOMY
6nictepi, no 2 abo 4
6nictepn y
KapTOHHI Kopo6Lyi

OPFAHO
CUH
NAADCA
€EHCU3
(E® 3ET)

OAE

EBepTompkeH Naiid
CaeHcus Jliviteq

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AaKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BignosigHOCTi abo
BW/IyYEHHS cepTudikaTa
BifNOBiAHOCTI €BpONelickkilt
hapmakonei: ana Adl; ans
BUXiAHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[ONOMDKHOT PEYOBUHY
(cepTudpikaT BigNoOBigHOCTI
€Bponeiickbkili hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBEPAKEHOIO BUPOBHMKA -
noAaHHs OHOBMEHOTO cepTudikaTa
BifNOBiAHOCTI €BpONelickkilt
cdhapmakonei Ne CEP 2002-072 -

3a
peyerimom

UA/16928/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky

(nikapcbka cpopma,

ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Rev 10 Big BXe 3aTBEpAXeHOro
BUPOGHMKa API AMnoanniHy
6ecunaty Glochem Industries
Private Limited, IHAis
(3atBepmxeHo: R1-CEP 2002-072-
Rev 08; 3anponoHosaHo: CEP
2002-072 - Rev 10). 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MoHorpadii.
MogaHHsA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI ab6o
BUyYEHHS cepTudikara
BigNOBIAHOCTI €BpONENiCbKili
thapmakonei: gna A®l; ans
BUXifHOrO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPMCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[0NOMKHOT peYOBUHU
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWIt cepTudcpikar Big yxe
3aTBEPAKEHOIO BUPOBHMKA -
NnoAilaHHA OHOBJIEHOTO cepTudikara
BigNOBiAHOCTI €BpoONeENiChbKili
thapmaxonei Ne CEP 2009-028-
Rev 08 Big 3aTBEpPAKEHOTO
BUpo6HMKa A®I TenmicaptaHy
Glenmark Life Sciences Limited,
IHAif, A1l 3MiHMB Ha3By Ha Alivus
Life Sciences Limited, IHgjs
(3aTBEpmxeHo: R1-CEP 2009-028-
Rev 03; 3anponoHosaHo: CEP
2009-028-Rev 08).

62.

ISIKAPA® A

Telmisar
tan and
amlodipi
ne

Tenwvica
pTaH Ta
amiogu
niHy

6ecunar

C09D
B0O4

Tabnetku no 80
mr/10 mr, no 7
TabneTok B
a/IIOMIHIEBOMY
6nictepi, no 2 a6o 4
6nictepn y

OPIrAHO
CUH
NAN®CA
€HCU3
(E® 3ETI)

OAE

EBepTomKeH Naiid
CaeHcus fimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcpikat
BignosigHocTi/lE-cepTudikar
BifNOBiAHOCTI €BpONelickkilt
dhapmakonei/MoHorpadii.

3a
peyenmom

UA/16928/01/04
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
KapTOHHI Kopo6Lyi MoaaHHA HOBOro abo OHOB/IEHOTO

cepTucpikaTa BiANoBiAHOCTI a0
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNeichkili
hapmakonei: gna Ad®l; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA
y BUPOGHNUTBI ADI; ans
[OO0NOMDKHOT peyoBUHU
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
OHOBEeHWii cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOGHUMKA -
noJaHHs OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBpoNeichkili
hapmakonei Ne CEP 2002-072 -
Rev 10 Big BXe 3aTBEpAKEHOIO
BMPOGHMKa APl AMnoanniHy
6ecunary Glochem Industries
Private Limited, IHgis
(3aTBEepmxeHo: R1-CEP 2002-072-
Rev 08; 3anponoHosaHo: CEP
2002-072 - Rev 10). 3miHm | Tuny -
3MiHu 3 gKocTi. CepTudiikat
BignosigHocTi/IE-cepTudikar
BigNOBiAHOCTI €BpoONeENiChbKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI €BpONeichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMbKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiicbkilii hapmakonei) -
OHoBeHWiA cepTUdikar Bif, yxe

3aTBEPKEHOr0 BUPOBHMKA -
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nofAaHHs OHOBEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpONeichkilt
thapmakonei Ne CEP 2009-028-
Rev 08 Big, 3aTBEPAKEHOTO
BUPOGHMKa AP| TenmicapTaHy
Glenmark Life Sciences Limited,
IHAsA, Akunii 3MiHUB Ha3By Ha Alivus
Life Sciences Limited, IHgjs
(3aTBepaxeHo: R1-CEP 2009-028-
Rev 03; 3anponoHosaHo: CEP
2009-028-Rev 08).
63. | IHOYNrAH paraceta | napauet | NO2B pO3uuH ANs iHdysil TOB YkpaiHa TOB "tOpia-®apm” YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux 3a UA/11955/01/01
mol amon EO1 10 mr/mn, no 100 mn "lOpis- mMartepianis: 3miHu | TUny - 3MiHKU 3 peuyernmom
y NAAWLi CKNAHIN Papm” akocTi. CepTtucpikat

abo no 100 mny
NAAWLUI NONIMEepHii;
no 1 naawuiy
KOpOO6Li 3 KapTOHY

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiichkili
thapmaxonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOIO
cepTudpikara BignoBigHOCTI abo
BUyYEHHS cepTudikara
BiANOBIAHOCTI €BpONechkili
thapmakonei: gna A®l; ans
BUXIiHOIO
marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHULTBI ADI; Ana
[OMOMDKHOT PEYOBUHN
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHWin cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHs OHOB/NIEHOro cepTudikara
BiANOBIAHOCTI €BpONechbkili
hapmakonei Ne CEP 2002-020 -
Rev 10 gns gjtoyoi peyosuHmn
Paracetamol Big, Bxe
3aTBEPAKEHOTO BUPOBOHMKA
FARMSON PHARMACEUTICAL
GUJARAT Pvt. Ltd., IHgjs.
3areepaxeHo: CEP 2002-020 -
Rev 09 3anponoHosaHo: CEP
2002-020 - Rev 10. 3MiHu | Tuny -
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3MiHu 3 gKocTi. CepTudiikat

Tuny - 3MiHu 3 akocTi. CepTudikat

MogaHHsA HOBOrO ab0 OHOB/IEHOTO

mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA

BignosigHocTi/lE-cepTudikar
BigNOBigHOCTI €BpoONeNiCbKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI E€BpONelichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTtudbikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTUdikar Bif yxe
3aTBEPLKEHOr0 BUPOGHMKA -
nofAaHHs OHOBEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpONeichkilt
thapmakonei Ne CEP 2002-020 -
Rev 11 ana gitoyoi pevoBuHU
Paracetamol Bif Bxe
3aTBEPKEHOr0 BUPOBHNMKA, SKWI
3MiHMB Ha3By 3 FARMSON
PHARMACEUTICAL GUJARAT
Pvt. Ltd. Ha FARMSON BASIC
DRUGS Private Limited. 3miHu |

BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI EBpoNeichkili
thapmakonei/MoHorpadii.

cepTudikaTa BignosigHOCTi abo
BU/yYEHHS cepTudikara
BigNOBiAHOCTI €BpoONeNiCbKili
thapmakonei: gna A®l; ans
BUXifHOrO

y BUpOGHULTBI ADI; Ana

[0NOMIKHOT peYOBUHU
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
(cepTtudhikat BignosigHOCTI
€Bponeiicbkiii hapmakonei) -
HoBwit cepTucpikar Big Bxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHsa HOBOro cepTuduikarta
BigNOBiAHOCTI €BpoNeNiCbKili
thapmaxonei Ne CEP 2000-124 -
Rev 12 gnsa gjtoyoi peyoBuHm
Paracetamol Big Bxe
3aTBEPAKEHOrO BUPOBOHMKA
ANQIU LU'AN
PHARMACEUTICAL CO,, LTD.
64. | IPMUHOTEKAH | irinoteca | ipuHoTek | LO1CE | koHUeHTpart A/s Mepak Himeyun Brpo6HuK, Wo Himeyuu BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/11702/01/01
MEAAK n aHy 02 NpUroTyBaHHA lesenblia Ha Bignosigae 3a Ha marepianis: 3miHu | Tuny - peyenmom
rigpoxso pO3unHy ons T hrop MapKyBaHHs AAMIHICTPaTUBHI 3MiHW.
pnay iHcpysii, 20 mr/mn no KNiHiwe NepBUHHOI BunyyeHHs1 BUPOOGHWYOT AiNbHULLI
Tpurigpa 2 Mn (40 mr), abo no | LUneuians yMNaKoBKuW, BTOPUHHE (Bkntovaroun ginbHuLi ans Adl,
T 5 mn (100 wmr), abo npenapar nakyBaHHs, NPOMKHOrO NPOAYKTy abo
no 15 mn (300 mr) y e m6X HaHeCeHHs 3aXUCHOT roTOBOrO JlikapCcbKoro 3acoby,
CKNSAHOMY (DNaKoHi; nAiBKM AiNbHULI AN\ NpoBeAEeHHSA
no 1 donakoHy B (onuioHanbHo), nakyBaHHs1, BUPOOHWKa,
nauui BUNYCK cepi: BiANOBIAA/ILHOIO 3a BUNYCK Cepil,

Mepak esenbwadt
dhrop KniHiwe
Lneuiansnpenapar
e M6X, HimeuuuHa;

Brpo6HuK, Wo
Bignosigae 3a
BMPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHS,
MapKyBaHHS
nepBUHHOI
yNaKoBKKW, BTOPUHHE
nakyBaHHs,
KOHTPO/b/BUNPO6YB
aHHs cepii:
OHkoTek ®apma
MpopgakwH MméxX,
HimeyunHa

MicLie NpoBeAEeHHS KOHTPOSTIO
cepii) abo nocTayasibHuKa
BUXiQHOro Matepiasny, peareHty
ab0 AONOMDKHOT PEYOBUHM (SKLLLIO
3a3HayeHo y [0Cbe) BunyyeHHs
PYHKLi "KOHTPOb/BUNPOBYBAHHS
cepii" Ana BUPOBHNYOT AiNbHULL
Mepak esenbwadT dtop KniHilwe
LLneujanbnpenapare M6X ,
HimeuunHa. 3annwmsca BUPOBHMK
OHkoTek ®apma MNpogakwH M6X,
HimeuumHa, AKuit BUKOHYE Taky
camy hyHKLUit, L0 i BUYYEHWIA.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a

Hassa*

65. | KANIKO potassiu | kanito BO5X KOHUEHTpaT ons TOB YkpaiHa TOB "HOpia-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux 3a UA/11206/01/01

xnoeug m xnopwg, A01 pO3unHy ons "HOpis- marepianis: 3miHu | TRy - 3MiHK 3 peyenmom

chloride iHcpysii, 75 mr/mn; Papm” AaKocTi. CepTudikaT

no 10 mn, 20 MmNy
dhnakoHax

signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii.
MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BignosigHOCTi abo
BW/IyYEHHS cepTudikaTa
BifNOBiAHOCTI €BpONelickkilt
hapmakonei: gna Adl; ans
BUXiAHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[ONOMDKHOT PEYOBUHY
(cepTudpikaT BigNOBIgHOCTI
€Bponeiickbkili hapmakonei) -
HoBwii cepTudikart Big, Bxe
3aTBEPAKEHOIO BUPOBHMKA -
Mepexig 3 DMF Ha CEP No. CEP
2018-159-Rev 01 gnsa Adl Kanito
xnopwug sBnpobHuka Macco
Organiques, s.r.o., Yecbka
Pecny6nika. 3miHun | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro NiKapcbKoro
3aco6y (iHwWi 3miHK) - Mepeknag Ha
YKpaiHCbKy MOBY NOKa3HWKIB
cneuugikauii Ta meTofiB
KOHTPO/IIO AKOCTI, a came: "Onuc",
"laeHTudikauis", "MposopicTtb",
"CTyniHb 3a6apBneHHs", "pH",
"O6’eM, WO BUTAraeTbes",
"BakTepiasibHi eHOO0TOKCUHK", &
TakoX rnokasHvka cneumgikawi
"CTepwnbHicTb". 3MiHK | TUny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cneundikawiv
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

Ta/abo fonyCcTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHK).
CynyTHS 3MiHa - 3MiHN 3 SKOCTi.
[oTOBWIA Nikapcbknii 3aci6.
KOHTPO/b rOTOBOrO NiKapCcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOrO
NiKapcbKoro 3acoby (iHWi 3MiHN Yy
MeTofax BUNpoOyBaHb
(BkNtOYarOUM 3amiHy abo
[OMNOBHEHHS)) - BHECEHHSA 3MiH [0
cneungikauii Ta meTogis
KOHTPOJIIO AKOCTi 3@ MOKa3HUKOM
«MeXaHiuHi BK/IIOYEHHS» Y 3B'A3KY
3 NPMBEAEHHAM TX Y BigNOBIgHICTb
[0 YMHHUX BUMoOr [dY 2.9.20 Ta
Aoy 2.9.19, MeTog 1. 3MiHu |
TMny - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneundikaw,ii
Ta/abo fonyCcTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (A0NOBHEHHS
crneundikavii HOBUM MOKA3HMKOM 3
Bi4NoOBIAHMM METOL0M
BUNPo6yBaHHSA) - CynyTHA 3MiHa
- 3MiHKM 3 sIKOCTI. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKaPCbKOro 3acoby (iHLi
3MiHW) - BKOYEHHS
BMNpo6yBaHHA «KNCnoTHICTbL abo
NYXHICTb» A0 cneuudikauii Ta
METOZAiB KOHTPOJItO SAKOCTi
BignoBigHO Ao British
Pharmacopoeia, Monograph
‘Potassium Chloride Sterile
Concentrate’. 3MiHu | TUNY - 3MiHK
3 AKOCTI. FOTOBUIA NiKapCbkuii
3aci6. KoHTposib rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaLiii Ta/abo
Z0NyCTUMUX MEX FOTOBOIO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nikapcbkoro 3acoby (iHLWi 3MiHN) -
CynyTHS 3MiHa - 3MiHW 3 AKOCTI.
[oToBMIA Nikapcbkumit 3aci6.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHW y
mMeTofax BUnpobysaHb
(BK/THOYAKOYM 3aMiHy ab0
[OMOBHEHHSA)) - BHECEHHSA 3MiH A0
cneuudikadii Ta MeTogis
KOHTPOJIIO AKOCTI 3@ NOKa3HUKOM
«KinbKicHe BU3HauYeHHs», a came
3MiHa nocunaHHA Ha in-house
meTog. MpobonigrotoBka Ta
YMOBW NpOBefAeHHS BUNPOGyBaHHSA
He 3MIHUAWCB. 3MiHK | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTogax BUNpoGyBaHHS
roTOBOrO JliKapcbKoro 3acoby (iHLi
3MiHM Y MeTogax BunpobysaHb
(BK/THOYAKOYM 3aMiHy ab0
[ONOBHEHHS)) -
3MiHV [0 METOZB KOHTPOO
AKOCTi 38 NOKa3HNKOM
«CTepw/bHICTb» Y 3B’A3KY 3
npuBELEHHSAM Y Bi4NOBIAHICTb A0
YMHHMX BUMOT I®Y 2.6.1.

66.

KANbLIIO
rMIOKOHAT
CTABINI30OB
AHUN

Calcium
gluconat
e

KauibLito
TJIIOKOHa
T

BO5B
BO1

PO3YUH ANS iH'EKLN,
100 mr/mn; no 5 mn
a6o 10 mn B amnyri;
no 5 a6o 10 amnyny
nayuyj; no 5 mn a6o
10 mn B amnyrni; no
5 amnyn y 6nictepi;
no 1 a6o no 2
6nicTepy B navw,j

AT
"papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax BunpobyBaHHA A®l abo
BMXiAHOro marepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHK
y 3aTBepKeHNX MeTodax
BUNPOBYBaHHS)
BUJ/TyYEeHHs nocuniaHHA Ha C3 3 p.
«lgeHTndikauis» cneymdikauii

3a
peyenmom

UA/4900/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

A®| BXigHOro KOHTPOO A5t 060X
BMPOGHUKIB. IHChopMmaLisa Wwono
SIKOCTi CTaHZapPTHMX 3paskiB, WO
BMKOPUCTOBYIOTLCS NPpUY aHanisi
cybcTaHUii HaBegeHa B po3gini
3.2.S.5 CtaHgapTHi 3pasku abo

npenapaTu peecTpaLiiiHoro Aocbe.

3MiHu | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®I| abo BuxigHOro
marepiany/npomMixxHoOro
NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP| (HE3HAYHI 3MiHK
y 3aTBepKEHNX MeToAax
BUMPOOYBaHHS) BHECEHHS
He3HayHMX 3MiH 40 aHaNiTUYHOI
METOAVKMN 3a NOKa3HNKOM
«3anizo» ana A®| Kanbuiio
rNoKoHaT, BupobHukis PURAC
biochem b.v., Higepnangm ta
Global Calcium Pvt, Ltd, IHgis, a
came [ofaHo NpUrotTyBaHHs
CTaHJapTHOro Po3ynHy 3asisa,
BUJTy4YEHO NOCUIaHHA Ha ATOMHO-
abcopOLiliHWiA cnekTpomeTp
contrAA 300. 3miHu | TUny - 3MiHK
3 AkocTi. APl. KoHTposnb Ad®I.
3MiHa y napameTpax
cneungikauii Ta/abo gonycTmumMmx
MeX, BU3HaYeHuX y cneumdikauisax
Ha A®I, ab0 BUXigHWIA/NPOMIXHNI
npoayKT/peareHT, Wwo
BUKOPWUCTOBYIOTBCS Y NPOLECI
BUPOGHMLTBA ADI (iHLLI 3MiHW)
BHECEHHS He3HaYHMX 3MiH A0
crneundikavii BXifHOro KOHTPOSI0
Ta aHaniTUYHUX MeToauK ana Ad|
Kanbujto rikKoHaT, BUPOOHMKIB
PURAC biochem b.v., HigepnaHau
Ta Global Calcium Pvt, Ltd, IHajs,
a came B p.«PO34MHHICTb»,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

«lpeHTudikauis», «Mpo3opicTb
PO3UnHY», «KONbOPOBICTb
PO3UnHY», «pH», «Okcanatn»,
«Xnopugu», «docchatin»,
«Cynbatn», «3anizo», «Brpata
B Maci Npy BUCYLLYBaHHiI»,
«bakTepiasibHi eHOOTOKCUHU» Ta
«KinbkicHe BU3HaYeHHs» A0AaHO
NnocunaHHA Ha EP*,

67.

KAPAUMPUN
10

ramipril

paminpu
n

CO9A
A05

Kkancynu no 10 wr;
no 10 kancyny
6nicTepi; no 3
6nictepu B nauui

AHaHTa
Megikeap
nra.

Cnonyy
eHe
Koponis
CTBO

ApTypa
PapmacbloTikans
MNet. N14., IHAS;
AHaHTa Mepgikeap

Nimitea, IHaia

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpPO/b roTOBOro NiKapcbKoro
3aco6y (iHwi 3miHKn) Mepeknag
MKSA 113 Ha yKkpaiHCbKy MOBY 418
npuBeLEeHHs y BiANOBIAHICTb i3
BMMOramuv YMHHOI peakuii Hakasy
MO3 YkpaiHu Ne 426 Big
26.08.2005. 3MmiHu | TMNY - 3MiHK
wono 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
BHeceHHs 3MiH 10 po3giny
«MapkyBaHHa» y MKA N13.
3arBepkeHo: MapKyBaHHS.
Bignosigae HafaHoOMy TEKCTY
MapKyBaHHs. 3arnpornoHOBaHoO:
MapkyBaHHs. Bignosigae
3aTBEPAKEHOMY TEKCTY
MapKyBaHHA TepMmiH BBeAEHHS
3MiH npoTarom 3 micAuiB nicas
3aTBEPAKEHHS.

3a
peyenmom

UA/5200/01/04

68.

KAPAUMNPUN
2,5

ramipril

paminpu
n

CO09A
A05

Kancynu no 2,5 wmr;
no 10 kancyny
6nictepi, no 1 a6o 3
6nicTepy B nayw,

AHaHTa
Megikeap
nra.

Cnonyy
eHe
Koponis
CTBO

Aptypa
dapmacbloTikans
MeT. N14., IHAiS;
AHaHTa Mepgjikeap

Nimitea, LA

IHais

BHECEHHS 3MiH 10 peecTpayiitHnx
marepianis: 3miHu | TRy - 3miHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro MikapcbKoro
3aco0y (iHwi 3miHn) Mepeknag
MKS#A J13 Ha yKpaiHCbKy MOBY A/19
npuBeSeHHs Y BiANOBIAHICTb i3
BMMOramu YMHHOI peakuii Hakazy
MO3 Ykpaiuu Ne 426 Big
26.08.2005. 3miHu | TUny - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta

3a
peyerimom

UA/5200/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

hapmakoHarnagy (iHwi 3miHn)
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» y MKA J13.
3arBepakeHo: MapKyBaHHS.
Bignosigae HafgaHoMy TekCTy
MapKyBaHHS. 3anponoHOBaHo:
MapkyBaHHs. Bignosigae
3aTBEPPKEHOMY TEKCTY
MapkyBaHHA TepMiH BBEEHHS
3MiH NpoTArom 3 MicAuis nicas
3aTBEPKEHHS.

69.

KAPAUMNPUN
5

ramipril

paminpu
n

CO09A
AO5

Kancynm no 5 mr; no
10 kancyny
6nictepi; no 3
6nictepy B navw,j

AHaHTa
Megikeap
nra.,

Cnonyuy
eHe
Koponis
CTBO

ApTtypa
dapmacbioTikans
MNet. N14., IHAiN;
AHaHTa Megikeap

Nimiten, IHAiA

IHais

BHECEHHS 3MiH 40 peecTpaLiiHuX
mMartepianis: 3miHu | TUny - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapCbKOro
3aco0y (iHwi 3miHn) Mepeknag
MKA 13 Ha yKkpaiHCbKy MOBY 4118
npuBELEHHS Y BiANOBIAHICTD i3
BYMOramv YAHHOI pefakuii Hakasy
MO3 YkpaiHun Ne 426 Big
26.08.2005. 3miHu | TUny - 3MiHK
oo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
BHeceHHs 3MiH fo po3giny
«MapkyBaHHa» y MKA J13.
3aTtBepkeHo: MapKyBaHHS.
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MapkyBaHHs. Bignosigae
3aTBEPHKEHOMY TEKCTY
MapkyBaHHS TepMiH BBEEHHSA
3MiH npoTarom 3 micAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/5200/01/03

70.

KAPAIOMAIH
in

acetylsal
icylic
acid

Kkucnota
auetusc
aniymno
Ba

BO1A
C06

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, MO 75
mr no 30 a6o no 100
TabneTok y oNakoHi;
no 1 donakoHy y
KapTOHHI Kopo6Lyi

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Takega M'M6X, Micue
BUPOGHMLTBA
OpaHieHbypr,
HimeuyuunHa;
anbTepHaTuBHa
AinbHUUA Ans
NEePBUHHOTO Ta

Himeuun
Ha/
EcToHis/
Lseiiua
pisi/
Oanisa/
MonbLa

BHECEHHS 3MiH [j0 peecTpaLiiiHx

marepianis: 3miHu | TUny - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbknii 3acib.
3MiHV Yy BUPOOHMUTBI. 3MiHa

iMnopTepa/3aMiHu, L0 CTOCYTbCA

BUMYCKy Cepii Ta KOHTPOJIK0 AKOCTI
roTOBOIO J1iKapCbKOro 3acoby

(3amiHa abo fofaBaHHSA AinbHUL,

Ha Kii 34iACHI0ETbCS

6e3
peyenma

nionsie
ae

UA/10141/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BTOPVHHOIO KOHTPO/b/BMNPOGYBaHHSA cepii)
nakyBaHHS1, BUNYCKy [ofaBaHHA abTepPHATUBHOI
cepii: BMPOBGHNYOT AinbHNLi 13
AciHo EcToHia OY, Opichapm MaHythekuepiHr Xo6po
EcToHis; A/C, faHis, wWo Bignosigae 3a
anbTepHaTMBHA KOHTPO/Ib SIKOCTi. BBEAEHHS 3MiH
LinbHUUSA NPOTArom 6-Tu MicALiB nicas
3aTBepMHKEHHS. 3MiHu | Tuny -

BMPOGHMLTBA Ta
KOHTPOJTHO SIKOCTI:
AciHo ®apwma AT,
Lseliuapis;
KOHTpaKTHa
na6oparopia aAns
KOHTPO/IH0
"Mikpob6ionoriyHot
yncToTn'™
MpuBaTHWiA
HayKOBO-A,0CNigHNIA
iHCTUTYT Xennenep
M6X, HimeyuunHa,;
asibTepHaTUBHA
LinbHUUSA
BMPOGHMLTBA,
KOHTPOJTHO SIKOCTI:
Opichapm
MaHyekyepiHrXo6
po A/C, [JaHis;
anbTepHaTuBHa
AinbHUUA Ans
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs1,
KOHTPOJTHO SIKOCTI,
BUNYCKY cepii:
Opichbapm
MaHyhekuyepiHr
Monbwa Cn. 3 0.0.,
Monbwa

3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 4,04ATKOBOI AiNbHUL
BMPOGHULITBA A4/15 YACTUHU a60
BCbOr0 BUPOGHMYOrO npouecy
rOTOBOTO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKI NPOBOASATLCSA
6yAb-AKi BUPOOHUUYI cTagji, 3a
BVHSITKOM BUNYCKY Cepil,
KOHTPOJIK0 SIKOCTi, NEPBUHHOIO Ta
BTOPVHHOTO MakyBaHHSA, A5
HEeCTePW/IbHUX JTiKapCbKnX
3aco6iB) JoAaBaHHSA
aNbTepPHaATUBHOI BUPOOHUYOI
AinbHuui N3 Opichapm
MaHydchekuepiHr Xo6po A/C,
[JaHis, wo signosigae 3a
BMPOOHMLTBO. BBEAEHHSA 3MiH
NPOTArom 6-Tu MicALiB nicas
3aTBepMKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 4,04ATKOBOI AiNbHUL
BMPOGHULITBA A4/15 YaCTUHU a60
BCbOro BUPOGHMYOTO npouecy
rOTOBOTO JliKapCbKOro 3acoby
(ginbHUUSA ANA BTOPUHHOTO
nakyBaHHs) fofaBaHHSA
aIbTepPHATVBHOI BUPOOHUYOT
AinbHuui MN3 Opidhapm

MaHydekyepiHr Monbwa Cn. 3
0.0., Mosbla, Wo Bignosigae 3a
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BTOPVHHE NakKyBaHHS. BBeaeHHs

3aTBEPMKEHHS. 3MiHM | TRy -
3MiHu 3 sKocTi. FoToBUiIA
nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo
BBEEHHA A40AaTKOBOT AiTbHULL
BMPOGHULITBA A1 YACTUHU a6o
BCbOr0 BUPO6GHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(AinbHULA ANA NEPBUHHOIO
nakyBaHHs) AOfaBaHHSA
anbTepHaTUBHOI BUPOGHUYOI
AinbHuui M3 Opichapm
MaHydhekuepiHr Monba Cn. 3
0.0., Monbla wo Bignosigae 3a
nepBuHHEe nakyBaHHs. BBefeHHsA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPHKEHHSA. 3MiHW | Tvny -
3MiHu 3 sikocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThLCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTi
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
Bkntovaroumn
KOHTPO/b/BUNPOBYBaHHSA cepil -
[oAaBaHHA a/ibTePHATUBHOT
BMPOGHWYOI AinbHNLi N3
Opidhapm MaHydhekuepiHr
Monbwa Cn. 3 0.0., MonbLya, Wo
BiANOBIAAE 3a KOHTPO/Ib AKOCTI,
BMNYCK cepil.
3MiHV BHECEHO B po34inu
"BmpobHuMK" Ta
"Micue3Haxo4KeHHs1 BUPOOHUKa
Ta iioro agpeca micus
NPOBaPKEHHSA AISSIbHOCTI" B

3MiH NpOTAroM 6-Tu micauis nicns

iHCTPYKUiO ANsi MegnyHoro
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

3aCTOCyBaHHSA Y 3B'A3KY 3
BBE[IEHHAM [404aTKOBOI
BUPOBHMYOT AiNbHULI Ta 5K
HacnifoK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHsA /19 004aTKOBOT
BMPOOHNYOT AiNbHULI. BBEeAEHHS
3MiH NPOTArom 6-TM MicALiB nicns
3aTBepMHKEHHS. 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acooy.
3MiHa napameTpiB cneundikaw,ii
Ta/abo fonNyCcTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (BUyYeHHS
He3Ha4HOro NnokKasHuka
(Hanpuknag, 3actapinoro
noKasHUKa, Takoro K 3anax ta
cMak, abo igeHTugikais
6apBHUKIB UM CMaKOBMX 406ABOK))
BU/TyYEHHS HE3HAYHOrO MOKa3HMKa
crneundikauii N3 "Po3nagaHHs".
3MiHW | TUNY - 3MiHKU 3 AKOCTI.
loToBWI Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax
BUNPOGYBaHHA roTOBOro
NiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBepKeHNX MeTofax
BUNPOBYBaHHA) BHECEHHS 3MiH 0
MeTogiB BUNpoGyBaHHS 3a
nokasHukamu "KinbkicHe
BU3HAYeHHs", "laeHTudikauis
BEPX", "Bu3HaueHHss uuctotmn”,
30Kpema: - AoAaBaHHsA
NPUroTyBaHHA BUXIAHOrO Ta
CTaHZapPTHOrO PO34MHIB
aueTunncaniuMnoBoi KNCNOTH;
- 3MiHa hopMynn po3paxyHky A5
BMNPOOYBaHHS Ha BMICT NPOAYKTi
posnagy; - AOAaBaHHSA
KopurysasibHOro koedillieHta gns

aueTuncaniyuiosa KucIoTa Ta
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

caniyniosa KUCNoTa; - BUTyYEHHS
KopurysasibHOro koediieHta gns
aueTuacaniymncaniyniosoi
KMCNOTK; - A0AaBaHHA thopMynn
po3paxyHKy Ta KopurysasbHOro
KoedpilieHTa 418 HEBIZOMMX
NpoAyKTiB po3nagy;

- 38 NokasHuKom "KinbkicHe
BMU3HAYEHHS" - 36iNbLUEHHS Yacy
XpomatorpadyyBaHHs
BUNPOBYBa/IbHOrO Po3uunHy 3 15
XBW/IMH [0 25 XBW/IVH Npun
BMNPOGYBaHHI Ha TepMiH
npugaTHocTi; Ans metony
"lpeHTudbikauis Yo" MKA N13 6yno
BWSIB/IEHO Ta BUMNPaB/IEHO
TEXHIYHY MOMW/IKY B KOHLIEHTpaL,i
CTaHapTHOro PO34unHY, ska
ponyuieHa npv nepepeectpadii /13
Ta NpMBeAEHO Y BiANOBIAHICTL A0
p.3.2.P.5.2. AHaniTnyHi MeToanKu.
3MiHW | TUNY - 3MiHKU 3 AKOCTI.
loToBWI Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax
BUNPOGYBaHHA roTOBOro
NiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBepKeHNX MeTofax
BUNPOBYBaHHA) BHECEHHS 3MiH 0
MeToay BuNpobyBaHHs 3a
NOKa3HNKOM "PO34MHEHHS",
30Kpema: KopurysaHHsi popmynn
po3paxyHKy - AofaBaHHs
KoedilieHTa po3BeeHHs.

71.

KAPAONAKC

metoprol
ol

MeTonpo
non (y
dopmi
MeTonpo
nony
TapTpar
y)

CO7A
B02

PO34MH ANA iH'EKLiA,
1 mr/mn; no 5 mn B
amnyni; no 10 amnyn
Y KOHTYpHIlA
YapyHKOBIli
ynakosLi; no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLj

TOB
«YOPNA
MEAMLUN

H»

YkpaiHa

Medpap Inau CaH.
A.LL.

Typeuun
Ha

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | Tuny - 3miHM
oo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsagy. 3miHa 'y
KOPOTKili XapakTepucTuyj
nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha

3a
peyerimom

He
nionsie
ae

UA/16067/01/01




Ne

Hassa

MixxHap

Hassa

Koo

Popma sunycky 3asasHUK
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n/n

3acoby

JNliKapcbKo20

00Ha
Hename
HMoBaH
a
Ha3sa*

diroyor
peyosu
HU

ATX

(nikapcbka cpopma,
ynakoska)

B KapTOHHIl kopobu,i

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu

BionycKy

Pekna
MyBaH
H; ”**

Homep

peecmpayiliHo
20

nocsioYyeHHs1

72.

KATAPIA

sodium

HaTpito

G04B

rpanynu no 4,0 r/5,6 TOB

YkpaiHa

nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby
B nicisipeecTpauiiHnii nepiog, abo
SK pe3ynbTar OUiHKN 3BiTY 3
JocnigpKeHb, NpoBeAeHNX
Bi4MOBIAHO A0 MiaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3roKeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHNM OpPraHom) - 3miHu
BHECEHO A0 IHCTPYKUiT Ana
MeLMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby B po3ginv
«B3aemogis 3 iHWnuMmn
nikapcbkrMun 3acob6amm Ta iHLWi
BMAMN B3aEMOSi» Ta
«OCco6NMBOCTI 3aCTOCYBaHHS»
BiINOBIAHO [0 OHOBMEHOI
iHhopmauii woao 6esnekn
3aCTOCYBaHHA Ail040i peYOBUHN
nikapcbKoro 3acoby. TepmiH
BBE/IeHHs 3MiH - NPOTATrom 6
MicAILiB Micns 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3zinu
«[Mob6iuHI peakLii» — Loa0
BaX/IMBOCTI NMOBIAOMJIEHHSI NPO
nifo3proBaHi No6ivHi peaxuii, Ta
«YnakoBka» — 3 METOH
Y3ropKeHHs iHdhopMmaLii 3 gaHumum,
3a3HayYeHMMun B peecTpauiiHomy
nocsifyeHHi. TepMiH BBeJeHHSA
3MiH - NpoTArom 6 MicsuiB nicns
3aTBEPAKEHHS.

citrate

unTpart

r, no 5,6 r rpaHyn B "KYCYM"

BMPOGHMLTBO,
nepBUHHE

IHpis/
YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx

mMartepianis: 3miHu | Tuny - 3MiHu 3

6e3
peyenma

nionsie
ae

UA/12090/01/01
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Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
calle; no 6 cawe B nakyBaHHs, AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KapTOHHi Kopobui BTOPWHHE 3MiHM Yy BUPO6HMLITBI. 3amiHa abo
nakyBaHHs1, BBEEHHS 404ATKOBOI AiNbHUL
KOHTPO/Ib AKOCTI, BMPOGHULITBA A4/15 YaCTUHU a60
BUNYycK cepii BCbOro BUPOGHMYOro npovecy
abo rOTOBOTO JliKapCbKOro 3acoby
BMPOGHMLTBO

npoaykuii in bulk:
KYCYM XENTXKEP
MBT ATA, IHAis
abo
BUPOBHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYyCK cepii
a6bo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHais;
BTOPWHHE
nakyBaHHs, BUMYCK
cepii 3 npoAyKuji in
bulk:
TOB "KYCYM",
YKpaiHa,
KOHTPO/Tb SIKOCTI:
TOB "KYCYM",
YkpaiHa

(ginbHUUSA ANA BTOPUHHOTO
nakyBaHHs) - 415 NikapCbKoro
3acoby KATAPIA, rpaHynm no 4,0
r/5,6 1, BHOCATbLCA 3MiHU, & came
BBE/iEHHS [0AATKOBOIO
BMpo6HMKa TOB «KYCYM», Wwo
3[jicHIOBaTMME BTOPUHHE
nakyBaHHs 3 NpoAykuii in bulk,
BWUrOTOB/IEHOT BUPOGHMKOM
KYCYM XENTXKEP MNBT NT4 /
KUSUM HEALTHCARE PVT LTD,
3 METOK onTuMmisau;i
BMPOGHULITBA, 3a aApecoto:
40020, YkpaiHa, Cymcbka
o6nactb, M. Cymu, Byn.
[asuposcbkoro Mpuropis, 54 Ana
3aTBEPLKEHOr0 BUPOGHMKA
KYCYM XENTXKEP MBT NTA,
IHAjA TakoX pefakuiiHo
BUKaAeHo PyHKLT, BIANOBIAHO
peecTpauiiiHoMy Aocbe. BBefeHHs
3MiH NpoTArom 12-tm micAuis nicns
3aTBepMKEHHSA. 3MiHu | TNy -
3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 4,04ATKOBOI AiNbHUL
BMPOGHULITBA A4/15 YaCTUHU a60
BCbOro BUPOGHMYOTO npouecy
rOTOBOTO JliKapCbKOro 3acoby
(ginbHUUSA ANA BTOPUHHOTO
nakyBaHHs) - BBE,€HHs
[04aTKoBOro Bupo6bHuka TOB
«KYCYM», Wo 3ailicHioBaTMe
BTOPWHHE NakKyBaHHSA 3 NPOAyKLi

in bulk, BUroToBNEHOT BUPOGHMKOM
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
KYCYM XENTXKEP NBT NTA4, /

KUSUM HEALTHCARE PVT LTD,
3 METOK onTuMisau;i
BMPOGHMLITBA, 3a aApecoto:
08039, YkpaiHa, Kuiscbka
o6nacTtb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBka, BY/.
Mepemorn, 6yamHok 2B. BBegeHHS
3MiH NpoTArom 12-tm micAuis nicns
3aTBepMKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOOHMLTBI. 3MiHA
iMnopTepa/amiHu, L0 CTOCYOTbCS
BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo AofaBaHHA GiNbHUL,
Ha AKil 3AiACHI0ETbCSA
KOHTPO/Ib/BUNPOBYBaHHA cepil) -
BBEEHHS 404ATKOBOI AiNbHUL
TOB «KYCYM», 02149, YkpaiHa,
M. KuiB, npocnekt Mukonu
BaxaHa, 38, Ha fKili 34jCHI0ETLCS
KOHTPO/b/BUNPOOYBaHHSA
npoaykuii. BeefieHHs 3MiH
npoTsArom 12-tu micsAuis nicas
3aTBEPHKEHHSA. 3MiHW | Tvny -
3MiHK 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThLCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTi
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
He Bktovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBEJEHHA [0AaTKOBOro
BMpo6HMKa TOB «KYCYM»,

YkpaiHa 3a agpecoto 08039,
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

YkpaiHa, Kuiscbka 06nacTb,
ByuaHcbkuii paiioH, MakapiBcbka
TepuTopiasibHa rpomaga, ceno
CeBepwuHiBka, Byn. MNepemoru,
6yAMHOK 2B, Lo 3ailicHioBaTMeE
BMNyCK cepii 3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP NBT NTA4 /
KUSUM HEALTHCARE PVT LTD.
3MiHV BHECEHO B po3ainu
"BmpobHuMK" Ta
"Micue3HaxomKeHHs BUPOOHMKa
Ta agpeca Micua NpoBaKeHHA
oro AianbHOCTI" B iIHCTPYKLi0 AN
MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY 3 BBEJeHHSIM [OfaTKOBOrO
BMPOGHMKA Ta K HACMIfOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby An1a J0AAaTKOBOro
BMpPO6HMKa BBEAEHHS 3MiH
npoTArom 12-tu micAuis nicns
3aTBepMHKEHHS. 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOOHMLTBI. 3MiHA
iMnopTepa/amiHu, L0 CTOCYOTbCS
BMNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gogaBaHHs
BMPOGHUKa, LLIO BignoBigae 3a
BBE3EHHA Ta/abo BUMNYCK cepi) -
Bktoyarouu
KOHTPO/Ib/BMNPOBYBaHHSA cepil -
BBE/iEHHS [0AATKOBOIO
BUpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 40020,
YkpaiHa, CyMcbka 06n1acTb, M.
Cymu, Byn. [JaBnaoBCbLKOro
puropis, 54, wo signosigae 3a
KOHTPO/Ib AKOCTi Ta BUMYCK cepii.
3MiHV BHECEHO B po34inu
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
"BMpo6HMK" Ta
"Micue3HaxokeHHs BUPOGHMKa
Ta agpeca Micus NpoBafKeHHs
oro gisnbHOCTI" B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A13Ky 3 BBE,EHHAM J04ATKOBOrO
BMPOGHMKA Ta SIK HAC/iJOK -
3aTBEPAKEHHSA TEKCTY
MapKyBaHHS1 yNakoBKU /TiKapCbKoro
3acoby Ana Ao4AaTKOBOro
BMPOGHMKA. BBEAEHHSA 3MIH
npoTsArom 12-tm micsAuis nicas
3aTBEPIKEHHS.
73. | KATAPIA sodium HaTpito - rpanynu no 4,0 r/5,6 TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaviiiHux - UA/21108/01/01
citrate unTpat r; in bulk: Ne 1500 "KYCyMm" MBT NTA, marepianis: 3miHu | TRy - 3MiHK 3

(1x1500) caLe: no
5,6 r rpaHyn B calle;
no 1500 cauwe B
KapTOHHI Kopo6Lyi
(Bpo6HYK KYCYM
XENTXKEP MNMBT
NTA, CN-289 (A),
PIIKO IngacTpian
apea, YonaHki,
Bxisagi, Aict. Ansap
(PapxacTaH), IHgis);
in bulk: Ne 800
(1x800) cawe: no
5,6 r rpaHyn B calle;
no 800 cawe B
KapTOHHI Kopo6Lyi
(Bpo6HKK KYCYM
XENTXKEP MNMBT
NTA, Mnot Ne M-3,
IHoop Cnewen
IkOHOMIK 30YH,
®eiiz-Il, Nitamnyp,
[ict. ixap, Magxes
MNpagew, MiH
454774, IHgjs)

AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEEHHS 4,04ATKOBOI AiNMbHUL
BMPOGHULITBA A4/151 YaCTUHU a60o
BCbOr0 BUPOGHMYOro npovecy
rOTOBOrO /iKapCbKOro 3acoby
(ginbHUUSA oNA BTOPUHHOTO
nakyBaHHs) - 415 NikapCbKoro
3acoby KATAPIA, rpaHym no 4,0
/5,6 1, BHOCATLCA 3MiHU, & came
BBEJIEHHS 10JaTKOBOro
BMpo6HMKa TOB «KYCYM», o
3fi/icHIOBaTIME BTOPWHHE
nakyBaHHs 3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP MBT NT4,/
KUSUM HEALTHCARE PVT LTD,
3 METOK onTuMmisau;i
BMPOGHMLITBA, 3a aApecolo:
40020, YkpaiHa, Cymcbka
obnactb, M. Cymu, By”n.
[asuposcbkoro Mpuropis, 54 Ana
3aTBEPLKEHOr0 BUPOGHMKA
KYCYM XENTXKEP MBT NTA,
IHAjA TakoX pefakuiiHo
BUKaAeHo PyHKLiT, BIANOBIAHO
peecTpauiiiHoMy AoCbE. BBegeHHs
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3MiH NpoTArom 12-tm micAuis nicns

3aTBepMHKEHHS. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS 4,04ATKOBOI AiNbHUL
BMPOGHULITBA A1 YaCTUHU a60
BCbOro BUPOGHMYOTO npouecy
rOTOBOTO JiKapCbKOro 3acoby
(ginbHUUSA ANA BTOPUHHOTO
nakyBaHHS1) - BBEAEHHS
[04aTKoBOro BUpo6bHuka TOB
«KYCYM», Wo 3ailicHioBaTMe
BTOPVHHE NakKyBaHHSA 3 NPOAYKL,T
in bulk, BUrotoBNEHOT BUPOGHMKOM
KYCYM XENTXKEP MNBT NT4 /
KUSUM HEALTHCARE PVT LTD,
3 METOK onTuMmisau;i
BMPOGHULITBA, 3a aApecoto:
08039, YkpaiHa, Kuiscbka
o6nacTtb, ByyaHcbkuiA paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepuHiBka, By/.
Mepemorn, 6yamHok 2B. BBegeHHS
3MiH NpoTArom 12-tm micAuis nicns
3aTBepMHKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOOHMLTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYOTbCS
BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo AofaBaHHA GiNbHUL,
Ha AKil 3AiACHI0ETbCSA
KOHTPO/1b/BUNPOBYBaHHA cepil) -
BBEEHHS 4,04ATKOBOI AiNbHUL
TOB «KYCYM», 02149, YkpaiHa,
M. KuiB, npocnekt Mukonu
BaxaHa, 38, Ha fKili 34jCHI0ETLCS
KOHTPO/b/BMNPOOYBaHHSA
npoaykuii. BeefieHHs 3MiH

npoTsirom 12-Tn micsauis nicas
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3aTBEPHKEHHSA. 3MiHW | Tvny -

3MiHK 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
He Bktovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBEJEHHA [0AaTKOBOro
BMpo6HMKa TOB «KYCYM»,
YkpaiHa 3a agpecoto 08039,
YkpaiHa, Kuiscbka 06nacTb,
ByuaHcbkuii paiioH, MakapiBcbka
TepuTopiasibHa rpomaga, ceno
CeBepwuHiBka, Byn. MNepemoru,
6yAMHOK 2B, Lo 3ailicHioBaTMeE
BMNyCK cepii 3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOBHUKOM
KYCYM XENTXKEP NBT NT4,/
KUSUM HEALTHCARE PVT LTD.
BBefeHHA 3MiH NpoTArom 12-tm
MICALB MiCNA 3aTBEPIKEHHS.
3MiHu | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCS
BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gogaBaHHs
BMPOGHUKa, LLIO BignoBigae 3a
BBE3EHHA Ta/abo BUMNYCK cepi) -
Bktoyarouu
KOHTPO/Ib/BMNPOBYBaHHSA cepil -
BBE/iEHHS [0AATKOBOIO
BNpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 40020,
YkpaiHa, CyMcbka 06n1acTb, M.

Cymu, ByN. JaBna0BCbLKOro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

puropis, 54, wo signosigae 3a

KOHTPO/Ib SAKOCTi Ta BUMYCK cepii.

BBegeHHs 3MiH NpoTsrom 12-tu
MicsILiB MicNs 3aTBEPKEHHS.

74.

KETOJIOHT -
JAPHULIA®

ketorola
c

KeTopon
aky
TpomeTa
MiH

MO1A
B15

Tabnetkn no 10 mr;
no 10 TabneTok y
KOHTYPpHilA
YapyHKoBIl
ynakosui, no 1
KOHTYPHilA
YapyHKOBIl ynakoBLi
B nauuj

MpAT
"®apmaue
BTUYHA
thipma
"fapHuua”

YkpaiHa

MpAT
"apmMaueBTNYHA
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu
MiCLii NPOBaKEHHS AiSNbHOCTI
BMpOOGHUKa (BK/IHOYaKoun, 3a
HeoOXiAHOCTI, MicLe NpoBeeHHSA
KOHTPOJI0 AIKOCTI), a60 BacHuka
macTep-ghaiina Ha Adl, abo
noctavanbHuka A®l/suxigHoro
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y
BMPOGHULTBI API (AKLLO
3a3Ha4YeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikata
BifNOBiAHOCTI €BpONelichkilt
thapmakonei y 3aTBepiXeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y Jocke). 3MiHa
HaliMeHyBaHHs BUpo6HUka Ad|
KeToponaky TpomeTamiH 3 Symed
Labs Limited, India Ha Viyash
Scientific Limited, Unit-V, India,6e3
3MiHM MicLs BUPOOHULTBA.
3aTBepAKeHo:

Symed Labs Limited, India;
Vasudha Pharma Chem Limited,
INDIA
3anponoHoBaHo:

Viyash Scientific Limited, Unit-V,
India;

Vasudha Pharma Chem Limited,
INDIA
TepMmiH BBEZEHHS 3MiH - MPOTAroM
6 MicAUiB Nic/1a 3aTBepIKEHHS

3a
peyerimom

UA/2190/02/01

75.

KNEKCAH®

enoxapa
rin

eHokcarn
apuH

BO1A
BO5

PO34MH ANs iH'EKLiA,
10 000 aHTU-Xa

TOB
"CaHogi-

Ykpaina

CAHO®I BIHTPOI
IHOACTPIA

®paHuis

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMartepianie: TexHiyHa nomuaka

3a
peyenmom

UA/7181/01/01




123

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
HaTpito* MO/1mn; Ne 2: no ABeHTiC (3rigHo Haka3y MO3 Big,
* 0,8 Mn y wnpuu-go3i YkpaiHa" 23.07.2015 Ne 460). TexHiuHa
EHokcarn i3 3axmcHot0 nomusika (3rigHo Hakasy MO3 Big,
apuH CUCTEMOIO T0JIKU 23.07.2015 Ne 460), BunpasneHHs
Hampito ERIS; no 2 wnpwy- TexHiyHoi nomunkn y MKA /13
-ye [osun y 6aictepi; no (3aTBEpMKEHi Hakazom MO3
6ionoaiy 1 6nictepy B Ykpainu Big 29.05.2026 Ne 708),
Ha KapTOHHi Kopobuyj; AonyLeHoi npu npoueaypi
peyoBuH Ne 2: no 0,8 mny BHECEeHHs 3MiH y 2026 p. y po3gini
a, siky npuy-403i i3 Crieundikanis 3a NOKa3HUKOM
ompumy 3aXMCHOI0 CUCTEMOIO «KinbKicHe BU3HAYEHHS » Npu
omb ronkn PREVENTIS; nepeHeceHHi iHghopMauii 6yno
w/isIxom no 2 Wwnpuuy-go3un y HEeBIPHO 3a3Ha4yeHo oAnHUL
J1YXHOT 6nictepi; no 1 BMMIptOBaHHSA. 3a3HayeHe
denosim 6nictepy B BMNPaB/IEHHS BiAMNOBIAAE
epusayir KapTOHHii kopobuy; apxiBHUM marepianam
6eH3us10 Ne 2: no 0,8 mny peecTpaLiiiHoro Aocke Ta
8020 wnpuy-403i 6e3 pPEKOMEHAO0BAHO [0
egipy 3axMCHOI cucTemmn 3aTBEPMKEHHS.
eenapuH roIKu; Mo 2 LWnpuy-
v, akul [osun y 6aictepi; no
rnoxoou 1 6nictepy B
mb 3i KapTOHHi Kopobui
C/1U30801
060/10HK
u
KuweyH
uka
csuHel
76. | KNIOPOH chlorhex | xnoprek | GO1lA | cynosuTopii MpuBaTHe | YkpaiHa MpvBaTHE YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviitHux 6e3 UA/13358/01/01
idine CUANHY X BariHasibHi no 16 mr, | akuioHepH akuioHepHe mMatepianis: 3miHu | TUNY - 3MiHK peyenma
[OWTTIOKO no 5 cynosutopiie y e TOBapUCTBO "JlekxiMm wono 6e3nekn/epekTBHOCTI Ta
HaT 6nicTepi; no 2 TOBapuCTB - XapkiB" hapmakoHarnsagy (iHwi 3miHu) -
6nictepy B nauuj 3 0 "Jlekxim OHOB/1EHO TEKCT MapKyBaHHS
KapTOHY - Xapkis" NepBUHHOI Ta BTOPUHHOT YNakoBKu

nikapcbKoro 3acoby, a came:
BW/TyYEHO iHhopMaLLilo, 3a3HayYeHy
POCiiCbKOIO MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
NepBUHHOT (N. 2, 6) Ta BTOPUHHOT
(n.2, 4,11, 16, 17) ynakosku, a
TaKOX 3p06/IEHO HE3HAYHI
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
pefakuiiiHi npaBkn. BBegeHHs
3MiH NpOTAroM 6-Tu micauis nicns
3aTBEPAKEHHS
77. | KNIOPOH chlorhex | xnoprek | GO1A cynosuTopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux - UA/13984/01/01
idine CUANHY X BariHanbHi no 16 mr aKuioHepH akujioHepHe marepianis: 3miHu | Tuny - 3miHn
OVTTIIOKO in bulk Ne 1000 (no e TOBapuCTBO "Jlekxim woao 6e3nekn/edpekTBHOCTI Ta
HaT 5 cynosuTopiiB y TOBapucTB - XapkiB" thapmakoHarnagy (iHwi 3miHu) -
6nictepi, no 200 0 "Jlekxim OHOB/EHHS TEKCTY MapKyBaHHS
6nicTepiB y ALLMKY) - Xapkis" dopmu in bulk, y 38'a3ky 3
BUJTYYEHHAM TEKCTY MapKyBaHHS
POCIiCbKOK MOBOI Ta BHECEHHS
pefakuiiHnx npasok 3a n.n. 2, 4,
11, 17 ana chopmu in bulk.
BeefeHHsA 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBEPAKEHHS
78. | KOOETEPN Opium KoL eTHy RO5F Tabnetku; no 10 TOBAPUC | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a He UA/3563/01/01
derivativ | doccpat | A02 TabneTok y 6nictepi; TBO 3 obmexeHo marepianis: 3miHu | Tuny - 3MiHK peyenmom | nionse
es and , no 1 6nictepy y OBMEXE BiANOBIAA/ILHICTIO woao 6e3nekn/edpeKTBHOCTI Ta ae
expector | TepniHri KOpOOLLi 3 KApTOHY HOIO "XapkiBcbke hapmakoHarnagy. 3miHa y
ants apart, BIANOBIA hapmaLeBTUUHE KOpOTKili xapakTepucTui
HaTpito ANBHICT niaNpPYEMCTBO NiKapCcbKoro 3acoby, TEKCTI
rigpokap 1O "340p0oB'a Hapoay" MapKyBaHHS Ta IHCTPYKLUIi A5
6oHat «KOPIMOP Me[MYHOro 3acTocyBaHHA Ha
AlIA nigcTaBi perynspHo
«340POB OHOBJIIOBAHOrO 3BiTYy 3 6e3neku
"A» nikapcbkoro 3acoby, abo

[ocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaLiiinii nepiog, abo

AK pe3ynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHUxX
BIANOBIAHO A0 nnaxy
negjatpuyHux gocnigpkers (PIP)
(3MiHY Y3ro[)X€HO 3 KOMNETEHTHNUM
YNOBHOB&XEHVM OpraHom) -3MiHu
BHECEHO B iHCTPYKL0 AnA
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWVMU fliKapCbKuMn
3acobamu Ta iHWi BUan
B3aemogiit", "Ocob6MBOCTi
3acTocyBaHHs", "Cnoci6
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3acTocyBaHHs Ta go3n", "TobiuHi
peakuii" BiANoBigHO A0 OHOBEHOI
iHdhopMmawii 3 6e3neku
3aCTOCYBaHHA Ail040i peYOBUHN
NikapcbKoro 3acoby.

79.

KONIKIA®

silicones

CUMETUK
OH

AO3A
X13

CyCMeH3isi opasibHa,
40 mr/mn; no 30 mn
cycnensii y
CKNSIHOMY (hN1aKOoHi;
KOXeH NakoH y
KapTOHHI ynakoBL,i
pasom i3 WnpuL,oM-
[03aTopoM 06'eMOM
5 mn Ta agantepom
ANs wnpuua

TOB
"KyCyMm"

YkpaiHa

TOB "KYCYM
DAPM", YkpaiHa
abo
TOB "KYCYM",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3aaBHUKa (BnacHuKa
peecTpauiiiHoro NocBigYeHHs) -
3miHa HaliMeHyBaHHS 3asiBHVKA 3
TOB "TNIEA®APM NTA", YKpaiHa
Ha TOB "KYCYM", YkpaiHa.
TepMmiH BBEZEHHS 3MiH - MPOTAroM
12-11 micauiB nicns
3aTBepMKEHHSA. 3MiHK | TNy -
AfMiHICTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLSi NPOBAKEHHSA AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapCbKoro 3acoby, BK/IHOHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKOUN
BUMYCK Cepiii) - 3mMiHa Ha3BuW
BMpo6HuKa 3 TOB "TNIEAPAPM
NTA", Ykpaina Ha TOB "KYCYM",
YkpaiHa. MicLe3HaxomkeHHs
BMPOGHUNYOI AiNbHULj He
3MiHWNOCh. 3MiHV BHECEHI B
IHCTPYKLjO A58 MeanyHOro
3acTocyBaHHS Nikapcbkoro 3acoby
y po34in «BMpo6HUK», BIANOBIAHI
3MiHM BHECEHi Y TEKCT MapKyBaHHS
yNaKoBKM NiKkapCbKoro 3acoby.
TepMmiH BBELIEHHS 3MiH - NPOTArOM
12-Tn micayiB micns
3aTBEPAKEHHS.

6e3
peyenma

nidnsie
ae

UA/10461/02/01

80.

KOHEIPA

sildenafil

cungeHa

iny

G04B
EO03

TabneTkn XyBasbHi
no 50 mr; no 1

€8po
JNalidokep

Benuka
BpuTaHi

FeHechapm CA

Mpevis

BHECEHHS 3MiH 10 peecTpaLiiHnx
mMartepianis: 3miHu | TUny - 3MiHK 3

3a

peyenmom

UA/14511/01/02

[ENIOKC
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

umtpar

TabneTui y 6nictepi;
no 1 6nictepy B
KapTOHHI KOpooLyj;
no 4 Tabnetkn y
6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI Kopo6Lyi

nTpg,

aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BigNOBigHOCTI €BpoONeNiCbKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHoOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI E€BpONelichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTtudbikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTUdikar Bif yxe
3aTBEPKEHOr0 BUPOGHYMKA-
nofAaHHs OHOBEHOTO cepTudikaTa
BiNOBIAHOCTI E€BpONeichkilt
tapmakonei: CEP 2012-317- Rev
03 gnsa A®l cungeHadiny uutpat
Bifl y)e 3aTBepKeHOro
BUPOGHMKA SKNI 3MiHMB
HalimeHyBaHHs 3 MYLAN
LABORATORIES LIMITED
(Unit-8, Unit-9), India Ha Matrix
Pharmacorp Private Limited
(Unit-8, Unit-9), India.
3arBepgxeHo: R1-CEP 2012-317-
Rev 00
3anponoHosaHo: CEP 2012-317-
Rev 03

81.

KOHETPA
AENIOKC

sildenafil

cungeHa
hiny

umTpar

G04B
EO3

TabneTku XyBanbHi
no 100 mr; no 1
TabneTui y 6nictepi;
no 1 6nictepy B
KapTOHHi Kopobuyj;
no 4 Tabnetkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIn Kopobui

€8Bpo
Naiidokep
nTa,

Benvka
BpuTaHi
]

FeHechapm CA

Mpeuis

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | TUny - 3MiHK 3
akocTi. CepTtudcpikat
BignosigHocTi/lE-cepTudikar
BifNOBiAHOCTI €BpONelickkilt
thapmakonei/moHorpadii.
MoaaHHA HOoBOro abo OHOB/IEHOrO
cepTucbikaTa BignoBigHOCTI abo
BW/IYYEHHS cepTudiikaTa

3a
peyenmom

UA/14511/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BiANOBIAHOCTI EBpoNeichbkili
hapmakonei: gna Ad®l; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA
y BUPOGHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHA
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
OHOBeHWii cepTudikaT Big yxe
3aTBEPPKEHOr0 BUPOOHYKa-
noJaHHs OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI EBpoNeiichkili
hapmakonei: CEP 2012-317- Rev
03 gns Al cungeHadiny yutpat
Bif} y)ke 3aTBEPAKEHOr0
BMPOOGHYKA AKUIA 3MIHWB
HaliMeHyBaHHs 3 MYLAN
LABORATORIES LIMITED
(Unit-8, Unit-9), India Ha Matrix
Pharmacorp Private Limited
(Unit-8, Unit-9), India.
3arBepmxeHo: R1-CEP 2012-317-
Rev 00
3anponoHoBaHo: CEP 2012-317-
Rev 03

82,

KOPJAPOH®

amiodar
one

amiogap
OH
rigpoxno
pna

coiB
DO1

Tabnetkun no 200 mr;
Ne 30 (10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHi kopobuy;
Ne 30 (15x2): no 15
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHi Kopobuj

TOB
"CaHodi-
AseHTiC
YkpaiHa"

YkpaiHa

Bnpo6HMLTBO,
nepBUHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BMnyckK cepii MN3:
CAHO®I BIHTPOIN
IHOACTPIA,
PpaHuis;
Bnpo6HMLTBO,
nepBUHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
Bunyck cepii M3 (3a
BUK/IOYEHHAM

®paHuis
/

YropLum
Ha/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLjiiiHX
mMartepianis: 3miHu | TUNy - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOro
3acoby. 3miHa y meTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBepKeHNX MeTofax
BUNPobYBaHHS) - BHeceHHA
He3HayHVX 3MiH 40 MeTofunku
BUNpPo6yBaHHsA MNN13 3a
NoKasHMKOM "PO3UNHEHHS",
30KpemMa: AoAaBaHHA YO -
PO3YMHEHHSA B PEXVMI peasibHOro
yacy. YTOUHEHHS METOAUKM 3a
NoKasHUKOM "[ocnifmKeHHs AiHil

3a
peyenmom

He
nionsie
ae

UA/3683/02/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
MikpobiosioriyHoro po3nomy" Ans BCiX BUPOOHWKIB.
TecTyBaHHs): [JlonoBHeHHs cnevudikavii
Onenna Xesnckea MPUMITKOIO LLO0A0 NepepaxyHKy
XaHrepi K., KpUTEpIiB NPUIAHATHOCTI 3a
YropuiuHa, nokasHukom "CTilikicTb [0
BUPOGHMLTBO, po34as/ioBaHHA" Ha HblOTOHM
nepBrHHe Ta (49-117 H) signosigHo
BTOPUHHE opuriHanbHoI crneumdikadi.
nakyBaHHS,

KOHTPO/b AKOCTi Ta
BunyckK cepii MN3:
CAHO®I-ABEHTIC
C.A., IcnaHis;
Mikpob6ionoriuHe
TecTtyBaHHA 13
XIHOIH 3aBog
PapmaLleBTUYHUX Ta
XimiuHux MpogykTis
MpaiiBit Ko. T4,
(XIHOIH Mpatisit
Ko. N14.) -
nignpUeEMCTBO
YaHiksenbg,
YropumHa;
Mikpob6ionoriuHe
TecTtyBaHHsa M13:
EBPOAII XaHrepi
NimiTen Naabiniti
KomnaHi (EBPOATMI
XaHrepi N174.,
YropLmHa

BHeCceHHs pefakuiiHnX yTOYHEHHb
wogao npumitok (1), (2), (3) go
cneundikavii MN13, 06ymoBieHi
NpVBEAEHHAM Y BigNOBIgHICTb 40
opuriHanbHUX marepianis
BMPOGHMKA.
BBegeHHS 3MiH NpOTSArom 6-tn
MicAILiB Micns 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[FoToBMIA Nikapcbkumit 3aci6.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBepMKEeHNX MeTofax
BMNPOOYBaHHS) - BHECEHHSA 3MiH
[0 MeTtoavikv Bunpo6ysaHHs 13,
30KpeMa: - 3a NoKa3HUKOM
"CynpoBiZHi fOMiLLKK" -
hofaeTbes iHhopmauis Wwoao
MOX/IMBOCTI PiNbTPyBaHHSA
NPUroTOB/IEHOTO AOCAIAKYBAHOIO
PO3UMHY; - 38 NOKa3HWUKOM
"CTiliKicTb O po3JaB/oBaHHA" -
3a3HayYeHHs1 MeTOANKN
BMNpo6yBaHHSA BianoBigHo EP.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCAILiB MicNsi 3aTBEPOKEHHS.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
FoToBWI Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax
BUNPOGYBaHHA roTOBOro

NiKapCbKOoro 3acoby (HesHayHa
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

3MiHa y 3aTBEpAXEHNX MeToAax
BUNPOBYBaHHS) - BHECEHHS 3MiH
0o Metogukun BunpobysaHHs 13,
30KpeMa: - 3a NoKasHUKOM
"KinbkicHe BU3Ha4yeHH:"
[ofaBaHHs inbTpawii
€Ta/IOHHOT0 PO34MHY i BUMOra
pinbTpauii LocnigxyBaHOro
PO34MHy A1 3anobiraHHs
noTpanisiHHA TBePAMX YaCTUHOK i
MOLUKOPKEHHS KOJTOHOK. BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPHKEHHSA. 3MiHK | Tvny -
3MiHu 3 sikocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPO6HMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
Bkntovaroumn
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
BBefieHHA anbTepHaTUBHOI
BMPOGHUYOI AinbHULI CAHO®I-
ABEHTIC C.A. / SANOFI-
AVENTIS S.A. (agpeca:
Ktpa.C-35 (Jla batnnopia-
OcTtanpik, km 63,09) 17404 Piennc
i Biabpea, ()KupoHa), IcnaHis /
Ctra. C-35 (La Batlloria-Hostalric,
Km.63,09), 17404 Riells i Viabrea
(Gerona), Spain), Lo Bignosigae
3a KOHTPO/Ib AIKOCTI Ta BUMYCK
cepii NN3. 3MiHM BHECEHO B
IHCTPYKUiO 4Nsi MegnyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby
y po34isin "BMpOGHHMK",
"MicLe3HaxomKeHHs BUpOOHMKa
Ta agpeca Micua NpoBaKeHHS

oro AisinbHOCTI" 3 BignoBigHMMMN
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Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

3MiHaM¥ B TEKCTi MapKyBaHHS
ynakoBoOK. BBeieHHs 3MiH
nNpoTSArom 6-Tu MicALiB nicas
3aTBEPKEHHSA. 3MiHW | Tvny -
3MiHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBE/leHHs A0AATKOBOT [AifIbHULL
BMPOOGHMUTBA 4N15 YacTuHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AiNbHUUS AN BTOPUHHOTO
nakyBaHHs) - BBefieHHs
aNbTepPHaATUBHOI BUPOOHUYOI
pinbHuui CAHO®I-ABEHTIC C.A. /
SANOFI-AVENTIS S.A. (agpeca:
Ktpa.C-35 (Jla batnnopia-
OcTtanpik, km 63,09) 17404 Piennc
i Biabpea, ()KupoHa), IcnaHis /
Ctra. C-35 (La Batlloria-Hostalric,
Km.63,09), 17404 Riells i Viabrea
(Gerona), Spain), Lo Bignosigae
3a BTOpUHHe nakyBaHHA [/13.
3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHN
y BUPO6GHMLTBI. 3aMiHa abo
BBEEHHS 4,04ATKOBOI AiNbHUL
BMPOGHULITBA A4/15 YaCTUHU a60
BCbOr0 BUPOGHMYOTO npouecy
rOTOBOTO JliKapCbKOro 3acoby
(AiNnbHULA 4N NEPBUHHOTO
nakyBaHHs) - BBefileHHs
a/IbTepPHATVBHOT BUPOOHUYOT
AinbHULi CAHO®I-ABEHTIC C.A. /
SANOFI-AVENTIS S.A. (agpeca:
Ktpa.C-35 (Jla Batnnopia-
Ocrtanpik, km 63,09) 17404 Piennc
i Biabpea, ()KupoHa), IcnaHis /
Ctra. C-35 (La Batlloria-Hostalric,
Km.63,09), 17404 Riells i Viabrea
(Gerona), Spain), Lo Bignosigae

3a NepBUHHE NakyBaHHA 13,




131

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3MiHu | TUNY - 3MiHKU 3 AKOCTI.

PO3YMHEHHSA/BIAHOBNEHHS) - 3MiHA

[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo
BBEEHHSA A40AaTKOBOT AiTbHULL
BMPOGHULITBA A1 YACTUHU a6o
BCbOr0 BUPO6GHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ainbHWUA, Ha AKI NPOBOAATLCA
Oyab-SKi BAPOOHMUI cTagji, 3a
BUHSATKOM BUMYCKY Cepil,
KOHTPO/I0 AIKOCTi, NEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCTepPUIbHNX NiKapCbKuX
3aco6iB) - BeegeHHs
aIbTepPHATVBHOI BUPOOHUYOT
AinbHULi CAHO®I-ABEHTIC C.A. /
SANOFI-AVENTIS S.A. (agpeca:
Ktpa.C-35 (Jla Batnnopia-
Ocrtanpik, km 63,09) 17404 Piennc
i Biabpea, ()KupoHa), IcnaHis /
Ctra. C-35 (La Batlloria-Hostalric,
Km.63,09), 17404 Riells i Viabrea
(Gerona), Spain), Lo Bignosigae
3a BUpOGHNULTBO [/13. BBEAEHHS
3MiH NPOTArom 6-TM MicALiB nicns
3aTBepMHKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbknii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npuaaTHoCTI
ab0 ymoBax 36epiraHHsi TOTOBOTO
nikapcbKoro 3acoby (3MiHa B
ymoBax 36epiraHHs rotosoro
nikapcbKoro 3acoby abo nmicns

ymoB 36epiraHHsa 13,
3arBepoKeHo: 36epiratn y
He[oCTYNMHOMY AN AiTei MicLi.
36epiraTi B OpuUriHasbHil
ynakoBLi Npyn Temneparypi He
BuLLle 30° C; 3anpornoHoBaHo:
36epiratv y HeJoCTynHOMY A5

niTel micui. He notpebye
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

cnevyjanbHUX yMOB 36epiraHHs.
3MiHM BHECEHO B iHCTPYKLO AN
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin
"YMoBW 36epiraHHsA" 3
Bi4MNOBIgHVMMN 3MiHAMMN B TEKCTI
MapKyBaHHS ynakoBok. BBefeHHs
3MiH NPOTAroM 6-Tu micauis nicns
3aTBEPMKEHHS. 3MiHM | TRy -
3MiHu 3 sKocTi. FoToBUiIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHNIA
3aci6. 3miHa hopmu abo po3mipy
KOHTeliHepa un
3aKyMopBa/IbHOIO 3acoby
(NepBWHHOIT yNnakoBKw)
(HecTepunbHi Nikapcbki 3acobm) -
3MiHa y po3Mipax nakyBa/lbHUX
MarepianiB: KapTOHHOI KOPOOKU Ta
6nicTepis. 3aTBepxeHo: 6nicTep:
46 x 100 Mmm, kKapTOHHA Kopobka:
51 x22 x 110 mwm;
3anponoHoBaHo: 6ictep: 60x 83
MM, KapTOHHa Kopobka: 65 x 23 x
90 mMm). BunpaBneHHs
pepakujiiHoi nomunku B p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKyrnopoBabHWi
3acib, a came: 3a3HaYeHHs WO
MBX naiBka Npo30poro Kosbopy.

83.

KOPAEPIS
iNe)

Perindo
pril and
diuretics

nepvHao
npuny
TeprT-
6yTnnam
iHTa
iHganami
a

C0o9B
A04

TabneTkn no 8
mr/2,5 mr, no 10
TabneTok y 6nictepi,
no 3 6nictepn y
nauuj 3 KapToHy

AT
"papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkIOHYaouM
AianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLIeHHs
40 10 pasis NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM) -
BHECEHHS 104aTKOBUX PO3MIpiB
cepiin TN3 pns [o3yBaHHs.
[itoya pepakuisn: Kopgepis AYO

3a
peyenmom

UA/20545/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Tabnetkv no 8 mr/2,5 mr
8,00 «r (40,0 Tuc. TabneTok)
24,00 kr (120,0 T1c. TabneTok)
48,00 «r (240,0 Tvc. TabneTok)
MponoHoBaHa pefakuis:
Kopgaepis YO Ttabnetkn no 8
Mmr/2,5 mr
8,00 «r (40,0 Tuc. TabneTok)
24,00 kr (120,0 T1c. TabneTok)
48,00 kr (240,0 Tuc. TABNETOK).
160,00 kr (800,0 T1C. TabneTokK)

84.

KOPAEPIA
oyo

Perindo
pril and
diuretics

nepvHAo
npuny
TepT-
6yTnnam
iHTa
iHganami
il

Co9B
AO4

Tabnetku no 4
mr/1,25 wr, no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
nauui 3 KapToHy

AT
"Papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHuX
mMartepianis: 3miHu | TUny - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mmipy cepii (BkItOYaoun
Aiana3oH po3mipy cepii) rotoBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM) -
BHECEHHS [0AaTKOBMX PO3MIpiB
cepiii N3 ana fo3yBaHHs.
[itoya pepakuis: Kopgepis YO,
Tabnetkv no 4 mr/1,25 mr
8,00 kr (80,0 Tuc. TabneTok)
24,00 kr (240,0 Tnc. TabneTok)
48,00 «r (480,0 Tuc. TAaGNETOK).
MponoHoBaHa pefakuis:
Kopgzepis YO, Tabnetku no 4
mr/1,25 mr
8,00 kr (80,0 Tuc. TabneTok)
24,00 kr (240,0 Tnc. TabneTok)
48,00 «r (480,0 Tvic. TabneTok)
80,00 kr (800,0 Tvc. TabNeTokK)

3a
peyenmom

UA/20545/01/02

85.

KCANMTO®AN
®

Insulin
deglude
¢ and
liraglutid
e

iHCyniHY
aerniog,
ek* Ta
niparnyt
na*
*Bupobs
eHi 3a
mexHo/

A10A
E56

PO34MH ANA iH'EKLN,
100 O4/mn Ta 3,6
mr/mn; no 3 mn
PO3UnHY y
KapTpuaXi, SKnit
MICTUTbCS B
nonepeaHbL0
HanoBHEHiIl

A/T HoBo
Hopgaick

[JaHis

BUPOGHMK
BignoBiga/IbHWiM 3a
36UpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi FOTOBOr0
NPOAYKTY, KOHTPOJb
AAKOCTi rOTOBOr0

[Janis/
Cnonyy
eHi
LWratn

BHECEHHS 3MiH 10 peecTpayiiiHnx
marepianis: 3miHu | Tuny - 3miHK
wopo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa YactoTun
Ta/abo TepMmiHiB NogaHHSA
perynsipHo OHOBJ/IOBaHWX 3BITiB 3
6e3nekun Nikapcbknx 3acobis.
3MiHa TepMiHIB NogaHHsA

3a
peyerimom

UA/18253/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
ozieto 6araTof030Bil NPOAYKTY: perynspHO OHOB/IOBAHOIO 3BITY 3
pexkom6i 0iHOPa30Biii A/T Hoso Hopgick, 6e3nekn
HaHmMHoi LINpUL-pyuLi B [aHis; BUPOGHWMK [itoya pegakuis: KiHueBa gata
[AHK 8 KapTOHHiI kopobuyj, Hepo3hacoBaHoro [O19 BKNHOYEHHA AaHux go PO36 -
Sacchar nol,3a6o5 NpoayKTY, 30.09.2025 p. farta nogaHHs -
omyces nonepegHb0 HanoBHEHHS, 29.12.2025 p. MNMponoHoBaHa
cerevisia HamnoBHEHWX LUMPULL- nepBUHHA ynakoBka, pegakujis:
e PYYOK B KapPTOHHiiA nepes.ipka Ta KiHueBa fata An1s BKIOYEHHSN
Kopoo6Ui KOHTPO/Ib SIKOCTI, AaHux go PO36 - 31.12.2026
BignoBigasnbHWiA 3a p.JaTta nogaHHs - 31.03.2027 p.
BUMYyCK cepil PekomeHgoBaHo 10
KiHLLEeBOro MPOoAYyKTY: 3aTBEPKEHHS BiANOBIAHO A0
A/T Hoso Hopgick, nepioAnMYHOCTI NoAaHHA
[aHis; BUpobHULTBO perynsipHo OHOB/IOBAHMX 3BITIB 3
NPOAYKTY, 6e3nekun nikapcbknx 3acobis y €EC
HanoBHEHHSA
KapTpuaKy Ta
KOHTPO/b SKOCTi
NpoAyKLUiT;
KOMMNIEKTYBaHHS,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs rOTOBOr0O
NiKapcbKoro 3acooy:
Hoso Hopgick
dapmachbloTikan
IHgacTpis, /M,
CnonyuyeHi WTatu
86. | NA3EA Lavandu | onia NO5B Kancynu no 80 wmr; Op. Himeuyun | nepBuHHa ynakoska, | Himeuyun BHECEHHS 3MiH 0 peecTpaviiiHux 6e3 UA/18973/01/01
lae naeaHan | X05 no 14 kancyny Binbmap Ha BTOPUHHA yNakoBkKa, Ha marepianis: 3miHu | TRy - 3MiHK 3 peyenma
aetherol | Silexan 6nicTepi, no 1, 2 abo LLiabe KOHTPO/Ib SIKOCTI, AaKocTi. CepTudikaT
eum ® 4 6nictepu B mM6X i Ko. BUMYCK cepili: signosigHocTi/lE-cepTudikar
(Lavand yrakoBLi Kr [p. Binbmap LLiBa6e BiANOBIAHOCTI €BpONechbkili
ula v6X i Ko. KT, thapmakonei/MoHorpadii.
angustif HimeuuunHa; MopaHHA HOBOro abo OHOB/IEHOTO
olia) BMPOGHUK NpoayKuil cepTudikaTa BignoBigHOCTI abo
in bulk: BW/IyYEHHS cepTudikaTa
KataneHt BifNOBiAHOCTI €BpONelickkilt

HimeuunHa E6epbax
'm6X, HimeuunHa;
Cipio ®apma
HimeyumHa M'm6X,

hapmakonei: ana Adl; ans
BUXiAHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCSA




135

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

HimeuunHa

y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiickbkili hapmakonei) -
OHoBeHWiA cepTUdikar Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
MofaHHA OHOBNIEHOrO
cepTtudikaTy BifnoBigHOCTI
€Bponeiickkin papmakonei CEP
2015-363-Rev 02 Big BXe
3aTBEPLKEHOr0 BUPOGHMKA
LLIBabe EkcTpakta 'M6X i Ko. KI,
HimeuunHa fjto4oi peyoBrHU onis
naBaHu B 3B’A3KY 3 BU/TYYEHHAM
BU3HAYEHHS KOHTaMiHaHTIB 3
po3giny 3.2.S.4.1., Ta fofaBaHHA
X Ha piBHI c1poi NasaHAoBOI Onil
(3aTBepaxeHo: R1-CEP 2015-363-
Rev 01; 3anponoHosaHo: CEP
2015-363-Rev 02).

87.

NEPKAHIAUN
IHY
riAPOXNOPU

i)

Lercanid
ipine

nepkaHi
auniny
rigpoxno
pna

MOPOLLIOK
(cybcTaHuis) y
nakeTax
nosieTNIeHOBNX
ans
hapmaLeBTUYHOro
3acTOCyBaHHS

AT
"KNIBCbK
Ui
BITAMIHH
M
3ABOJ"

YkpaiHa

Anisyc Navid
CaiieHcec JlimiTepq,

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBAaMKEHHS AiANbHOCTI
BMPOGHMKA (BKOYaouM, 3a
HeoObXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIH SIKOCTI), a60 BlacHuKa
macTep-aiina Ha Adl, abo
noctavanibHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomMiKHOro
NpoAYKTY, LLIO 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (AKLLO
3a3HaYeHO y JOCbE Ha NMiKapCbKuii
3acib) 3a BigCYTHOCTI cepTugikaTa
BiANOBIAHOCTI €BpONechbkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOBGHUKA HOBOT
[O0MOMIXHOT PEYOBUHM (SKLLO
3a3HayeHo y 0cbe). 3MiHa Ha3Bu
BMPOGHUKa AP NlepkaHiguniHy
rigpoxnopug 3 Glenmark Life

UA/17891/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
Sciences Limited, India Ha Alivus
Life Sciences Limited, India, 6e3
3MiHK MicUsl BUpObHMUTBA.
3aTBepmkeHo: MneHmapk Jlaid
CaiieHc Nimitepn, IHajis / Glenmark
Life Sciences Limited, India
3anponoHoBaHo: AniByc /laiid
CaiieHcec flimiTeg, IHgja / Alivus
Life Sciences Limited, India
88. | NE®NOTAB leflunom | nedontoH | LO4AK | TabneTku BKpuTI Mepak Himeyun Brpo6HuK, Wo Himeyun BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/12013/01/01
ide omig, 01 060/10HKOO, N0 10 lesenblua Ha Bignosigae 3a Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
mr; no 30 TabneTok T hrop MapKyBaHHS, woao 6e3nekn/edpekTBHOCTI Ta
Y KOHTeliHepi; no 1 KNiHiwe BTOPWHHE thapmakoHarnsgy. BeegeHHs abo
KOHTelHepy B nauui LWneujans nakyBaHHs, 3MiHV [0 y3araslbHEHUX AaHuX npo
npenapat KOHTPO/b/BUNPOOYB cuctemy hapmakoHarnagy
e M6X aHHA cepii Ta BANYCK (BBEAEHHSA y3araslbHEHNX AaHUX
cepii: Mepak npo cuctemy thapmakoHarnsgy,
lesenbwadT dotop 3MiHa YNOBHOBaXeHOI 0cobu,
KniHiwe BiANOBIAA/ILHOI 32 34iiCHEHHSA
LLneuianbnpenapar hapmakoHarnagy; KOHTakTHol
e M6X, HimeuunHa; ocobu 3 chapmakoHarnsgy
Brpo6HuK, Wo 3asBHMKa A5 34iACHEHHSA
Bignosigae 3a thapMakoHarnagy B YkpaiHi, Ko
BMPOGHMLTBO BOHa BigMiHHA Bif, yNOBHOBaXXEHO|
roToBOI NiKapChbKi ocobwu, BiAgnoBiganbLHOI 3a
dopmMu, nepsuHHe 3ailicHeHHs hapmakoHarnagy
nakyBaHHs, (BK/THOYAOYUM KOHTaKTHI AaHi)
MapKyBaHHs, Ta/abo 3MiHW y PO3MILLLEHHI
BTOPUHHE macTep-ailina cucremm
nakyBaHHs, hapmakoHarnsgy) - 3miHa
KOHTPO/b/BUNPOOYB KOHTaKTHOI 0CO6U 3aABHUKA,
aHHsA cepii Ta 3a BignoBigasIbHOI 3a
BMMNYCK cepii: XaynT hapmakoHarnsg, B Ykpaini. fitoua
dapma MioHcTep pepakuis: Aranos Bnagucnas
'm6X, HimeuyunHa Onerosuy. MNMponoHoBaHa
pepakuis: flopoleHko AHHa
IropiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asBHMKA,
BignoBigasIbHOI 3a
hapmMakoHarniag B YKpaii.
89. | NEDNIOTAB leflunom | nedontoH | LO4AK | TabneTku BKpuTI Megak Himeuun Brpo6HuK, Wwo Himeuun BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/12013/01/02
ide omia 01 060/10HKOH, Mo 20 e3enblua Ha Bignosigae 3a Ha MaTtepianis: 3miHu | TMny - 3MiHn peyenmom
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
mr; no 15 a6o no 30 T dorop MapKyBaHHS, wono 6e3nekn/edpeKTBHOCTI Ta
TabneToky KniHiwe BTOPWHHE thapmakoHarnsgy. BeegeHHsa abo
KOHTeliHepi; no 1 LWneuianb nakyBaHHs1, 3MiHM [0 y3ara/ibHeHNX JaHnx npo
KOHTelHepy B naui npenapat KOHTPO/b/BUNPOOYB cuctemy hapmakoHarnagy
e M6X aHHs cepii Ta BUMNYCK (BBEAEHHA Y3araslbHEHNX AaHnX
cepii: Mepak npo cuctemy papMakoHarsisgy,
[esenbliadT rop 3MiHa YNOBHOBaXeHOI 0cobu,
K/iHiwe BiiNOBIAANbHOI 3@ 3MjACHEHHS
LLneuianbnpenapar hapmakoHarnagy; KOHTakTHoOl
e M6X, HimeuunHa; 0cobu 3 chapmakoHarnsagy
B1po6HuK, Lo 3asBHUKA N9 34ICHEHHA
BignoBigae 3a hapMakoHarniagy B YkpaiHi, Ko
BMPOGHMLTBO BOHa BijMiHHA Bif, yNOBHOBaXXeHOT|
roToBOI NiKapChKI ocobu, BiANoBifasIbHOI 3a
dhopMK, NEpBUHHE 3[iiCHEHHS (hapMakoHariagy
nakyBaHHs, (BK/KOYAKOYM KOHTaKTHI AaHi)
MapKyBaHHs, Ta/abo 3MiHW y PO3MiLLLEHHI
BTOPVHHE mMacTep-goaiina cucteMmm
nakyBaHHs, thapmakoHarnagy) - 3miHa
KOHTPO/1b/BUNpPOGYB KOHTaKTHOI 0CO6U 3asBHMKA,
aHHsA cepii Ta 3a BignoBigasIbHOI 3a
BUNYCK cepii: XaynT hapmakoHarnag B Ykpaini. firova
dapma MioHcTep pegfakuis: Aranos Bnagucnas
'm6X, HimeuunHa OneroBuy. MNponoHoBaHa
pefakuis: JopolleHko AHHa
IropiBHa. 3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOI 0CO6U 3aABHUKA,
BifgnoBiganbHOT 3a
hapmakoHarnsg B Ykpaii.
90. | NNIHE3ONIA Linezolid | niHe3oni - KpucTanivyHmi MAT YkpaiHa Anisyc Navid IHAis BHECEHHS 3MiH 40 peecTpaLiiiHX - UA/14126/01/01
I} NOPOLLIOK "Kuismegn CaeHcec JlimiTeq, martepianis: 3miHu | Tuny -
(cybeTaHuin) y penapart" AAMiHICTpaTVBHI 3MiHW. 3MiHa
nakeTtax

nonieTNeHoBUxX
ANna BUpobHULTBA
HecTepubHNX
nikapcbkux hopm

HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBAaMKEHHS AiANbHOCTI
BMPOGHMKA (BKOYaouM, 3a
HeoObXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIH SIKOCTI), a60 BlacHuKa
macTep-aiina Ha Adl, abo
noctavanibHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y
BUPo6HMUTBI ADI (sSKLWO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3a3HayYeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BigNOBigHOCTI €BpoONeNiCbKili
hapmakonei y 3aTBepKeHomy
[ocbe, abo BUPOBOHUKA HOBOT
[L,0MOMIDKHOT PEYOBUHM (SIKLL,O
3a3HayeHo y 0Cbe). 3MiHa Ha3Bu
BUpo6HuKa AP NiHe3onig 3
Glenmark Pharmaceuticals Ltd,
India Ha Alivus Life Sciences
Limited, India, 6e3 3miHV Micusa
BMPOGHMLITBA 3aTBEPKEHO:
Glenmark Pharmaceuticals Ltd,
India. 3anponoHoBaHo: Alivus Life
Sciences Limited, India

91.

NIHE3ONIA-
FETEPO

linezolid

niHesoni
il

JO1XX

TabneTku, BKPUTI
NNiBKOBOIO
060s10HKO0, Mo 600
Mr, no 10 TabneTok
y 6nicTepi, no 1 abo
6 6nicTepiB y
KapTOHHI Kopo6Lyi

letepo
Nab63
Nimiteq

IHais

leTepo /1a63
Nimiten,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy. 3miHa 'y
KOpOTKili XapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaviiiinii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHUxX
BIANOBIAHO A0 NnaHy
negjatpuyHux gocnigpkers (PIP)
(3MiHY Y3rO[>KEHO 3 KOMMNETEHTHNUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHI [0 TEKCTY
IHCTPYKUIT 415 MeguyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby
[0 po3ainy "Mo6iyHi peakyji” woao
6e3nekn 3acTocyBaHHS fitouol
peyoBUHM NiHe30nNig 3a
pekomeHgauieto PRAC EMA.

3a
peyenmom

He
nionsie
ae

UA/16624/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep

peecmpayiliHo

20
nocsioYyeHHs1

TepMmiH BBEEHHSA 3MiH NPOTAroM 6
MicsLiB MiC/1sA 3aTBEPLPKEHHSA

92,

NIHE3O0NIAN
H

linezolid

niHe3oni
a

JO1XX
08

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, MO 600
mr, no 10 TabneTok
y 6nictepi; no 1
6nicTepy B naui

MAT
"Kuismegn
penapar”

YkpaiHa

MAT
"KviBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKA (BKOYaouM, 3a
HeoObXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIH SIKOCTI), a60 BlacHuKa
macTep-gaiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
mMartepiany/peareHTy/npomMiKHOro
NpoAYKTY, LLIO 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (AKLLO
3a3HaYeHO y JOCbE Ha NMiKapCbKuii
3acib) 3a BiACYTHOCTI cepTugikaTa
BiANOBIAHOCTI €BpONechkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BUPOBGHUKA HOBOT
[O0MOMIXHOT PEYOBUHM (SKLLO
3a3HayeHo y 10CbE) - 3MiHa Ha3Bu
BMpo6HuKa AP NiHesonig 3
Glenmark Pharmaceuticals Ltd,
India Ha Alivus Life Sciences
Limited, India, 6e3 3miHV Micus
BMPOGHMLITBA
3arBepaKeHo:
Glenmark Pharmaceuticals Ltd,
India
3anponoHoBaHo:

Alivus Life Sciences Limited, India

3a
peyenmom

UA/14297/01/01

93.

MAJOMAP®

Levodop
aand
decarbo
xylase
inhibitor

nesogon
aTa
6eHcepa
may
dopmi
6eHcepa
nay
rigpoxno
pnay

N04B
A02

Tabnetku, 200 mr/50
Mr; no 100 Tabnetok
y nnswuj; no 1
NAAWLUI Y KAPTOHHIN
KopooLi

TOB
«Pow
YkpaiHa»

YkpaiHa

Brpo6HMLTBO
Hepo3dacoBaHoT
npoayKLii, nepBrHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
BUMNPOOOBYBaHHSA
KOHTPO/TIO AKOCTi:
[Jenbdapm MinaHo,
C.P.J1., Itanis;

ITania/
Lseiiua
pist

BHECEHHS 3MiH 0 peecTpaLiiiHuX
mMartepianis: 3miHu | TUny - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOrO /iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LLIO Bignosigae 3a
BBE3€eHHs Ta/abo BMNyck cepii) -

3a
peyenmom

UA/11355/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
MepBuHHe He Bktovaroum
nakyBaHHs, KOHTPO/b/BUNPOBYBaHHA cepii -
BTOPVHHE BHeceHHs iHchopmalii npo
nakyBaHHs, iMnopTepa B YkpaiHy [0 po3ainy
BMNPOBYBaHHSA 3.2.P.3.1 Bupo6HuK(1) B
KOHTPOJTHO SIKOCTI, mMaTtepianu peectpauiiHoro gocke,
BUNYCK cepii: a came: «Roche Ukraine» LLC.
®.XothpmaHH-/15 Velyka Vasylkivska Street, 139, 5
Pow fiTg, floor 03150 Kyiv Ukraine.
LLiBefiuapisi; Bunyck
cepii: ®.XohdpmaHH-
Na Pow Nta,
LLiBeruapis
94. | MEQOMNMPAM escitalop | ecuutan | NO6A TabneTku, BKPUTI Mepokemi Kinp nepBrHHe Ta Kinp/ BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He UA/14937/01/02
® ram onpam B10 NAiBKOBOO nTa BTOPUHHE Higepna marepianis: 3miHu | Tuny - peyenmom | nionse
(y 060/10HKO, Mo 10 nakyBaHHs, HOW AAMiHICTpaTBHI 3MiHW. 3MiHa ae
BUrNAAI mr; no 10 TabneTok KOHTPO/Ib SIKOCTI, HalimeHyBaHHs1 Ta/abo agpecu
ecunTtan y 6nicTepi; no 3 BUMNYCK cepil: MiCLii NPOBaKEHHS AiSNbHOCTI
onpamy 6nictepn y Megokemi Nimiten, BMpo6HUKa/iMnopTepa rotosoro
okcanar KapTOHHi Kopobuj Kinp; NikapcbKoro 3acoby, BkIYaouu
y) AiNbHULI BUNYCKy cepii abo micue
BUPOGHMNLITBO NPOBeAEHHS KOHTPOJIIO SKOCTI.
roToBOro (misnbHiCTb, 3a AKy Bignosigae

nikapcbkoro 3acoby,
KOHTPO/b SKOCTI,
BUNYCK cepil:
dapmaueBTiLl
Ananitiw

Nab6opaTopiym
[yiseH B.B.,
Higepnanau

BMPOGHUK/IMNOpTEp, BKIKOYAKOUM
BUMYCK Cepiii). YTOUHEHHS agpecu
BMPOGHWYOI AinbHULI Megokemi
NimiTen y BiANOBIAHOCTI A0 HOBOTO
cepTtudpikaty GMP Ta BignosigHo
BrcHOBKy W00 BignoBigHOCTI
BMPOGHMLUTBa BUMoram HBIT,
BMAaaHoro [lepxnikcnyxooto, 6e3
3MiHV Micus BUPOGHMLTBA. 3MiHK
BHECEHO B iHCTPYKLi0 AnA
MeAMYHOro 3acToCyBaHHA
nNikapcbKoro 3acoby B po3fin
«MicLe3HaxomkeHHs1 BUPOGHMKa
Ta agpeca Micua NpoBaKeHHA
oro AisanbHOCTI» 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS
BTOPVHHOT yNaKoBKM iKapCbKOoro
3aco6y. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsLiB nicas
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3aTBEPHKEHHSA. 3MiHW | Tvny -
3MiHV Woao
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnsagy. BunyyeHHs
(cuna gji) - BUNYYEHHS AO3yBaHHSA
5 Mr BHaCnNifjok MapkeTVHroBoro
pilleHHs KoMnaHii. 3MiHK BHECEHO
B IHCTPYKL,O A48 MeAnyHOro
3aCcTOCyBaHHS 40 po3ginis
«Cknapg» Ta «Jlikapcbka thopma»
(nigpo3ain «OcHOBHI ti3nKo-
XiMiYHi BNAaCTMBOCTI»), a TakoX, 5K
Hacnifok, Ao po3giny «Cnocib
3aCTOCyBaHHA Ta [03U» Yy 3B’A3KY 3
BUJTYYEHHAM [03yBaHHA «5 Mr»
AN TabneTok, BKPUTUX NiBKOBOKO
060/10HKOI0. K HACNIJOK,
BWJTYYEHO TEKCT MapKyBaHHs
ynakoBkun 15t TabneTok, BKPUTUX
NNiBKOBOK 0O0IOHKOIO 3
[03yBaHHAM «5 Mr». TepMiH
BBefeHHSA 3MiH NPOTArom 6-Tn
MiCALIB 3 AaTUN 3aTBEPKEHHS.
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn).
3MiHV BHECEHO [0 TeKCTy
MapKyBaHHS BTOPUHHKX (B MYHKTK
1, 2,3, 4,8, 12, 13) Ta nepBUHHUX
(B NyHKTM 2 Ta 4) yNnakoBOK
nikapcbkoro 3aco6y. TepmiH
BBE/IEHHS- NPOTAroM 6-Tu MicALiB
nicnsl 3aTBEPAKEHHS.

95.

MEAOMNPAM

®

escitalop
ram

ecuutan
onpam
v
BUrnaal
ecuuTan
onpamy
oKcanart
y)

NOGA
B10

TabneTku, BKPUTI
NNiBKOBOIO
o060s10HKO10, Mo 20
Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

Mepokemi
nTa

Kinp

nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BUNYCK cepil:
Megokewmi NimiTeq,
Kinp;

BMPOBGHMLTBO

Kinp/
Higepna
HAN

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLSi NPOBAKEHHSA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapCbKoro 3acoby, BK/IHHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeAEHHA KOHTPOJIIO SIKOCTI.

3a
peyenmom

He
nionsie
ae

UA/14937/01/03
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
roToBOro (misnbHICTb, 3a Ky Bignosigae

NiKapcbKoro 3acooy,
KOHTPO/Tb SIKOCTI,
BUNYCK cepii:
PapmauesTiLl
Ananitiw
Na6opaTopiym
[yiseH b.B.,
Higepnanan

BMPOGHUK/IMNOpTEp, BK/IKOYA0UM
BMNYCK CEPiil). YTOUHEHHS agpecu
BMPOGHWYOT AinbHULI Megokemi
NimiTen y BiANOBIAHOCTI A0 HOBOTO
ceptudpikaty GMP Ta BignoBigHo
BrcHOBKy LL0OA0 BignoBigHOCTI
BMPOGHMLTBA BUMOram HBIT,
BuZaHoro fdepxnikcnyx6oto, 6e3
3MiHV MicUs BUPOGHMLTBA. 3MiHK
BHECEHO B iHCTPYKLtO AnA
MeJMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3gin
«Micue3HaxomkeHHs! BUPOGHMKa
Ta agpeca Micus NpoBamKeHHs
1A0ro AisinbHOCTI» 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHs
BTOPWHHOI YNaKOBKM JTiKapCbKOro
3aco6y. TepMiH BBeZIleHHS 3MiH
npoTArom 6 micauis nicns
3aTBEPMKEHHS. 3MiHM | TRy -
3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy. BunyyeHnhs
(cvna pgiji) - BUNy4YeHHNA A03yBaHHSA
5 Mr BHacnifok MapkeTMHrosoro
PiLLEHHs1 KOMNaHii. 3MiHM BHECEHO
B IHCTPYKLUiIO 4519 MeANYHOro
3acTocyBaHHsA [0 Po3ainis
«Cknag» Ta «Jlikapcbka oopmar»
(nigpo3ain «OCHOBHI hi3nKO-
XiMiYHi BNaCTUBOCTI»), & TakoX, K
Hacnigok, Ao posginy «Cnocié
3aCcTOCyBaHHA Ta [03U» Y 3B'A3KY 3
BU/TYYEHHAM [03yBaHHA «5 Mr»
ONsi TabneTok, BKPUTKX NIBKOBOIO
060/10HKO. K HACMIAOK,
BW/YYEHO TEKCT MapKyBaHHs
yMNakoBKu 4518 TabeTok, BKpUTUX
NNiBKOBOK 000/IOHKOIO 3
[03yBaHHAM «5 Mr». TepMiH
BBegeHHs 3MiH NpOTSArom 6-tn
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
MiCALiB 3 faTu 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK).
3MiHV BHECEHO [0 TeKCTY
MapKyBaHHS BTOPUHHUX (B MYHKTK
1, 2, 3,4, 8, 12, 13) Ta NepBUHHUX
(B NyHKTM 2 Ta 4) ynakoBOK
nNiKapcbkoro 3acoby. TepmiH
BBEJEHHS- NPOTAroM 6-Tu MicsiLiB
nicns 3aTBepKEHHS.
96. | MEPDKEH® drospire | gpocnip | GO3A | TabneTku, BKPUTI AT YkpaiHa KOHTPO/Ib cepii Ta YkpaiHa/ | BHeCeHHsI 3MiH 40 peecTpaviinHux 3a UA/19919/01/01
none €HOH, Al12 NNiBKOBOIO "KNIBCbK BMNyck cepii: AT IcnaHis mMaTtepianis: 3miHu | TUNY - 3MiHK peuyernmom
and eTuHine 060/10HKO0, M0 3 nn "KNIBCbKWN woao 6e3nekn/edekTUBHOCTI Ta
ethinyles | ctpagio mr/0,03 mr no 21 BITAMIHH BITAMIHHUIA thapmakoHarnsgy (iHwi 3MiHu)
tradiol n TabneTui y 6nictepi; nn 3ABO[", YkpaiHa; 3MiHM BHECEHO Y TEKCT
no 1 6nictepy pasom 3ABOA" BMPOGHMLTBO MapKyBaHHs NepBuHHOI (. 4, . 6)
3 KAPTOHHUM Hepo3dacoBaHo| Ta BTOPWHHOI (M. 8) ynakoBku
cdhyTnapom ans NPOAYKLii, NepBUHHA nikapcbkoro 3acoby. BeegeHHs
36epiraHHa 6nictepa Ta BTOPUHHA 3MiH NpPOTAroM 6-Tu micauis nicns
y nauui ynaKkoBKa, KOHTPO/1b 3aTBePKEHHS
cepii Ta BUNYyCcK
cepii: CiHgea
®apwma, C.J1.,
Icnanis
97. | MEPOBOLINA, | meropen | mepone JO1DH | nopoLuok Ans My6niyHe YkpaiHa My6niuHe YkpaiHa | BHeCeHHs 3MiH [0 peecTpauiliHux 3a UA/14640/01/01
em HeM (Y 02 PO34uMHyY NS iH'EKUi | akuioHepH akujioHepHe marepianis: 3minu Il TUny - 3MiHK peyenmom
BUrNALI no 1000 mr no 1 e TOBapucTBO 3 AkocTi. AP, (iHLWi 3MiHK) —
mepone donakoHy 3 TOBapuCTB "HaykoBo- nogaHo oHoBieHuii DMF Big,
Hemy MOPOLLKOM B Mauvuj 3 o] BVPOGHWYMIA LEHTP BMPOGHMKA Ail040i pEHOBVHN
Tpurigpa KapToHy; no 1 "HaykoBo- "BopLyariscbkuii MeponeHeMmy Anst iH'eKLN,
Ty hnakoHy 3 BMPOGHUY Ximiko- nopoLUokK (cy6cTaHuis) ACS
cTepunb NMOPOLLKOM WA LEeHTP hapmaLeBTUYHNMIA DOBFAR S.p.A., ITanis
HOro) "bopLyaris 3aBoj", YkpaiHa (3aTBEpMxeHO: DMF Pepaxuis
CbKUli S0000 - Big »oBTHA 2016 poky
XiMiko- O/ MeponeHeMy Tpurigpary
thapmaues cTtepunbHoro; DMF AP S0000 Big,
TUYHWIA rpyaHs 2018 p (vactuHa P-
3asof" MPOMDKHI MPOAYKTW);

3anponoHoBaHo: DMF Pepakuis
S0005 — Big ciuHa 2024 poky Ans
MeponeHemy Tpurigpary
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
cTepwibHoro); DMF AP S0003 Big,
KBiTHA 2023 p (yacTuHa P-
MPOMDKHI MPOAYKTW).
98. | MEPOBOLWA | meropen | mepone JO1DH | nopotuok gns My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/14640/01/02
em HeM (Y 02 PO3UMHY AN15 IH'EKLIA | aKuioHepH akujioHepHe marepianis: 3minu Il TUny - 3MiHn peyenmom
BUrNAAI no 500 mrmo 1 e TOBapUCTBO 3 aKocTi. A®I. (iHWi 3MiHK) —
mepone dhnakoHy 3 TOBapuCTB "HaykoBo- nogaHo oHoBnieHuii DMF Big,
Hemy MOPOLLKOM B nauuj 3 o] BUPOOHNYMIA LIEHTP BMPOGHMKA Ai040T peYOBUHN
Tpurigpa KapToHy; Mo 1 "HaykoBo- "BopLyariscbkuii MeporneHemy NS iH'EKUN,
Ty dhnakoHy 3 BMPOBGHUY XiMiKo- nopoLUokK (cybcTaHuis) ACS
cTepunb NOPOLLIKOM WiA LeHTp chapmaueBTUYHNI DOBFAR S.p.A., ITanis
HOro) "Bopuaris 3aBog" (3atBepmxeHo: DMF Pepakuis
CbKUli S0000 - Big, »0BTHA 2016 poky
XiMiKo- ONs MeponeHemy Tpurigpary
thapmaves cTepunbHoro; DMF AP S0000 Big,
TUYHWI rpyaHsa 2018 p (yactuHa P-
3asof" MPOMDKHI MPOAYKTW);
3anponoHoBaHo: DMF Pegakuis
S0005 - Big, ciyHa 2024 poky ans
MeponeHemy Tpurigpaty
cTepunbHoro); DMF AP S0003 Big
KBiTHS 2023 p (YacTuHa P-
MPOMDKHI MPOAYKTW).
99. | MEPOMEHEM | meropen | mepone JO1DH | nopolok ans MpuBaTHe | YkpaiHa MpvBaTHE YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux 3a UA/11213/01/02
em Hemy 02 PO34YMHY ANs1 iH'EKUIA | akuioHepH akuioHepHe MaTtepianis: 3miHu | TUNY - 3MiHK peuyenmom
Tpurigpa no1,0r; 1 a6o 50 e TOBapuCTBO wopo 6e3nekn/edpekTMBHOCTI Ta
T h1aKoHiIB 3 TOBapuCTB «Jlekxim-XapkiB» thapmakoHarnsgy (iHwi 3MiHu)
NOPOLLKOM Yy nadui 3 | 0 «Jlekxim- (nakyBaHHs i3 OHOB/1EHO TEKCT MapKyBaHHA
KapToHYy XapkiB» dopmu in bulk NepBUHHOI Ta BTOPUHHOT YNakoBKy
thipMmn-BMPOGHMKa nikapcbKoro 3acoby, a came:
LLleHbYxeHb BWUIYYEHO iH(hopMaLLilo, 3a3HayYeHy
XalibuHb pocilicbkolo MOBO, BHECEHO
dapmacbloTuken 3MiHU Y TEKCT MapKyBaHHS
Ko., NiTa., Kntaid) NepBUHHOT (N. 2, 6) Ta BTOPUHHOT
(n. 2, 3,4, 11, 17) ynakoBku, a
TaKoX 3p06/IEHO He3HaUHI
pefakuiiiHi npaBkn. BBegeHHs
3MiH NpPOTAroM 6-Tu micauis nicns
3aTBEPAKEHHS
100. | MEPOMNMEHEM | meropen | mepone JO1DH | nopowlok ans MpuBatHe YkpaiHa MpuBatHe YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a UA/11213/01/01
em Hemy 02 PO34YnHY NS iH'EKUA | akuioHepH akujioHepHe marepianis: 3miHu | Tuny - 3miHK peyenmom
Tpurigpa no 0,5r; 1 a6o 50 e TOBapUCTBO uoao 6e3nekn/edpeKTMBHOCTI Ta
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
T chnakoHiB 3 TOBapucTB «J1ekxiM-XapkiB» hapmakoHarnagy (iHwi 3miHn)
MOPOLLKOM y nayui 3 | 0 «Jlekxim- (nakyBaHHs i3 OHOB/1EHO TEKCT MapKyBaHHSA
KapTOHY XapkiB» opmm in bulk NEePBUHHOI Ta BTOPUHHOI YNakoBKM
hipMn-BMPOGHMKa nikapcbKoro 3acoby, a came:
LleHbYKeHb BWUYYEHO iH(hopMaLLilo, 3a3HayYeHy
XanbuHb POCIICbKOIO MOBOI, BHECEHO
dapmacbloTuken 3MiHU Y TEKCT MapKyBaHHS
Ko., iTa., Kutai) nepBUHHOT (M. 2, 6) Ta BTOPUHHOT
(n. 2, 3,4, 11, 17) ynakoBku, a
TakKoX 3p06/1EHO He3HaYHI
pepakuiiiHi npaBkn. BBeaeHHA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
101. | METUNYPAL, - 6- Al4B cynosuTopii MpuBaTHe | YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux 6e3 UA/2895/01/01
mun MeTunyp pekTanbHi no 0,51 aKuioHepH akujioHepHe marepiani: 3minm | Tuny - 3miHn peyenma
auun no 5 cynosutopiis y e TOBapUCTBO "J1ekxim oo 6e3nekn/edpeKTBHOCTI Ta
6nicTtepi; no 1 abo 2 | TOBApPUCTB - Xapkis" hapmakoHarnagy (iHwi 3MiHu)
6nicTepy B navw,j 0 "Jlekxim OHOB/IEHO TEKCT MapKyBaHHS
- XapkiB" NepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby, a came:
BW/Ty4€HO iHhopMaLlito, 3a3HaveHy
POCIiCbKOI0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
NepBUHHOT (M. 2, 6) Ta BTOPUHHOT
(n. 2, 4,11, 16, 17) ynakoBku, a
TaKkoX 3p061eHO HEe3HAYHI
pefakuiiiHi npaBkn. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
102. | METUNYPAL, - 6- - cynosuTopii MpuBaTHe | YkpaiHa MpvBaTHE YKpaiHa | BHeCEeHHS 3MiH 40 peecTpauiiHux - UA/13824/01/01
mn MeTunyp pekTanbHi no 0,5 T; akuioHepH akuioHepHe MaTtepianis: 3miHu | TUNY - 3MiHK
aumn in bulk: Ne 1000 (no e TOBapUCTBO "J1ekxim wopo 6e3nekun/ethpekTMBHOCTI Ta
5 cynosuTopiiB y TOBapuCTB - XapkiB" thapmakoHarnagy (iHwi 3MiHn)
6nictepi; no 200 0 "Jlekxim OHOB/NEHHSA TEKCTY MapKyBaHHS
6nicTepiB y ALLMKY) - Xapkis" dopmu in bulk, y 38'a3Ky 3
BUJTYYEHHAM TEKCTY MapKyBaHHS
POCIiCbKOI0 MOBOIO Ta BHECEHHS
pefakuiiH1x npaBok 3a n.n. 2, 4,
11, 17 ansa dopmu in bulk.
BBefeHHA 3MiH NPOTArom 6-Tn
MiCALIB MiCNS 3aTBEPKEHHS.
103. | MUPLEEPA® Methoxy | metokcu | BO3X PO34YMH NS iH'EKLN TOB YkpaiHa Brpo6HMLTBO Himeuun | BHECEHHs 3MiH 10 peecTpauiiHuX 3a UA/16434/01/02
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
polyethyl | nonietn AO3 no 50 mkr/0,3 mn; 1 «Pow Hepo3dacoBaHoT Ha/ marepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
ene neH nonepeaHL0 YkpaiHa» npoaykuii, nepsuHHe | LLBeiua | sKocTi. FOTOBWIA NikapCbKWii 3aci6.
glycol- TNiKOsTb- HaMOBHEHWI WINpUL, nakyBaHHs1, pist 3MiHM Y BUpOOHMUTBI. 3MiHa
epoetin enoeTuH pasom 3 rosikoto Ans BTOPVHHE iMnopTepa/3miHu, L0 CTOCYTbCA
y beTa iH'EKLIA Y KAPTOHHIl nakyBaHHs, BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI
ynakoBLj BMNPOGYBaHHS rOTOBOTO JliKapCbKOro 3acoby
KOHTPO/I0 SIKOCTI (3a (3amiHa abo fofaBaHHs
BUHATKOM BMpPO6HMKa, LLO BiAMNOBIAaE 3a
BMNPOGYBaHHS BBE3€EHHS Ta/abo BMnyck cepii) -
MeToA0M He Bk/tovatoum

6ionoriyHoro
aHasizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIiA
Muwi" gns
OOCNIAKEHHSA
cTabinbHOCTI),
BMNyck cepii: Pow
LiarHocTrke T'M6X,
HimeuuunHa;
Bunpo6yBaHHs
KOHTPOJTO AKOCTI
aKTMBHOCTI ANns
BM3HAUYEHHS (TiSTbKM
BMNPOOYBaHHSA
MeTOo0M
6ionoriyHoro
aHani3y "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" gna
[OCNigpKeHHA
CTabifIbHOCTI):
Bioecceli-Nlabop
dotop Gionoriwe
AHanitik F'm6X,
HimeuuunHa;
Brpo6HnuTBO
Hepo3dgiacoBaHo|
npoaykuii, nepBuHHe
nakyBaHHs1,
B/MNPOGYBaHHS

KOHTPO/b/BMNPOBYBaHHA cepii -
BHeceHHs iHchopmalii npo
iMnopTepa B YkpaiHy [0 po3ainy
3.2.P.3.1 Bupo6HuK(1) B
mMartepianun peectpauiiHoro gocke,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
KOHTPO/I0 SIKOCTI (3a
BUHSATKOM
BMNPOGYBaHHS
MeToA0M
6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIiA
Muwi" gns
OOCNIAKEHHSA
cTabiNbHOCTI:
& . XodpcpmaHH-/15
Pow NTA,
LiBeliuapis
104. | MUPLEEPA® Methoxy | metokcu | BO3X PO34UH NS iH'EKLN TOB YkpaiHa Brpo6HMLTBO Himeuun | BHeCeHHs 3MiH [0 peecTpauiiiHnX 3a UA/16434/01/01
polyethyl | nonietn AO3 no 75 mkr/0,3 mn; 1 «Poww Hepo3dacoBaHOT Ha/ marepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
ene nex nonepegHL0 YkpaiHa» npoaykuii, nepeuHHe | LBeiua | sKocTi. FOTOBWIA NikapCbkuWii 3aci6.
glycol- rnikonb- HanoBHEHWIA LWNpuLy, nakyBaHHs, pis 3MiHM Yy BUPOGHMLTBI. 3MiHa
epoetin enoeTuH pasom 3 rosikoto Ans BTOPVHHE iMnopTepa/3miHu, L0 CTOCYTbCA
y beTa iH'EKLIA Y KAPTOHHIl nakyBaHHs, BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
yrakoBLi BMNPOOYBaHHSA rOTOBOrO /iKapCbKOro 3acoby
KOHTPO/I0 SIKOCTI (3a (3amiHa abo fofaBaHHs
BUHSATKOM BMPO6HMKa, LU0 BiANOBIAaE 3a
BMNPOOYBaHHSA BBE3EHHSA Ta/abo BMMNYCK cepi) -
MeToA0M He Bk/tovatoum

6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIiA
Muwi" gns
OOCNIMKEHHSA
CTabinbHOCTI),
BMMNYCK cepii: Pow
[LiarHocTrke Mm6X,
HimeuuunHa;
Bunpo6yBaHHs
KOHTPO/IHO AKOCTI
aKTMBHOCTI ANns
BM3HAYEHHS (TiNbKK
BUNPOBYBaHHSA
MeToA0M
6iosoriyHoro

KOHTPO/b/BMNPOBYBaHHA cepii -
BHeceHHs iHdhopmaL,ii npo
iMnopTtepa B YkpaiHy [0 po3ainy
3.2.P.3.1 Bupo6Huk(n) B
marepianu peecTpaLiiiHoro AOCbE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

aHani3y "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIN
Muwi" gna
[OCnigpKeHHA
CTabifIbHOCTI):
Bioecceli-Nlabop
dotop Gionoriwe
AHanitik F'm6X,
HimeuuunHa;
Brpo6HnuTBO
Hepo3dgiacoBaHo|
npoaykuii, nepBuHHe
nakyBaHHs1,
BMNPOGYBaHHS
KOHTPO/IO SIKOCTI (3a
BUHATKOM
BMNPOGYBaHHS
MEeToA0M
6ionoriyHoro
aHaizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIiA
Muwi" gns
OOCNIAKEHHSA
cTabiNbHOCTI:
& . XodpchpmaHH-/15
Pow NTA,
LiBeliuapis

105.

MOBIHA3A®-
10 MI

ceppario
nentuaa
3ay
BUrNAAI
rpaHyn

MO9A

TabneTku, BKPUTI
060/10HKOI0,
KWLLKOBOPO3UMHHI NO
10 wmr; no 10
TabneTok y 6nicrepi;
no 1 a6o 3 6nictepu
B KQpPTOHHI kopobu,i

TOB
«MoBi
Xenc»

YkpaiHa

CaBa Xenckea Jtg,
IHais; Mepgiton
dapmacbloTikan
nra., YropuwmHa

IHais
/Yropm
Ha

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMatepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkovatoun Mnax
yrnpasiHHA pu3ukamu (iHLWi 3MiHK)
- 3asBHUKOM HaaHO OHOB/NEHUIA
nnaH ynpasniHHA pu3vikamy Bepcisi
1.0
3MiHN BHECEHO [0 YacTVWH:
Il «Cneundikauis 3 6e3nekm»

3a
peyenmom

UA/11619/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep

peecmpayiliHo

20
nocsioYyeHHs1

V «3axoaM 3 MiHiMi3auii pu3nkiB»
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «[logaTkm» y 3B'A3KY i3 3MiHOO
hopmaTy BifnoBifHO 40 BUMOT
Evaluation Guidance on the format
of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpasniHHA
pv3vkamu Bepcia 1.0 gogaerbcs.

106.

MOBIHA3A®-
20 MIr

ceppario
nentuaa
3ay
BUrNAAI
rpaHyn

MO9A

TabneTku, BKPUTI
060/10HKOI0,
KWLLKOBOPO3UMHHI NO
20 wmr; no 10
TabneTok y 6nicrepi;
no 1 a6o 3 6nictepu
B KQpPTOHHI kopobu,i

TOB
«MoBi
Xenc»

YkpaiHa

CaBa Xenckea Jtg,
IHais; Mepgiton
dapmacbloTikan
nta., YropuwmHa

IHais
/Yropwm
Ha

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkovatoun Mnax
yrnpasiHHA pu3ukamu (iHLLi 3MiHK)
- 3asBHUKOM HaaHO OHOB/NEHUIA
nnaH ynpasniHHA pU3vikamu Bepcisi
1.0
3MiHN BHECEHO [0 YacTuWH:
Il «Cneundikauis 3 6e3nekm»

V «3axoaM 3 MiHiMi3auii pu3nkie»
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «[logaTkm» y 3B'A3KY i3 3MiHOO
chopmaTy BignoBifHO A0 BUMOT
Evaluation Guidance on the format
of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpasniHHA
pv3vkamm Bepcis 1.0 gogaerbes.

3a
peyenmom

UA/11619/01/02

107.

MOHOMPOCT

latanopr

naraHon

SO1E

Kpansi O4Hi, PO34nH,

JIABOPAT

PpaHuis

EKCE/BI3IOH

PpaHujs

BHECEHHS 3MiH 40 peecTpaLiiHNX

3a

UA/16308/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
® ost poct EO1 50 mkr/mn; no 0,2 YAP TEA mMartepianis: 3miHu | TUnNy - 3MiHKN 3 peyenmom

M1 B OHOA,030BOMY
KOHTeliHepi; no 5
0[HOA030BYX
KOHTelHepiB,
3’eQHaHNX MiXK
C060H0 y CTPiUKy
(cTpun), y calue; no
6 calle y KapTOHHiM
KOpoo6Li

AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN Y
npoLeci BUpOGHMLITBA FOTOBOMO
NikapcbKoro 3acoby, BkIYaouu
NPOMiXHWUIA NPOAYKT, L0
3aCTOCOBYETHLCSA NPY BUPOGHULTBI
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauHa 3miHa y
npotieci BUpo6HMLITBA (3MiHA B
nopsaKy BBEAEHHS COPOITY Ha
cragji Il npuroTyBaHHA Ta
cTepunizauii po3umHy A
BMPOBHMYOro npouecy) s
po3mipy napTii 1000 n1. 3MiHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOIO
niKapcbKoro 3acoby, BKoUakum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI
rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MmiHa y npoueci
BMPOGHMLTBA) - He3HauyHa 3miHa y
npoueci BUpoGHMLTBA (A04aHHS
cTepunisytodoro dinibTpy N66
Posidyne ABO5SNFZ2PH4 Ha
ctagji lll MpuroTyBaHHa Ta
cTepwnisauis po3unHy B.3MmiHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOIO
niKapcbKoro 3acoby, BKIoUakum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI
rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - [lofaHHSA
cTtepunisytodoro dinbtpy N66
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Posidyne ABINFZ7PH4 Ha cTagii
Il MpurotyBaHHA Ta cTepunisauis
po3unHy B. 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBHULTBI. 3MiHK
BMNPOGYBaHb abo JONYCTUMMX
MeX, BCTaHOBMEHNX Y
cneumdikauisx, nig vyac
BMPOGHULITBA FOTOBOTO
nikapcbkoro 3acoby (iHLWi 3MiHN) -
[lopasaHHA HOBUX MEX A0
YNHHOTO 3aTBEPKEHOIO
BHYTPILLHbOTEXHO/I0MNYHOro
BMNPOO6YBaHHSA (BUNPOOYBaHHA Ha
LinicHiCTb thinbTpa) An1sa inbTpis
N66 Posidyne (HelinoH) 3
KaTasTIoXH1MN HOMepamMm
ABO5NFZ2PH4 ta ABINFZ7PH4.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
Y BUPOGHNLTBI. 3MiHN
BMNpoGyBaHb abo AOMYCTUMUX
MeX, BCTAHOB/IEHUX Y
cneuundikauisx, nig yac
BMPOGHMLITBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHs
HOBOrO MeToAy BUNPOOYBaHHSA Ta
[onyCcTUMUX MeX) - OCKISTbKN ANns
cTepunizauii po3unHy B wnsxom
pinbTpauil BUKOPUCTOBYHOTLCS
nBa inbTpu 3 po3mipom nop 0,2
MKM (nonepeaHii dinbTp Ta
cTepwnisytoumnin inbTp),
[08a€EThCA LLe OAWH TecT Ha
GiOHaBaHTAXEHHS, iKW Byae
npoBeAEeHO Ha po3unHi B nepeg
nonepeaHbLo0 inbTpaLieto,
BCTaHOB/EHOIO Ha piBHI NMT 10
KYO/100 mn, 3rigHo 3
KepiBHuutBOM EMA
EMA/CHMP/CVMP/QWP/850374/
2015. MeTtog, Wwo
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
BUKOPVCTOBYETLCA AN LibOrO
TECTY, iAEHTUYHUIA TUM, LLIO BXEe
npoBOAUNNCS, Ta BiANOBIAAE
BuMoram Eur. Ph. 2.6.12. 3miHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpObyBaHb
abo AonycTuMmnX Mex,
BCTAHOB/IEHUX Y cneyudpikauisx,
nif, yac BUPOGHMLITBA FOTOBOMO
NikapcbKoro 3acoby (3ByXeHHSA
JONYyCTUMUX MEX) - 3BYXEHHS
cneuudikauii 6ioHaBaHTaXKEHHS,
3a4B/1EHOI SIK KOHTPO/Ib Y MPOLEC
BMPOGHMLTBA Nepes,
cTepwisauielo Nnaporo posynHy Ay
npoeci BUpO6HULITBA FOTOBOTO
npoaykTy, 3 < 100 KYO/mn go <
100 KYO/100 mn ana AoTpUMaHHsA
pekomeHAaL;ii
EMA/CHMP/CVMP/QWP/850374/
2015 «CTtepunisauis nikapcbkoro
3aco6y, aKTUBHOT PeYOBUHH,
[LOMOMDKHOI peHOBUHM Ta
NepPBUHHOTO KOHTElHepa».
108. | HEMPOBIOH Vitamin TiaMiHy A11D PO34MH ANA iH'eKLil Mieng Axi | Himeuyun NOBHUIA LMK ®paHuia | BHECEHHs 3MiH 40 peecTpaLiiHnx 3a He UA/5409/02/01
Blin rigpoxno | B no 3 mn B amnyni; Xenc Ha BMPOGHMLTBA: marepianis: 3minu Il TUny - 3MiHK peyenmom | nionse
combina | pug no 3 amnynv B xepmaHi CEHEKCI HSC oo 6e3nekn/edpeKTBHOCTI Ta ae
tion with | (BiTamiH KapTOHHi Kopobuj rM6X hapmakoHarnsagy. 3mMiHu y
vitamin B1), KOPOTKili XapakTepucTuyj
B6 nipuaokc nNikapcbKoro 3acoby, TEKCTI
and/or NHY MapKyBaHHA Ta IHCTPYKUii Ans
vitamin rigpoxso MeJMNYHOro 3aCTOCYBaHHS y
B12 pug, 3B'A3KY i3 HOBUMU AaHUMU 3
(BiTamiH AKOCTI, AOKNIHIYHUMU, KIHIYHUMK
B6), AaHUMKN Ta faHumK 3
LjiaHOKO thapmakoHarnagy - 3MiHu wono
6anamin 6e3nekn 3acTocyBaHHsA
(BiTamiH nikapcbKoro 3acoby BHeCeHi
B12) BignoBigHO [0 maTepianis

peecTpavLiiHoro AoCkLE y po3ainm
"Oc06MBOCTI 3aCTOCyBaHHA",
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
3acTocyBaHHs y nepiog, BarirTHOCTi
abo roayBaHHs rpyaar”, "Cnocié
3acTocyBaHHsA Ta fo3n",
"MepeposyBaHHs", "MoGiYHI
peakuii" iIHCTpyKUii 4158 MeguyHoro
3aCTOCyBaHHS, a Takox A0AaHo
iHhopmaLito LWoA0 NOBiAOMAEHHSA
npo nigo3ptoBaHi NobiYHI peakwii
nikapcbKoro 3acoby. BeeaeHHsi
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
109. | HEMPOPYBIH | Vitamin TiamiHy Al11D PO3YUH NS iH'EKL TOB YkpaiHa Mepkne I'm6X, Himeuun | BHEeCeHHs 3MiH [0 peecTpauiiiHnX 3a UA/10051/01/01
™ Blin rigpoxno | B no 3 mMn B amnyni; «TeBa HimeyunHa Ha mMartepianis: 3miHu | TUny - 3MiHKU 3 peuyenmom
combina | pug no 5 amnyny YkpaiHa» (BpPO6GHMLTBO 3a akocTi. CepTtucpikat
tion with | (BiTamiH Kopoo6Li NOBHUM LMK/IOM; BignosigHocTi/lE-cepTudikar
vitamin B1), KOHTPO/1b SIKOCTI) BiANOBIAHOCTI EBponeiichkili
B6 nipnaokc thapmaxonei/moHorpadii.
and/or NHY MopgaHHsA HOBOro abo OHOBMIEHOTO
vitamin rigpoxno cepTudpikara BignoBigHOCTI abo
B12 pua BUyYEHHS cepTudikara
(BiTamiH BiANOBIAHOCTI €BpONechkili
B6), thapmakonei: gna A®l; ans
LjiaHoko BUXIiHOIO
6anamiH marepiany/peareHTy/npomMiKHOro
(BiTamiH NPOAYKTY, LLO BUKOPUCTOBYHOTLCSA
B12) y BUpOGHULTBI ADI; Ana

[OMOMDKHOT PEYOBUHN
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHWin cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
noJaHHs OHOB/IEHOro cepTudikaty
BiANOBIAHOCTI €BpONechbkili
hapmakonei CEP 1998-131-Rev
06 Bif BXe 3aTBEPAKEHOrO
BMpo6HMKka DSM Nutritional
Products GmbH gijto4oi pe4oBuHU
TiamiHy rigpoxnopug B 3B'A3Ky 3i
3miHot BnacHuka CEP Ta 3miHoo
afpecy BUpPOBHWKa, MicLie
BMPOGHMLTBA HE 3MIHN/I0Ch
(3aTBEpmKeHo: R1 - CEP 1998-
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
131-Rev 05; 3anponoHoBaHo: CEP
1998-131-Rev 06).
110. | HE®ANBXWUK | nefopam | Hechona | NO2B PO34YUH NS iH'eEKLi BIOKOAE | ®paHuisa Bnpo6HMUTBO: ®paHLis | BHECEHHS 3MiH [0 peecTpauiiiHnX 3a He UA/6564/01/01
My G06 20 Mr/2 mn; no 2 mn KC LOENb®APM TYP, mMatepianis: 3miHu | TUNYy - 3MiHK peuyenimom | niossie
rigpoxno B amnyni; no 5 PpaHuis; wono 6e3nekn/edpeKkTnBHOCTI Ta ae
pug amny’s Ha MigaoHi B BignoBiganbHuii 3a hapmakoHarnsgy. 3miHa 'y
KapTOHHI ynakoBLi BUNYCK cepii: KOPOTKili XapakTepucTui
BIOKOJEKC, NiKapCcbKoro 3acoby, TEKCTI
®paHuis MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHs 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHnX
Bi4MNOBIAHO A0 NnaHy
negjatpuyHnx gocnigxers (PIP)
(3MiHY Y3rO[XXEHO 3 KOMMETEHTHUM
YNOBHOB&)XEHUM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby 0 po3Ainis
"Oco6nM1BOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peaxuii" BignoBigHO A0
OHOB/IEHOT iHGhopMalLii 3 6e3neku
3aCTOCYBaHHSA Ajil040I PeYOBUHM.
TepMmiH BBEZEHHS 3MiH - MPOTAroM
6 MicAaUiB Nicna 3aTBEPAKEHHS.
111. | HEGPAM® nefopam | Hedhona | NO2B TabneTkn, BKPUTI AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHnx 3a UA/18031/02/01
My G06 NAiBKOBOO "dbapmak” marepianis: 3minu Il TUny - 3MiHK peyenmom
rigpoxno 060/10HKO10, 1Mo 30 3 AkoCTi. ADI. (iHLWi 3MiHK) -
pua mr; no 10 TabneTok OHOB/EHHs Bepcii AM®
y 6nictepi; no 2 abo BMpo6HUKa A®I Nefopam
6 6nicTepis y nayui 3 hydrochloride 3 Bepcii AP CTD
KapToHYy v.8.0 March 2024 po Bepcii AP
CTD v.9.0 January 2025.
112. | HOBAPUHI'® | Vaginal eToHore | GO02B KinbLe BariHasibHe, OpraHoH Llieiiua | 3a MOBHWUM LMK/IOM: Higepna | BHeceHHs 3MiH [0 peecTpauiiiHnx 3a He UA/9613/01/01
ring with | ctpenTta | BO1 11,7 mr/2,7 mr; no 1 CeHnTpan pis H.B. OpraHoH HOW marepianis: 3miHu | Tuny - 3miHK peyenmom | nionse
progesto | eTuHine KifbLIO y calle 3 lcT TM6X uoao 6e3nekn/edpeKTMBHOCTI Ta ae
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3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

gen and
estrogen

cTpagio
n

MapKyBaHHAM
YKparHCbKoto Ta
aHrNiicbKoto
mMoBamu; no 1 cawwe
B KapTOHHIiA kopobuj

thapmakoHarnsagy. 3miHa y
KOpOTKili xapakTepucTu,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
Me/MYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaviiinii nepiog, abo
SIK pe3ynbTar OUiHKK 3BIiTY 3
JocnifpKeHb, NPoBeAeHUX
BIAANOBIAHO A0 NnaHy
negiatpuyHmx gocnigpxerb (PIP)
(iHWi 3MiHK) - 3MiHN BHECEHO [0
IHCTPYKLIT 418 MenyHOoro
3aCcTOCYyBaHHS NikapCbKoro 3acoby
0o posginis "MpoTunokasaHHA",
"B3aemogis 3 iHWKMU fliKapCbKuMn
3aco6amu Ta iHWi Buan
B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs" BifnoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3nekn
3aCTOCYBaHHA Ail040i peYOBUHN
(eTuHinecTpagion), a Takox B
po3gin "Ynakoska" BiAMoBiAHO [0
YUHHOTO peecTpauiiiioro
NoCBifYEHHS. IHCTPYKLUis AN
MeAMYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby (eCTD Bepcis
0002). TepmiH BBE[IEHHS 3MiH -
npoTsirom 6 MicsLiB nicns
3aTBEPAKEHHS.

113.

HONINPEN®
BI-dOPTE

Perindo
pril and
diuretics

nepuHAo
npun Ta
iHpanami
a

C09B
AO4

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKo10; no 30
TabneToky
KOHTeliHepi; o 1
abo no 3
KOHTelHepn B
KOpO6Li 3 KAPTOHY

Ne
Na6oparty
ap Ceps'e

PpaHLin

NabopaTopii Ceps’e
IHgacTpi, PpaHuis;
Ceps’e (IpnaHgis)

IHpacTpic T4,
IpnaHgis

®paHuis
/

IpnaHgis

BHECEHHS 3MiH 1O peecTpavLiiHnX
marepianis: 3miHu | Tuny -
AOMIHICTPaTVBHI 3MiHN.
BunyyeHHss BUPO6GHMYOI AinbHUL
(Brtovatoun ginbHuui ans Adl,
NPOMIXXHOro NpoAykTy abo
roTOBOrO NikapcbKoro 3acoby,
OiNbHULI ANs NpoBeAeHHs

3a
peyerimom

UA/10248/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nakyBaHHs, BUPOOHMKa,
BiZiNOBIAA/IbLHOTO 3a BMMYCK Cepil,
MiCLie MPOBEAEHHS KOHTPOJTHO
cepii) abo nocTavasnbHKKa
BMXIZAHOrO MaTepiany, peareHTy
a60 [0NOMDKHOT peyoBUHU (SIKLLLO
3a3Ha4yeHo y Aocbe) BunyyeHHs
BUPOGHNYOI AiNbHUL
BiA4NOBiga/IbHOI 3a BUPOOHMLTBO
BMXifHOT peYOBMHU NepuHaonpuny
TepT-6yTMnamiHy ROLABO S.L.,
Spain. BUpOo6HWK Wo
3a/IMLIAETLCA BUKOHYE Ti X
ChYHKUIT L0 1 BUYYEHWIA.

114.

HO-X-LWA®

drotaveri
ne

fApoTase
prHy
rigpoxno
pna

AO3A
D02

cynosuTopii
pekTasbHi no 0,04,
no 5 cynosutopiie y
6nicTepi; no 2
6nictepy y nauui

MpuBatHe
akuioHepH
e
TOBapuCTB
0 "Jlekxim
- Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO "J1ekxim
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHu)
OHOB/IEHO TEKCT MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBKu
nikapcbKoro 3acoby, a came:
BW/TyYEHO iHhopMaLLilo, 3a3HayYeHy
POCiiCbKOIO MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
nepeuHHOI (n. 1, 2, 6) Ta
BTOpPWHHOI (N. 1, 2, 4, 11, 16, 17)
yNaKoBKu, a Takox 3po6aeHo
He3HauHi pefiakLiliiHi npaBKu.
BeefeHHsA 3MiH NpoTArom 6-Tu
MiCSILiB Micnsi 3aTBEPAKEHHS.

6e3
peyenma

UA/3611/01/01

115.

HO-X-WWA®

drotaveri
ne

fApoTase
puHy
rigpoxso
pua

cynosutopii
pekTanbHi no 0,04 r,
in bulk: Ne 1000 (no
5 cynosuTopiiB y
6nictepi; no 200
6nicTepiB y ALLMKY)

MpuBatHe
aKuioHepH
e
TOBapuCTB
0 "Jlekxim
- XapkiB"

YkpaiHa

MpuBartHe
akujioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHK
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
OHOB/EHHSA TEKCTY MapKyBaHHS
dopmu in bulk, y 38’s3ky 3
BUJTYYEHHAM TEKCTY MapKyBaHHSA
POCIiCbKOK MOBOI Ta BHECEHHS
pefakuiiHnx npasok 3a n.n. 1, 2,
4,11, 17 pnsa coopmu in bulk.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS.

UA/13745/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
116. | HYPO®EH® ibuprofe | ibynpoc | MO1A | TabneTku, BKPUTI PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 0 peecTpaLiiiHX 6e3 UA/6313/02/02
n eH EO1 060/10HKO0, MO 200 BeHkizep BpuTaHi Xenckep BputaHi | matepianis: 3MiHu | TUMy - 3MiHK 3 peyenma
Mr; Mo 6 TabneTok y Xenckep A IHTepHeLwHA NliviTeq, a SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
6nicTepi; no 1 IHTepHeLw 3MiHM Yy BUPOGHMLTBI. 3MiHa
6nictepy B HA NimiTe iMnopTepa/3aMiHu, L0 CTOCYTbCA
KapTOHHI kOpooLyj; BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
no 8 TabneTok y roTOBOrO NiKapCbKOro 3acoby
6nictepi; no 1 (3amiHa abo gofaBaHHs
6nictepy B BMPOOHMKa, L0 BiAMOBIgaE 3a
KapTOHHi kopobuy; BBE3EHHSA Ta/abo BMMNYCK cepil) -
no 12 tabneTok y He Bktovatoum
6nicTepi; no 1 abo 2 KOHTPO/b/BUNPOBYBaHHSA cepil -
6nictepu B [lo matepianiB peecTpauiiHoro
KapTOHHi Kopobui [0CbE BHOCUTLCSA iHGhopMaLlisi Mpo
imnopTepa ToBapncTeo 3
06MEXeHOI0 BifnoBigasbHICTIO
«PekkiTT BeHkizep Xaycxong Exg,
Xenc Kep YkpaiHa». 3miHn
BHOCSTbCS 3iAHO BUMOT
noctaHosu KabiHeTy MiHiCTpiB
Ykpainn Ne 287 Big 14.03.2025 p.
Mpo 3aTBepaKeHHs MNopsaaky
BBE3EHHSA Ha TepuTOpIto YKpaiHu
NiKapCbKNX 3acobiB.
117. | OBAAXIO® terifluno | Tepudon LO4AK | TabneTku, BKpUTI TOB Ykpaina Onenna Xenckea PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a UA/13689/01/02
mide YHOMIA, 02 NAiBKOBOO "CaHocpi- IHTepHewwHn CAC marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
060/10HKOIO, MO 7 MT; ABeHTIC AKocTi. A®I. CTabinbHICTb. 3miHa
Ne 28: (14x2): no 14 YkpaiHa" nepiogy NOBTOPHUX

TabneTok, BKPUTUX
NAiBKOBOO
060/10HKOH, Y
6nictepi 3
antoMiHito; no 2
6nictepu BknageHo
B YMaKoBKy Tumy
ramaHus; no 1
ynakosui Tuny
ramaHus BKIafeHo B
KapTOHHY KOPOGKY

BunpobysaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa A®I (3a
BIICYTHOCTI y 3aTBEepIKEHOMY

[ocbe cepTucpikata BignoBiAHOCTI

€Bponeiicbkin dhapmakonei, Wwo
BK/IOYAE Nepiog, NOBTOPHOTO
BMNpPoBYBaHHSA) (Nepiof

NOBTOPHOroO BMNpobyBaHHA/Nepios
36epiraHHs) - 36inbLueHHs abo
BBE/IEHHS Nepioly NOBTOPHOIO

BMNpoGyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
LOCNifpKeHb Y peasibHOMY Yaci -
36iNblUeHHs nepiogy NOBTOPHMX
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
BMNpo6yBaHb AdI
TepuchnyHomigy 3 36 micauis o
60 micsiuiB
118. | OBAAXIO® terifluno | Tepudon LO4AK | TabneTku, BKpUTI TOB Ykpaina Onenna Xenckea PpaHuin BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/13689/01/01
mide YyHOMIA, 02 NAiBKOBOO "CaHoci- IHTepHewHn CAC marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
060/10HKOI0, Mo 14 ABeHTIC AKocTi. A®I. CTabinbHICTb. 3miHa
mr; Ne 28: (14x2): no YkpaiHa" nepiogy NOBTOPHUX
14 TabneTok, BMNpobyBaHb/nepiogy 36epiraHHs
BKPUTWX M/T1IBKOBOHO abo ymoB 36epiraHHa A®I (3a
060/10HKOIO, Y BifICYTHOCTi Y 3aTBEpAXEHOMY
6nicTepi 3 [ocbe cepTudikata BignosigHOCTI
antoMiHito; no 2 €Bponeiicbkin dhapmakonei, Wwo
6nictepu BknageHo BK/ItOYAE nepios NOBTOPHOro
B YNaxoBKy Tuny BMNpPoBYBaHHSA) (Nepiof
ramaHus; no 1 NOBTOPHOroO BMNpobyBaHHA/Nepios
ynakosui Tuny 36epiraHHs) - 36inbLueHHs abo
ramaHus BKIafeHo B BBE/IEHHS Nepioy NOBTOPHOIO
KapTOHHY KOpPOOKy; BMNpoGyBaHHsA/nepiogy
Ne 84: (14x6): no 14 36epiraHHs Ha OCHOBI pe3y/bTaTiB
TabneTok, BKPUTUX [OCNiIKEHb Yy peasibHOMY Yaci -
NAiBKOBOO 36inbLUeHHS nepiody NOBTOPHUX
060/10HKOH, Y BMNpo6yBaHb AdI
6nictepi 3 TepudpnyHomigy 3 36 micauis o
Q/TIOMIHIIO; Mo 2 60 micsuiB
6nictepu BknageHo
B YMaKoBKy TuMy
ramaHug; no 3
ynakoBKkn TUny
ramaHus BKIafeHo B
KapTOHHY KOPOGKY
119. | O3E/IbTAMI oseltami | o3enbta | JOS5AH | kancynu no 75 wr; Crpaiiac IHais Crpaiigc Papma IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux 3a UA/18208/01/01
BIP vir MiBip Y 02 no 10 kancyny Papma CaiieHc Nimites marepianis: 3miHu | Tuny - 3miHK peyenmom
dopmi 6nictepi; no 1 CaileHc woao 6e3nekn/edpekTBHOCTI Ta
o3enbTa 6nictepy B Nimiteq hapmakoHarnsgy. BeefeHHs abo
MiBipy KapTOHHi Kopobuj 3MiHV A0 y3araslbHEHUX AaHuX nNpo
docdhat cucTemy chapmakoHarisgy
y (BBEAEHHSA y3araslbHEHNX AaHUX

npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/ILHOI 3a 3iiCHEHHSA
hapmakoHarnsagy; KOHTakTHol
0cobu 3 hapmakoHarnsgy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3asBHMKa ANS 34iACHEHHSA
hapmakoHarnagy B YkpaiHi, AKLLo
BOHa BigMiHHa Bif, yNTOBHOBaXXEHO|
ocobu, BignoBigasibHOI 3a
3ailicHeHHs hapmakoHarnagy
(BK/IIOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-alina cucremu
hapmakoHarnisgy) 3MiHa
YMOBHOBaXEHOI 0CO6Y 3asiBHIIKA,
BiAANOBIAa/ILHOI 3a
hapmakoHarsng,

[Oitova pepakuin: Ap. CiopeHgpa
Kymap M / Dr Surendra Kumar M.
MponoHoBaHa pegakuisi: Dr.
Sharanabasappa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6M 3as1BHMKA, BiAMNOBIAA/IbHOT
3a thapmakoHarnag,. 3miHa
KOHTaKTHOI 0CO6U 3asBHMKA,
BignoBigasIbHOI 3a
hapmakoHarnag B Ykpaini. firova
pefakuis: EpemeHkKo BaneHTnHa
BikTopiBHa. MNponoHoBaHa
pepakuis: Zhyliaiev Ihor
Volodymyrovych.
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOT 0CO6U 3asiBHUKA,
BiAANOBIAa/ILHOI 3a
hapMakoHarifg B YkpaiHi. 3miHa
MiCLLe3Hax0MKeHHS MacTep-
thaiina cuctemm
hapMakoHarnisgy. 3miHa Micus
3/iliCHEHHS1 OCHOBHOI AiANbHOCTI 3
thapmakoHarnsgy.
PekomeHz0BaHO [0
3aTBEPAKEHHS.

120.

OKPEBYC®

ocrelizu
mab

okpenisy
Mab

LO4A
GO08

KOHLeHTpaT Ans
pO3uunHy ans
iHcpysiii no 300
Mr/10 mn; no 10 mn
y chrakoHi; mo 1

TOB
«Pou
YkpaiHa»

YkpaiHa

BMPOGHMLTBO
Hepo3dacoBaHo|
npoaykuii, nepBrHHe
naxyBaHHs,
BMNPOGYBaHHS

Himeyun
Ha/
LBeiiua
pist

BHECEHHS 3MiH 10 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHn 3
sKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHa
iMIopTepa/3miHu, L0 CTOCYHOTbCS

3a
peyerimom

UA/16278/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
dhnakoHy y KOHTPOJIHO0 SIKOCTI, BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
KapTOHHi Kopobui BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby
KOHTPOJTHO SIKOCTI (3amiHa abo AodaBaHHs
npu ctabinbHoCTI: BMPOGHMKa, L0 Bignosigae 3a
Pow fliarHocTuke BBE3EeHHA Ta/abo BUMYCK cepii) -
m6X, HimewunHa, He Bktovaoum
BUPOGHMLITBO KOHTPO/b/BMNPOBYBaHHA cepii -
Hepo3dracoBaHo! BHeceHHs iHchopmalii npo
npoaykuii, NepBrHHE iMnopTepa B YkpaiHy 4o po3giny
nakyBaHHs, 3.2.P.3.1 Bupo6Huk(n) B
BTOPUHHE maTepianu peectpauiiHoro foche,
nakyBaHHs1, a came: «Roche Ukraine» LLC.
BMNpO6YBaHHSA Velyka Vasylkivska Street, 139, 5
KOHTPOJIIO AKOCTI, floor 03150 Kyiv Ukraine
BUNYCK cepii:
®.XodhdpmaHH-/1a
Pouw fitg,
LLIBeliyapis
121. | OKTAMJEKC Coagula | 3aranbH B02B MOPOLLIOK Ta Oxktathap ABCTpiIs Brpo6HuK Himeyuu BHECEHHS 3MiH [J0 peecTpaLjiitHx 3a UA/14313/01/01
500 MO tion nii DO1 PO3UMHHWK AN mMa (anbTepHaTUBHMIA), Ha/ marepianis: 3miHun | Tuny - 3miHu 3 peyenmom
factor 6inok; pO3unHy ons dapmaues BignosigasbHuii 3a | AscTpis/ | akocTi. A®l. BupobHuuTBO. 3MiHK
IX, I, VIl | chakTop iHchysiii no 500 MO; TMKa BTOPWHHE PpaHuin B npoveci BupobHuuTea AdI
and Xin | koaryns [OBi KOPOOKMN MpogaykTio nakyBaHHs Ta (He3HayHa 3MiHa y npoueci
combina | Uii KpoBi 06’€QHYIOTbCS MK Hcrec BisyasnibHy BMpo6HMLUTBa ADI) -
tion NOANHN C06010 NNaCTUKOBOK M.6.X. iHCneku;to: 36i/IbLLIEHHS MaKCUMasbHOT
II; NNAIBKOO: KAPTOHHA OkTadapma [Jeccay KiNIbKOCTi XpomMaTtorpadivyHmnx
thakTop Kopo6ka Ne 1: no 1 vM6X, HimeyunHa; UMKNiB ANs OfHier cepil
Koaryns dhnakoHy 3 Br1po6HuK, XpomarorpadiyHoi cmonvu DEAE
Lii KpoBI NMOpPOLLIKOM /1A BiiNOBIgabHWIA 32 Sepharose FF 3 notouHnx 60 Ao
NOANHN pO34nHy AnA BUPOOHNLTBO 3a 240 upknis.
VILI; iHcpysin Ta NOBHWM LK/IOM:
hakTop iHCTpYKLieo Npo Oktachapma
Koaryns 3aCTOCyBaHHS; dapmaveBTuKa
Ll KpoBi KapTOHHa KOpoGka MpoaykTioHcrec
NOANHN Ne 2: no 1 donakoHy M.6.X., ABCTpIS;
IX; i3 PO3UYMHHWKOM BMPOGHMK
thakTop (BoZa Ans iHeKUIN, BiANOBIgaIbHMI 3a
Koaryns 20 MA1) Y KapTOHHIl BVMPOGHMLTBO 3a
Ljii KpOBI KOpoO6Lii pa3om 3 NMOBHUM LMK/IOM 3a
NOANHN KOMMNIeKTOM Ansi BUK/TIOYEHHAM
X; 6inok PO3YMHEHHA Ta BTOPUHHOI YNaKOBKW:
C; 6in0K BHYTPILUHLOBEHHOTO OkTadhapma,
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
S BBeAeHHSA (1 wnpwy, PpaHuis;
ofHopasosuid; 1 BMPOGHMLTBO
KOMNeKT ans PO3UMHHVIKA:
nepeHocy (1 Contodapm
ABYXKiHLiEBa roska, dapmavoiiTiwe
1 chinbTpoBanbHa EpuoiirHicce Mm6X,
ronka); 1 komniekr HimeyunHa
AN iHdysiit (ronka-
MeTesnuk); 2
NPOCOYEHUX
CNYPTOM TaMmroHiB).
MapkyBaHHsA
YKpPaiHCbKOI0 MOBOHO
122. | OKTAMNEKC Coagula | 3aranbH B02B MOPOLLIOK Ta OkTachap AscTpis Brpo6HuK Himeuun BHECEHHSA 3MiH 10 peecTpavLiiHnX 3a UA/14313/01/01
500 MO tion nia D01 PO3YNHHKK AN1S ma (anbTepHaTuBHWMI), Ha/ marepianis: 3miHu | Tuny - 3miHn 3 peyenmom
factor 6inoK; pPO34nHYy oNs dPapmaLeB BiANOBIgaIbHMI 3a ABcTpis/ | skocTi. A®l. BupobHULTBO. 3MiHK
IX, I, VIl | chaktop iHchysiii no 500 MO; TVKa BTOPUHHE PpaHuin B npoveci BupobHmytea AdI
and X in | koaryns [Bi KOPO6KK MpogykTio nakyBaHHs Ta (He3HayHa 3miHa y npoueci
combina | uji kposi 06’€QHYIOTLCS MK Hcrec Bi3yasibHy BMpOGHMLTBA ADI) -
tion NOANHN €06010 NNAaCcTUKOBOKO M.6.X. iHCMeKL;jto: HesHauHa 3miHa y npoueci
II; NiBKO: KAPTOHHA OkTadhapma [eccay BMPOGHMLUTBa ADI, a came-
thakTop Kopobka Ne 1: no 1 'M6X, HimeuunHa,; BMPOBaKEHHSA a/lbTEPHATUBHOIO,
Koaryns donakoHy 3 Brnpo6HuK, 36i/1bLLIEHOrO PO3MIpy Nyny
Ljii KpOBI MOPOLLKOM ANA BigNoBiga/IbHMIA 32 nnasmu «Big 3000 go 3300 kr»
NANHN pO34mnHy Ansa BMPOGHMLTBO 3a (3aTBepmXeHuiA po3mip: 2,500 -
VILI; iHchysii Ta NOBHVM LK/IOM: 3,300 kg plasma) Ha Bupo6HMYOMY
thakTop iHCTpYKLUi€to Npo OkTadapma marigaHunky Octapharma BigeHb,
Koaryns 3aCTOCyBaHHS; dapmaveBTUKa ABCTPiS.
Lii KpoBI KapTOHHa Kopobka MpopykTioHcrec
NOANHN Ne 2: no 1 donakoHy M.6.X., ABCTpIS;
IX; i3 PO3YMHHUKOM BMPOGHUK
hakTop (Boga Ans iH'eKUil, BiiNOBIgabHWIA 32
Koaryns 20 mN) y KapTOHHIl BMPOGHMLTBO 3a
Ll KpoBi Kopo6Li pa3om 3 NOBHVM LMK/IOM 38
NOANHN KOMMN/IEKTOM AN BUK/TIIOYEHHAM
X; 6inok PO3UMHEHHSA Ta BTOPUHHOT YNakoBKW:
C; 6inok BHYTPILLUHbOBEHHOIO OkTtaghapma,
S BBefeHHs (1 wnpuy, PpaHuis;
ofHopasosuit; 1 BMPOGHMLTBO
KOMNAeKT ans PO3YMHHYKA:
nepeHocy (1 Contotapm

[BYXKiHL,eBa rosika,

dapmauoiTiwe
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
1 ghinbTpoBasibHA EpuolirHicce TM6X,
ronka); 1 Komnnaekr HimeuunHa
ONs iHdysili (ronka-
MeTesnuk); 2
NPOCOYEHUX
CMMPTOM TaMMOHIB).
MapkyBaHHsA
YKparHCLKO0 MOBOIO
123. | OKTANNEKC | Coagula | saranbH | B02B NMOPOLLIOK Ta OxTachap ABcTpis Brpo6HuK Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnx 3a UA/14313/01/01
500 MO tion niA D01 PO3YMHHWK ANs Ma (anbTepHaTMBHWMIA), Ha/ marepianis: 3MiHu | TUnNy - 3MiHN 3 peuyenmom
factor 6inoK; pO34MHYy oNs dapmaveB BiAgnoBiganbHU 3a ABcTpisi/ | sikocTi. FoToBUIA Nikapcbkuii 3aci6.
IX, I, VIl | dpakTop iHcpysiin no 500 MO; TMKa BTOPUHHE ®paHuis KOHTpO/1b roTOBOro NMikapcbKoro
and Xin | koaryns [OBi KOPOOKM MpopaykTio nakyBaHHs Ta 3acoby. 3miHa y MeToaax
combina | Ui KpoBi 06’€QHYIOTLCA MiXK Hcrec BizyasibHy BMNPOBYBaHHA roTOBOro
tion NOANHN €06010 NNaCTUKOBOKO M.6.X. iHCMeKL;jo: nikapcbkoro 3acoby (He3HayHa
II; N/iBKOK: KAPTOHHA OkTachapma [leccay 3MiHa y 3aTBEPAKEHUX METOAAX
hakTop Kopo6ka Nel: no 1 M6X, HimeuunHa; BMNPOOGYBaHHSA)- 3MiHa KpuUTeEpito
Koaryns hnakoHy 3 B1po6HWK, NPUAHATHOCTI An1A KoediljieHTa
Lji KpoBi NOpPOLLKOM 415 BiANOBIgaIbHMI 3a Kopensuyii "r', wo
NOANHKN pO34MHY AnA BMPOBHMLTBO 3a BUKOPUCTOBYETLCA N5
VII; iHcpy3in Ta NOBHUM LMK/IOM: KanibpyBaHHs B MeTOAj
thakTop IHCTpYKLi€e0 Npo OkTathapma BUNPOBYBaHHSA 4151 BU3HAYEHHS
Koaryns 3aCTOCYyBaHHS; dapmaueBTrKa thaktopa X (FX), a came 3
Ljii KpOBI KapTOHHa Kopo6ka MpopykTioHcrec MOTO4YHOro KoedpiljieHTa kopensuii
NANHN Ne2: no 1 dpnakoHy M.6.X., ABCTpIs; r=0,998 go r = 0,990.
IX; i3 PO3UYMHHUKOM BMPOGHUK
thakTop (Boga Ans iH'eKuUii, BigNoBiga/IbHMIA 32
Koaryns 20 MA1) Y KapTOHHIl BMPOOHMLTBO 3a
Lii KpoBI Kopo6Lii pa3om 3 NMOBHUM LMK/IOM 38
NOANHN KOMMNJIEKTOM NSt BUK/TIIOYEHHAM
X; 6inok PO3UYMHEHHSA Ta BTOPWHHOT YNakoBKW:
C; 6inok BHYTPILLHbOBEHHOIO OkTadhapma,
S BBeAeHHs (1 wnpwy, PpaHuis;
ofHopasoBuit; 1 BMPOGHMLTBO
KOMNAeKT ans PO3UMHHYKA:
nepeHocy (1 Contochapm
[OBYXKiHLEBa ronka, dapmavoiiTiwe
1 ghinbTpoBasibHA Epuoiirdicce Mm6X,
ronka); 1 komnnaekr HimeuunHa

Ans iHdysili (ronka-
MeTenuk); 2
NPOCOYEHUX
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
CMMPTOM TaMMNOHIB)
124. | OKTAMNEKC Coagula | 3aranbH B02B MOPOLLIOK Ta OkTachap AscTpis Brpo6HuK Himeuun BHECEHHS 3MiH 10 peecTpavLiiHnX 3a UA/14313/01/01
500 MO tion nia D01 PO3YMHHKK AN1S ma (anbTepHaTMBHWMI), Ha/ marepianis: 3miHu | Tuny - 3miHn 3 peyenmom
factor 6in0K; pPO34nHYy oNs dPapmaLeB BiANOBIgaIbHMI 3a ABcTpisi/ | sKocTi. FoToBMIA Nikapcbkuii 3aci6.
IX, I, VIl | dpakTop iHdpy3iii no 500 MO; THKa BTOPVHHE ®paHuis Cuctema
and X in | koaryns [Bi KOPO6KK MpogykTio nakyBaHHs Ta KOHTeliHep/3aKyrnopoBanbHuWii
combina | uji kposi 06’€QHYIOTLCS MK Hcrec Bi3yasibHy 3aci6. 3miHa napameTpis
tion NOANHN €06010 NNacTUKOBOKO M.6.X. iHCMeKL;jto: cneumdikauii Ta/abo fonycTUMmUX
II; NiBKOO: KAPTOHHA OkTadhapma [eccay MeX NepBUHHOT YNakoBKN rOTOBOro
thakTop Kopobka Nel: no 1 'M6X, HimeuunHa,; nikapcbKoro 3acoby (iHLWi 3MiHK)
Koaryns hnakoHy 3 B1po6HMK, Po3LmpeHHsa TemnepartypHoro
Ljii KpOBI NMOPOLLKOM ANA BiANOBIAaIbHMI 3a Aianas3oHy 36epiraHHs MOPOXHIX
NOANHN PO34MHY AnA BMPOOHMLTBO 3a CK/ISIHMX (pN1akoHiB, a came 3 «+15
VII; iHCy3iit Ta MOBHUM LMK/TOM: [0 +25°C» o «+2 ao +30°C».
thakTop iHCTpYKLUi€to Npo OkTadapma [JopatkoBo, fo cneuudikawii
Koaryns 3aCTOCyBaHHS; dapmaveBTUKa BHOCHATbCS HE3HAYHI peaakLiiiHi
Ll KpOoBI KapTOHHa Kopob6ka MpopykTioHcrec npaskKu.
NOANHN Ne2: no 1 chnakony M.6.X., ABCTpIS;
IX; i3 PO3YMHHUKOM BMPOGHUK
hakTop (Boaa Ans iH'eKUil, BiiNOBIgabHWIA 32
Koaryns 20 mN) y KapTOHHIl BMPOGHMLTBO 3a
Lji KpoBi Kopo6Li pa3om 3 NOBHVM LMK/IOM 38
NOANHN KOMMN/IEKTOM AN BUK/TIIOYEHHAM
X; 6inok PO3UMHEHHSA Ta BTOPUHHOT YNakoBKW:
C; 6inok BHYTPILUHbOBEHHOIO OkTtaghapma,
S BBefeHHs (1 wnpuy, PpaHuis;
ofHopasosuit; 1 BMPOGHMLTBO
KOMNAeKT ans PO3YMHHYKA:
nepeHocy (1 Contothapm
OBYXKiHL,EBa rosika, dapmavoiiTie
1 goinbTpoBasibHA EpuolirHicce TM6X,
ronka); 1 komnaekrt HimeuunHa
Ans iHdysin (ronka-
MeTesnuk); 2
NpPOCOYEHNX
CMMPTOM TaMMNOHIB)
125. | OKTAMJIEKC Coagula | 3aranbH B02B NMOPOLLIOK Ta OxTtadhap ABCTpis Bupo6HuK Himeuun BHECEHHS 3MiH [J0 peecTpaLjiiiHmx 3a UA/14313/01/01
500 MO tion nii DO1 PO3UMHHWK AN mMa (anbTepHaTUBHMIA), Ha/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
factor 6inok; pO34nHy ons dapmaues BignoBiganbHuiA 3a | ABCTpia/ | AKOCTI. 3MiHM A0 peecTpaviiiHoro
IX, I, VIl | chakTop iHchysiii no 500 MO; TMKa BTOPWHHE PpaHuis NOCBIAYEHHS BHACNIAOK iHLLMX
and X in | koaryns [Bi KOPO6KK MpogykTio nakyBaHHs Ta perynsaTopHux npoweayp.
combina | uji kposi 06'€AHYTHLCA MiX Hcrec Bi3ya/ilbHY MM®/BA3® (macTep-chaiin Ha
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
tion NOANHN €060 NNaCTUKOBOO M.6.X. iHCMeKw;to: nnasmy/3aranbHuii paiin Ha
II; NIBKOO: KAPTOHHA Okradapma [eccay BaKLUWHHWI aHTUreH). BkoyeHHs
thakTop Kopo6ka Ne 1: mo 1 'M6X, HimeuunHa,; HOBOrO, OHOB/IEHOTO 260
Koaryns chnakoHy 3 B1po6HMK, 3MiHeHoro macTep-haina Ha
Lji KpoBi NOPOLLKOM ANs BiAnoBigabHMI 3a nnasmy y peecTpadiiHe focbe Ha
NOANHN PO34MHYy aNs BMPOGHMLTBO 3a nikapcbkuii 3acié (npoueaypa 2-ro
VII; iHcpysin Ta NOBHVM LK/IOM: eTany ansa NM®) (BKNOYEHHS
hakTop IHCTpYyKLieo Npo OkTachapma OHOB/1EHOr0/3MIHEHOTO MacTep-
Koaryns 3aCTOCYyBaHHS; dapmaueBTVKa thaiina Ha nnasmy, KLU0 3MiHW He
Ui KpoBi KapTOHHa kopobka MpogaykTioHcrec BMN/IMBAIOTb Ha B/1ACTUBOCTI
NOANHN Ne 2: no 1 chnakoHy M.6.X., ABCTpisi; roTOBOro NikapCcbKoro 3acoby)
IX; i3 PO3YMHHMKOM BUPOBHMK BK/1lOUEHHS OHOB/IEHOTO MacTep-
hakTop (BoZa Ans iH'eKUiiA, BiANOBIgaIbHMI 3a thaiina Ha nnasmy y peectpaviiiHe
Koaryns 20 MA1) Y KapTOHHIl BMPOGHMLTBO 3a [0Cbe Ha nikapcbkuii 3acié: PMF
Lji KpoBi Kopo6LUi pa3om 3 NMOBHMM LMK/IOM 3a Certificate no:
NIOONHN KOMMNJIEKTOM A5 BUK/TIOYEHHAM EMEA/H/PMF/000008/05/AU/034
X; 6inok PO3UYMHEHHSA Ta BTOPUHHOI YNaKOBKW:
C; 6inok BHYTPILUHbOBEHHOTO OkTtadhapma,
S BBeAeHHSA (1 wnpwy, PpaHuis;
ofHopasosuid; 1 BUPOGHMLITBO
KOMNeKT ans PO3UMHHVIKA:
nepeHocy (1 Contodapm
ABYXKiHL,EBa roska, dapmavoiiTiwe
1 chinbTpoBanbHa EpuoiirHicce Mm6X,
ronka); 1 komniekr HimeuunHa
AN iHdysiit (ronka-
MeTesnuk); 2
NPOCOYEHUX
CNYPTOM TaMmroHiB)
126. | OKTANNEKC | Coagula | saransH | B02B MOPOLLIOK Ta OkTachap ABCTpIs Brpo6Huk Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnx 3a UA/14313/01/01
500 MO tion niA D01 PO3YMHHWK ANs Ma (anbTepHaTUBHWMIA), Ha/ marepianis: 3MiHu | TUNy - 3MiHN 3 peuyernmom
factor 6inok; po3unHy ans Papmaves BifNoBiganbHWA 3a | ABCTpiA/ | AKoOCTi. 3MiHW [0 peecTpavjiiiHoro
IX, I, VIl | dpakTop iHcpysiin no 500 MO; TMKa BTOPUHHE ®paHuis NOCBiAYEHHS BHACNIAOK iHLLINX
and Xin | koaryns [OBi KOPOOKM MpopaykTio nakyBaHHs Ta perynaTopHux npoweayp.
combina | Ui KpoBi 06’€QHYIOTLCA MK Hcrec Bi3yasibHy NMM®/BA3® (macTep-chaiin Ha
tion NOANHN €06010 NNaCcTUKOBOKO M.6.X. iHCMeKL;to: nnasmy/3arasnbHuii haiin Ha
II; NNiBKOK: KAPTOHHA Oktadhapma [eccay BaKLWHHWI aHTUreH). BkoueHHs
hakTop Kopobka Ne 1: no 1 vm6X, HimeuyunHa,; HOBOrO, OHOBJ/IEHOIO 260
Koaryns hnakoHy 3 B1po6HWK, 3MiHeHoro mactep-aiina Ha
Lji KpoBi NOpPOLLKOM 415 BiANOBIgaIbHMI 3a nnasmy y peecTpadiiiHe foCbe Ha
NOANHN po3unHy ans BVMPOGHMLTBO 3a nikapcbkuii 3aci6 (npoueaypa 2-ro
VII; iHy3in Ta NOBHVM LMK/IOM: etany gns NM®) (BKIYEHHS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
thakTop IHCTpYKLi€0 Npo OkTathapma OHOBJ1EHOrO/3MIHEHOIO MacTep-
Koaryns 3aCTOCYBaHHS; dapmaveBTuka chaiina Ha nnasmy, AKLO 3MiHN He
Lji KpoBi KapTOHHa Kopobka MpoaykTioHcrec BM/IMBAOTb HA B/IACTUBOCTI
NOANHN Ne 2: no 1 chnakoHy M.6.X., ABCTpIs; roTOBOrO JlikapcbKoro 3acoby)
IX; i3 PO3UYMHHUKOM BUPOGHUK Bk/1toueHHs OHOB/IEHOTo MacTep-
thakTop (BoAa Ans iH'eKuil, BigNoBiga/IbHMIA 32 (palina Ha nnasmy y peectpadiive
Koaryns 20 mn) y KapTOHHIl BMPOGHMLTBO 3a [0CbE Ha nikapcbkuii 3acie: PMF
Ll KpOoBI Kopo6Lii pa3om 3 NMOBHUM LMK/IOM 38 Certificate no:
NOANHN KOMMIEKTOM ANs1 BUK/TFOYEHHSAM EMEA/H/PMF/000008/05/AU/035/
X; 6inok PO3UMHEHHSA Ta BTOPVHHOT YMNakoBKW: G
C; 6inok BHYTPILLHbOBEHHOIO Okradhapma,
S BBeAeHHS (1 wnpwy, DdpaHuis;
ofHopasoBuit; 1 BMPOGHMLTBO
KOMNAeKT ans PO3UMHHYMKA:
nepeHocy (1 Contodapm
[OBYXKiHLEBA ronka, dapmavoiiTiwe
1 ginbTpoBasIbHA Epuoiirdicce Mm6X,
ronka); 1 komniekrt HimeuunHa
Ans iHdysil (ronka-
MeTenuk); 2
NPOCOYEHUX
CMMPTOM TaMMNOHIB)
127. | OKTAMNNEKC Coagula | 3aranbH B02B MOPOLLIOK Ta OkTachap AscTpis Brpo6HuK Himeuun BHECEHHSA 3MiH 10 peecTpavLiiHnX 3a UA/14313/01/01
500 MO tion nia D01 PO3YMHHKK AN1S ma (anbTepHaTMBHWMI), Ha/ marepianis: 3miHu | Tuny - 3miHn 3 peyenmom
factor 6inoK; pPO34nHYy oNs dPapmaLeB BiANOBIgaIbHMI 3a AscTpisi/ SKOCTi. 3MiHN [0 peecTpaviliHoro
IX, I, VIl | dpakTop iHdpy3iit no 500 MO; THKa BTOPVHHE ®paHuis NocBiAYEHHA BHACNIAOK IHLLINX
and X in | koaryns [Bi KOPO6KK MpogykTio nakyBaHHs Ta perynsaTopHux npoueayp.
combina | uji kposi 06’€QHYIOTLCS MK Hcrec Bi3yasibHy MM®/BA3® (macTep-oaiin Ha
tion N0ANHN Cc06010 NNaCTUKOBO M.6.X. iHCnekKu,to: nnasmy/3aranbHuii paiin Ha
II; NiBKO: KAPTOHHA OkTtadhapma [Jeccay BaKLWHHWI aHTUreH). BkitoueHHs
thakTop Kopobka Ne 1: no 1 'M6X, HimeuunHa,; HOBOrO, OHOBJIEHOrO a60
Koaryns hnakoHy 3 B1po6HMK, 3MiHEeHOro macTep-cpaiina Ha
Ljii KpOBI MOPOLLKOM ANA BiANOBIAa/IbHMI 3a nnasmy y peectpadiiiHe fOCbe Ha
NOANHN pPO34nHYy oNs BMPOGHMLTBO 3a nikapcbkuii 3aci6 (npoueaypa 2-ro
VII; iHy3iit Ta MOBHUM LMK/TOM: etany gnsa NMM®) (BKIIOYEHHS
thakTop iHCTpYKLUi€to Npo OkTadapma OHOB/IEHOTO/3MIHEHOIO MacTep-
Koaryns 3aCTOCyBaHHS; dapmaveBTUKa chaiina Ha nnasmy, AKLWO 3MiHN He
Lji KpoBi KapTOHHa Kopobka MpoaykTioHcrec BMN/IMBAOTb Ha B/IACTUBOCTI
NOANHN Ne 2: no 1 donakoHy M.6.X., ABCTpIS; rOTOBOrO JliKapCcbkoro 3acoby)
IX; i3 PO3UYNHHUKOM BUPOBHMK Bk/1l04EHHSA OHOBNIEHOTO MacTep-
chakTop (Boaa Ans iH'eKUil, BiiNOBIgabHWIA 32 chaiina Ha nnasmy y peectpadiiiHe
Koaryns 20 MA1) Y KApTOHHiIl BMPOGHMUTBO 3a [0ChE Ha JlikapcbKuii 3aci6: PMF
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Lji KpoBi KOpoO6Lii pa3om 3 NOBHVM LMK/IOM 38 Certificate no:
NOANHN KOMM/IEKTOM AN BUK/TIOYEHHAM EMEA/H/PMF/000008/05/11/031/G.
X; 6inok PO3YMHEHHSA Ta BTOPWHHOI YNaKOBKM: 3MiHu | TMNY - 3MiHK 3 AKOCTI.
C; 6inok BHYTPILUHbOBEHHOIO Okrtadhapma, 3MiHM [0 peecTpauiiiHoro
S BBefeHHs (1 wnpuy, PpaHuis; NocBiAYEHHA BHACNIAOK IHLLINX
ofHopasoswif; 1 BMPOOHMLTBO PerynsTopHnx npoueayp.
KOMMNNEKT ANns PO3YMHHMKA: MM®/BA3® (macTep-haiin Ha
nepeHocy (1 Conodapm nnasmy/3aranbHuii paiin Ha

[OBYXKiHL,EBA rOka,
1 chinbTpoBanbHa
ronka); 1 Komnnaekr
ONs iHdysili (ronka-
MeTesnuk); 2
NpOCoYeHNX
CMMPTOM TaMMOHIB)

dapmauoiiTiwe
EpuolirHicce TM6X,
HimeyunHa

BaKUMHHWUIA aHTUreH). BKIOUYEHHs
HOBOrO, OHOBJIEHOrO abo
3MiHeHoro mactep-cpaiina Ha
nnasmy y peectpaujiiHe goCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro
etany gns MM®) (BKIIOYEHHSA
OHOB/1EHOr0/3MIHEHOTO MacTep-
thaiina Ha nnasmy, KO0 3MiHU He
BMN/IMBAIOTb HA B1ACTUBOCTI
roTOBOrO JliKapCbKoro 3acoby)
Bk/1l0YEHHS OHOB/IEHOTO MacTep-
thaiina Ha nnasmy y peectpauiliHe
[0CbE Ha fikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/AU/032/
G. 3MiHK | TUNY - 3MiHM 3 SKOCTI.
['oTOBWIA Nikapcbknii 3aci6.
KOHTpOs1b roTOBOro NMikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTUMmx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(BHECEHHS 3MiH A0 AOCLE Nic/iA
OHOBJIEHHSA 3arasibHOT CTaTTi Ha
roToBY JliKapcbKy hopmy y
LoY/EBponelicbkili hapmakoner)
3MiHM o cneundikauii Ha
CTEPUSIbHUIA PO3YMHHIK (BOoAA AN
iH'EKLiI1) 3 METO NPVBELAEHHS Y
Bif4NOBIAHICTb 4O OHOB/EHOT
MoHorpadii 0169 "CrtepunbHa
BOZa A8 iH'eKUin" €BponeicbKoT
thapmakonei, 3okpema: -
BW/TYYEHHSI MOKA3HWKIB
"KMCNOTHICTb ab0 JTYXHICTb",
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
"Xnopugu", "Hitpatun”,
"Cynbthatun”, "AMOHI", "KanbLijit
Ta MarHiin". TepMiH BBEAEHHS 3MiH
- NpOTAroM 6 micAuis nicns
3aTBEPAKEHHS
128. | OKTANNEKC | Coagula | sarancH | B02B MOPOLLIOK Ta OkTachap ABcTpis Brpo6HuK Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnX 3a UA/14313/01/01
500 MO tion niA D01 PO3YMHHWK ANs Ma (anbTepHaTMBHWMIA), Ha/ marepianis: 3MiHu | Tuny - 3MiHN 3 peuyenmom
factor 6inok; po3unHy ans dapmaves BifNoBiganbHWA 3a | ABCTpiA/ | AKOCTI. 3MiHW [0 peecTpavjiiiHoro
IX, I, VIl | dpakTop iHcpysiin no 500 MO; TMKa BTOPUHHE ®paHuis NOCBiAYEHHS BHACNIAOK IHLLINX
and Xin | koaryns [OBi KOPOOKM MpopaykTio nakyBaHHs Ta perynaTopHux npoweayp.
combina | Ui KpoBi 06’€QHYIOTLCA MK Hcrec BizyasibHy NMM®/BA3® (macTep-chaiin Ha
tion NOANHN €06010 NNaCcTUKOBOKO M.6.X. iHCMeKL;to: nnasmy/3arasnbHuii haiin Ha
II; NNiBKOK: KAPTOHHA Oktadhapma [eccay BaKLWHHWI aHTUreH). BkoueHHs
hakTop Kopobka Nel: no 1 vm6X, HimeuyunHa,; HOBOrO, OHOBJ/IEHOIO a60
Koaryns hnakoHy 3 B1po6HWK, 3MiHeHoro mactep-gaiina Ha
Ll KpoBi NOpPOLLKOM 415 BiANOBIgaIbHMI 3a nnasmy y peecTpadiiiHe foCbe Ha
NOANHN po3unHy ans BMPOGHMLTBO 3a nikapcbkuii 3aci6 (npoueaypa 2-ro
VII; iHcpy3in Ta NOBHUM LMK/IOM: etany ansa MM®) (BKIHOYEHHS
thakTop IHCTpYKLi€0 Npo OkTathapma OHOB/1EHOrO/3MIHEHOIO MacTep-
Koaryns 3aCcTOCyBaHHS; dapmaveBTVKa thaiina Ha nnasmy, AKLO 3MiHN He
Ljii KpOBI KapTOHHa Kopo6ka MpopykTioHcrec BN/IMBaOTb Ha BN1aCTUBOCTI
NOANHN Ne2: no 1 cpnakoHy M.6.X., ABCTpIs; roTOBOrO JlikapCbKoro 3acoby)
IX; i3 PO3UYMHHUKOM BMPOGHUK B/1to4eHHA OHOB/IEHOTO MacTep-
thakTop (Boga Ans iH'eKuUii, BiANOBIAa/IbHMI 3a thaiina Ha nnasmy y peectpaviiiHe
Koaryns 20 mN) y KapTOHHiIl BMPOGHMLTBO 3a [0CbE Ha nikapcbkuii 3aci6: PMF
Ll KpOoBI Kopo6Lii pa3om 3 MOBHWUM LMK/IOM 3a Certificate no:
NOANHN KOMMIEKTOM ANsi BUK/THOYEHHSM EMEA/H/PMF/000008/05/11/033/G.
X; 6inok PO3UYMHEHHSA Ta BTOPWHHOT YMNakoBKW:
C; 6inok BHYTPILLHbOBEHHOIO Okradhapma,
S BBefeHHs (1 wnpwy, PpaHuis;
ofHopasoBuit; 1 BMPOGHMLTBO
KOMNAeKT ans PO3UMHHYKA:
nepeHocy (1 Contochapm
[OBYXKiHLEBa ronka, dapmavoiiTiwe
1 ghinbTpoBasibHA Epuoiirdicce Mm6X,
ronka); 1 komnnaekr HimeuunHa
Ans iHdysili (ronka-
MeTenuk); 2
NPOCOYEHUX
CMMPTOM TaMMNOHIB)
129. | OKTAMNEKC Coagula | 3aranbH B02B MOPOLLIOK Ta OkTachap AscTpis Brpo6HuK Himeuun BHECEHHSA 3MiH 10 peecTpavLiitHnx 3a UA/14313/01/01
500 MO tion Wi D01 PO3YMHHVK ANsi mMa (a/1lbTepHaTUBHWMIA), Ha/ marepianis: 3Mibu | Tuny - 3miHn 3 peyenmom
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
factor 6inok; pPO34nHYy AN dPapmaLeB BiANOBIgaIbHMI 3a AscTpis/ aKocTi. CepTudikat
IX, 1, VIl | dhakTop iHdpy3iit no 500 MO; THKa BTOPWHHE ®paHuis BignosigHocTi/TE-cepTudcpikar
and Xin | koaryns [OBi KOPOOKM MpopaykTio nakyBaHHs Ta BigNOBiAHOCTI €BpONENCHKil
combina | uji kposi 06’€QHYIOTLCS MK Hcrec Bi3yasibHy thapmaxonei/MoHorpadi.
tion NIOANHN €06010 NNaCTUKOBO M.6.X. iHCneku;to: MopaHHA HOBOro a0 OHOB/IEHOTO
II; NAIBKOK: KAPTOHHA Oxtadhapma [eccay cepTudpikaTta BignoBigHOCTI abo
thakTop Kopo6ka Ne 1: no 1 M6X, HimeuunHa; BW/IyYEeHHSA cepTudikaTa
Koaryns hnaKkoHy 3 B1po6HMK, BiNOBIAHOCTI E€BpoOnelichkilt
Lji KpoBi NOPOLLKOM A/15 BigNoBiga/IbHMIA 32 hapmakonei: gns Ad®l; ans
NOANHN PO34nHY AnA BUPOOHMLTBO 3a BUXiAHOrO
VIL; iHCDy3iil Ta NOBHUM LMK/IOM: marepiany/peareHTy/npomiKHOro
thakTop iHCTpYKLi€0 Npo OkTadhapma NPOAYKTY, L0 BUKOPUCTOBYHOTLCS
Koaryns 3aCTOCYBaHHs; dapmaueBTuKa y BUpOGHULTBI ADI; ans
Ll KpOBI KapTOHHa Kopob6ka MpopykTioHcrec [ONOMDKHOT pEYOBUHM
NOANHN Ne 2: no 1 chnakoHy M.6.X., ABCTpiIs; (cepTudhikat BignoBiAHOCTI
IX; i3 PO3UYMHHUKOM BMPOGHUK €Bponelicbkiin hapmakonei) -
hakTop (Boaa AN iH'eKUil, BiiNOBIgaNbHWIA 3a OHoBNEHWIA cepTuddikar Big, yxe
Koaryns 20 M) y KapTOHHiIl BMPOGHMLTBO 3a 3aTBEPAKEHOr0 BUPOOGHMKA -
Lji KpoBi KOpoO6Lii pa3om 3 NOBHUM LMK/IOM 3a MogaHHA oHoBneHoro CEP ang
NOANHN KOMM/IEKTOM AN BUK/TIIOYEHHAM renapuHy HaTpilo Bif BXe
X; 6inok PO3YMHEHHSA Ta BTOPWHHOI YNaKOBKM: 3aTBEpAKEeHOro BMpobHunka NKF
C; 6inok BHYTPILUHbOBEHHOIO Okrtadhapma, (Nanjing King-Friend Biochemical
S BBefeHHs (1 wnpuy, PpaHuis; Pharmaceutical Co., Ltd.). fjtoua
ofHopasoswif; 1 BMPOOHMLTBO pegakuisi: R1-CEP 2005-070 -
KOMMNAEKT 1A PO3UMHHUKA: RO7. NponoHoBaHa pejakuisa: R1-
nepeHocy (1 Contothapm CEP 2005-070 - R0O8. 3minu | TUny
[OBYXKiHL,EBA rOka, dapmauoiiTiwe - 3MiHK 3 AAKoCTi. FoTOBMIA
1 ghinbTpoBasibHA EpuolirHicce TM6X, nikapcbkuii 3aci6. KoHTponb
ronka); 1 Komnnaekr HimeuunHa [OMNOMDKHUX PevyoBUH. 3MiHa Y
ONs iHdysili (ronka- MeToZax BUNpPOoOyBaHHSI
MeTesnuk); 2 [OMOMDKHOT PEYOBUHM (HE3HAYHI
NpOCoYeHNX 3MiHW y 3aTBEPKEHNX MeTofax
CMMPTOM TaMMOHIB) BMNPOOGYBaHb) 3MiHa TeCT-Habopy
0N BU3HAYEHHSA renapuHy B /13 3
Coamatic (Big, Chromogenix) Ha
[LBOeTanHuin TecT-Habip ans
BU3HAYeHHSA renapviHy-Biophen
Anti-Xa (Hyphen).
130. | OKTANNEKC | Coagula | sarancH | B02B MOPOLLIOK Ta OkTachap ABCTpIs Brpo6Huk Himeuun | BHECeHHs 3MiH [0 peecTpauiiiHnx 3a UA/14313/01/01
500 MO tion niA DO1 PO3YMHHWK ANs mMa (anbTepHaTUBHWMIA), Ha/ marepianis: 3MiHu | TUny - 3MiHN 3 peuyenmom
factor 6inok; po3unHy ans dapmaves BignoBiganbHWii 3a | ABcTpist/ akocTi. CepTtucpikar
IX, I, VIl | dhakTop iHdysii no 500 MO; TMKa BTOPVHHE PpaHuis BignosigHocTI/I E-cepTuddikar
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
and Xin | koaryns [Bi KOPOGKK MpopaykTio nakyBaHHs Ta BiANOBIAHOCTI EBponeichbkili
combina | Ui KpoBi 06’€QHYIOTLCA MiXK Hcrec BizyasibHy thapmaxonei/MoHorpadii.
tion NOANHN C06010 NNaCTMKOBO M.6.X. iHCneKu,to: MogaHHsA HOBOro abo OHOB/IEHOTO
II; NNiBKOK: KAPTOHHA Oktadhapma [leccay cepTudcpikaTa BiANOBIAHOCTI abo
hakTop Kopo6ka Ne 1: no 1 M6X, HimeyuunHa,; BU/yYEHHS cepTudikara
Koaryns dnakoHy 3 Brpo6HMK, BigNOBiAHOCTI €BpONENCHKil
Lji KpoBi NOPOLLKOM 415 BignoBigasnbHWiA 3a thapmakonei: gns A®l; ana
NOANHN po3unHy ans BMPOGHMLTBO 3a BUXiHOro
VII; iHdysin Ta NMOBHVM LMK/TOM: mMaTtepiany/peareHTy/MPoMiKHOIo
thakTop IHCTPYKLi€0 Npo OkTathapma NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
Koaryns 3aCTOCYBaHHS; dapmaveBTrKa y BUPOBHULTBI ADI; Ana
Lji KpoBi KapTOHHa KOpobKa MpoaykTioHcrec [0NOMIKHOT peyoBMHN
NOANHN Ne 2: no 1 chnakoHy M.6.X., ABCTpIs; (cepTudhikat BignosigHOCTI
IX; i3 PO3YMHHUKOM BUPOGHUK €sponeiicbkiii hapmakonei) -
thakTop (BoAa Ans iH'eKuil, BigNoBiga/IbHMIA 32 OHoBeHWIH cepTudcpikar Big yxe
Koaryns 20 mn) y KapTOHHIl BVMPOGHMLTBO 3a 3aTBEPAXEHOr0 BUPOBHUKA -
Ll KpOBI Kopo6Lii pa3om 3 NMOBHUM LMK/IOM 38 MopaHHA oHoBneHoro CEP ana
NOANHN KOMMNJIEKTOM ANt BUK/TIIOYEHHAM renapuHy HaTpilo Bif BXe
X; 6inok PO3UMHEHHSA Ta BTOPVHHOT YMNakoBKW: 3aTBepAXeHoro BupobHuka NKF
C; 6inok BHYTPILLHbOBEHHOIO Okradhapma, (Nanjing King-Friend Biochemical
S BBeAeHHS (1 wnpwy, DdpaHuis; Pharmaceutical Co., Ltd.).
ofHopasoBuit; 1 BMPOGHMLTBO [Oitova pepakuin: R1-CEP 2005-
KOMNNEKT An1a PO3UYMHHUKKA: 070 - Rev 08
nepeHocy (1 Contodhapm MponoHoBaHa pepakuis: R1-CEP
[OBYXKiHLEBA ronka, dapmavoiiTiwe 2005-070 - Rev 09
1 ginbTpoBasIbHA Epuoiirdicce Mm6X,
ronka); 1 komniekTt HimeuunHa
Ans iHdysil (ronka-
MeTenuk); 2
NPOCOYEHUX
CMUPTOM TaMrOHIB).
MapkyBaHHs
YKPaiHCbKOK MOBOK
131. | OKTPEOTUA octreotid | oktpeoT | HO1C PO3YUH ANS iH'EKLN, M. BioTek Benvka Brpo6HuK, Wo Himeyuu BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a UA/14242/01/01
- MBb e nay BO2 0,05 mr/mn; no 1 mn nrtp, BpuTaHi Bignosigae 3a Ha marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
auerar B amnyni; no 5 A BUMNYCK cepil: AKOCTI. [0TOBWIA Nikapcbknii 3acib.
amnyn y navui 3 Benganic MM6X, Cuctema
KapToHY HimeuuunHa; KOHTelHep/3aKynopoBasibHUiA

Brpo6HWK, LWo
3[iACHIOE MOBHWI
LKA BUPOGHMLTBA,
KpiM BUMYCKY cepii:

3aci6. 3miHa nocTavanbHuKa

nakyBasibHUX martepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO
B [10Cb€) (3amiHa abo A0AaBaHHS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
Contodapm nocravyasibHuKa) - 3amiHa
dapmavoiiTiwe BUPOGHWYOT [iNAHKN
EpuoiirHicce Mm6X, (BMPOGHULITBO NaKyBasTbHMX
HimeuuunHa; mMartepianis: amnys) KoMnaHii
AnbTepHaTVUBHWIA Schott Pharma Hungary Ha Schott
BMPOBHMK, LLLO Pharma, Jagodina, Republic of
3[jiCHIOE BTOPUHHE Serbia. 3MiHu | TUNY - 3MiHK 3
nakyBaHHs: aKkocTi. CepTudikaT
BiokaHon ®apma BignosigHocTi/lE-cepTudpikat
'M6X, HimeuunHa BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MoHorpadii.
MogaHHsA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI ab6o
BUyYEHHS cepTudikara
BigNOBIAHOCTI €BpONENiCbKili
thapmakonei: gna A®l; ans
BUXifHOrO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPMCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[0NOMKHOT peYOBUHU
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
HoBwii cepTucpikat Big HoBOro
BMPOGHVKa (3aMiHa abo
[IONOBHEHHS) - NOAAaHHS HOBOTO
cepTugikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei RO-
CEP 2020-229 Rev 01 gns A®l
OKTpeoTuAy aueTar Bif, HOBOrO
BMpOGHUMKa Bachem AG,
Switzerland.
132. | OKTPEOTUA octreotid | oktpeotr | HO1C PO34YUH ANS iH'EKLN, M. BioTek Benvka Brpo6HWK, LWo Himeuun BHECEHHS 3MiH 0 peecTpaLiiHX 3a UA/14242/01/02
- Mb e nay B02 0,1 mr/mn; no 1 mn B nrtp BputaHi Bignosigae 3a Ha mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuyenmom
auertar amnyni; no 5 amnyn A BUNYCK cepil: AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
y nauui 3 KapTOHY Benganic Mv6X, Cucrtema
HimeuunHa; KOHTelHep/3aKynoploBasbHUIA

Brpo6HuK, LWo
3[iiCHIOE MOBHMI
LKA BUPOGHMLTBA,
KpiM BUMYCKY cepii:
Contodapm

3aci6. 3miHa nocTavasnibHuKa
nakyBaJIbHUX MaTepiasis abo
KOMMIEKTYOUMX (SIKLWO 3a3HAYEHO
B [10CbE) (3amiHa abo A0AaBaHHS
nocravyasibHUKa) - 3amiHa




171

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

dapmavoiiTiwe
Epuoiirdicce Mm6X,
HimeuyuunHa;
AnbTepHaTUBHWIA
BUPOGHUK, LLO
3[iACHIOE BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
'vm6X, HimeyunHa

BVMPOGHWYOT AiNAHKN
(BUPOBHULTBO NaKyBasIbHUX
mMartepianis: amnys) KoMnaHii

Schott Pharma Hungary Ha Schott
Pharma, Jagodina, Republic of
Serbia. 3miHn | TURY - 3MiHK 3

aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar
BigNOBiAHOCTI €BpoONeENiChbKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHOCTIi abo
BWIYyYEHHS cepTudikaTa
BiNOBIAHOCTI €BpONeichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudhikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikat Big HOBOro
BMPOGHMKa (3amiHa abo
[ONOBHEHHS) - NOAAaHHS HOBOrO
ceptudpikaTa BiANOBIAHOCTI
€poneiicbkiii hapmakonei RO-
CEP 2020-229 Rev 01 ans A®l
OKTpeoTuAy aueTar Bif, HOBOrO
BMpO6HUKa Bachem AG,
Switzerland.

133.

OKTPEOTUA
- Mb

octreotid
e

OKTpeoT

nay
auerart

HO1C
B02

PO34MH ANA iH'EKLN,
0,5 mr/mn, no 1 mn B
amnyni; no 5 amnyn

y nayui 3 KapTOHY

M. BioTek
nTa,

Benuvka
BpuTani
b

Brpo6HuK, LWo
BignoBigae 3a
BUNYCK cepii:
Benpanic MvéX,
HimeuyuunHa;
Brpo6HuK, Wo
3[jACHIOE MOBHWIA
LKA BUPOGHMLTBA,
KpiM BUMyCKy cepii:
Contotapm
dapmauoiTiwe

Himeyun
Ha

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWi
3aci6. 3miHa nocTavanbHuKa
nakyBasibHUX MaTepiasis abo
KOMMNIEKTYUMX (AKLO 3a3Ha4YeHO
B [10Cb€) (3amiHa abo fofaBaHHS
noctavyasibHUKa) - 3amiHa
BMPOBHMYOI AiNISHKN

3a
peyerimom

UA/14242/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

EpuolirHicce TM6X,
HimeuyuunHa;
AnbTepHaTUBHWI
BMPOGHUK, L0
3[jliCHIOE BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
M6X, HimeyunHa

(BMPOGHNLTBO MakKyBaslbHUX
marepianis: amnys) KoMnaHii
Schott Pharma Hungary Ha Schott
Pharma, Jagodina, Republic of
Serbia. 3miHu | TUNY - 3MiHKn 3
sKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI E€BpONelichkilt
hapmakonei/MoHorpadii.
MopaHHA HOoBOro abo OHOB/IEHOrO
cepTucpikaTa BiANoBiAHOCTI ab60
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNeiichkili
hapmakonei: gna Ad®l; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA
y BUPOGHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHA
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
HoBwuii cepTudpikat Big HOBOro
BMPOGHMKa (3aMiHa abo
[IONOBHEHHS) - NOAAaHHS HOBOTO
cepTudikaTa Bi4noBIAHOCTI
€sponeiicbkiii hapmakonei RO-
CEP 2020-229 Rev 01 gns A®l
OKTpeoTnay aueTar Bif, HOBOrO
BMpo6HUMKa Bachem AG,
Switzerland.

134.

OKTPEOTUA
- MBb

octreotid
e

OKTpeoT

nay
aueTaTt

PO3YUH ANS iH'EKLN,
0,05 mr/mn; in bulk:
no 1 mn B amnyni;
no 50 amnyny
KapTOHHi Kopobuj

M. BioTek
nrtp,

Benvka
BpuTani
]

Brpo6HuK, Wo
Bignosigae 3a
BUMNYCK cepil:
Benganic Mv6X,
HimeuuunHa;
Brpo6HWK, LWo
3[iACHIOE MOBHWI
LKA BUPOBGHMLTBA,
KpiM BUMYCKY Cepii:
Contogapm
dapmavoiiTiwe
EpuoiirHicce M'm6X,

Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaLjiiiHux
marepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cuctema
KOHTelHep/3aKynopoBasibHWUiA
3aci6. 3miHa nocTavasibHVKa
nakyBasibHUX martepianis abo
KOMMJIEKTYOUMX (SIKLLO 3a3HaYEHO
B [JOCb€) (3amiHa abo gojaBaHHs
nocravyasibHuUKa) - 3amiHa
BUPOGHWYOT [iNAHKN
(BMPOGHNLITBO NaKyBasIbHMX

UA/14243/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

HimeuuunHa;
AnbTepHaTUBHWIA
BMPOBHMK, LLLO
3[jiCHIOE BTOPUHHE
nakyBaHHs:
BiokaHon ®apma
'vm6X, HimeuunHa

mMartepianis: amnys) KoMnaHii
Schott Pharma Hungary Ha Schott
Pharma, Jagodina, Republic of
Serbia. 3MiHu | TUNY - 3MiHK 3
akocTi. CepTtucpikat
BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/MoHorpadii.
MogaHHsA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI a6o
BU/yYEHHS cepTudikara
BigNOBiAHOCTI €BpoONeENiChbKili
thapmakonei: gna A®l; ans
BUXifHOrO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPMCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[0NOMIKHOT peYOBMHN
(cepTtudhikat BignosigHOCTI
€Bponeiicbkiii hapmakonei) -
HoBwii cepTucpikat Big HoBOro
BMPOGHVKa (3aMiHa abo
[ONOBHEHHS) - NOAAHHA HOBOIrO
cepTugikaTa BignoBigHOCTI
€Bponeiicbkin hapmakonei RO-
CEP 2020-229 Rev 01 ana A®I
OKTpeoTuAy aueTar Bifj HOBOrO
BMpOGHUMKa Bachem AG,
Switzerland.

135.

OKTPEOTUA
- Mb

octreotid
e

OKTpeoT

nay
auerar

PO34YUH NS iH'EKLN,
0,1 mr/mn; in bulk:
no 1 mn B amnyni;
no 50 amnyny
KapTOHHI Kopo6Lyi

M. BioTek
nrg

Benvka
BputaHi
]

Brpo6HWK, LWo
Bignosigae 3a
BUNYCK cepil:
Benpanic M'vbX,
HimeuuunHa,;
Brpo6HuK, LWo
3[iAiCHIOE MOBHMIA
LMK BUPOGHULTBA,
KpiM BUMYCKY cepii:
Contochapm
dapmavoiiTiwe
Epuoiirdicce Mm6X,
HimeyuunHa,

Himeuun
Ha

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMartepianis: 3miHu | TUNy - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrtema
KOHTEliHep/3aKyrnopoBasbHWi
3aci6. 3MiHa nocTavasibHVKa
nakyBaJIbHUX MaTepiasis abo
KOMMNIEKTYUMX (SKLWO 3a3Ha4eHo
B [10CbE) (3amiHa abo A0AaBaHHS
nocTavyasnbHvka) - 3aMiHa
BMPOGHMYOT AiNsAHKN
(BUPOBHMLTBO NaKyBasIbHUX
mMartepianis: amny) KoMnaii

UA/14243/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

AnbTepHaTUBHWIA
BUPOGHUK, LLO
3[iAiCHIOE BTOPUHHE
nakyBaHHs:
BiokaHon ®apma
'vm6X, HimeyunHa

Schott Pharma Hungary Ha Schott
Pharma, Jagodina, Republic of
Serbia. 3miHn | TURY - 3MiHK 3

aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar
BigNOBiAHOCTI €BpoNeNiCbKili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTta BignoBigHOCTIi abo
BW/IYyYEHHSA cepTudikaTa
BiNOBIAHOCTI E€BpONelichkilt
thapmakonei: gna Adl; ans
BUXiAHOro
mMartepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYOTLCA

y BUpOGHMLTBI ADI; aAns
[ONOMDKHOT PEYOBUHYM
(cepTudbikat BignoBigHOCTI
€Bponeiicbkilii hapmakonei) -
HoBwii cepTudikat Big HOBOro
BMPOGHMKa (3amiHa abo
[IONOBHEHHS) - NOAAaHHS HOBOrO
ceptudpikaTa BiANOBIAHOCTI
€poneiicbkiii hapmakonei RO-
CEP 2020-229 Rev 01 ans A®l
OKTpeoTuAy aueTar Bif, HOBOrO
BMpOo6HUKa Bachem AG,
Switzerland.

136.

OKTPEOTUA
- Mb

octreotid
e

OKTpeoT

nay
auerart

PO34MH ANA iH'EKLN,
0,5 mr/mn; in bulk:
no 1 mn B amny/ii;
no 50 amnyny
KapTOHHI Kopo6Lyi

M. BioTek
nTa,

Benuvka
BpuTani
A

Brpo6HuK, LWo
BignoBigae 3a
BUNYCK cepi:
Benpanic MvéX,
HimeuyuunHa;
Brpo6HuK, Wo
3[jACHIOE MOBHWIA
LMK BUPOBHULTBA,
KpiM BUMyCKy cepii:
Contothapm
dapmavoiiTie
EpuolirHicce TM6X,
HimeuuunHa;
AnbTepHaTUBHUI

Himeyun
Ha

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBasbHWi
3aci6. 3miHa nocTavanbHuKa
nakyBasibHUX MaTepiasis abo
KOMMNIEKTYUMX (AKLO 3a3Ha4YEHO
B [10Cb€) (3amiHa abo fofaBaHHS
noctavyasibHUKa) - 3amiHa
BVMPOGHWYOT [iNsHKN
(BMPOGHULTBO MakKyBaslbHUX
marepianis: amnys) KomMnaxii
Schott Pharma Hungary Ha Schott

UA/14243/01/03
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Hassa

MixxHap

Hassa
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n/n

JNliKapcbKo20
3acoby

00Ha

a
Ha3sa*

Hername
HMosBaH

diroyor
peyosu
HU

Koo
ATX

ynakoska)

Popma sunycky
(nikapcbka cpopma,

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep

peecmpayiliHo
20

nocsioYyeHHs1

137.

OMEPOHIKC

ceftriaxo

Ledrpu

JO1DD

BMPOGHWK, L0
3[jliCHIOE BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
M6X, HimeyunHa

Pharma, Jagodina, Republic of
Serbia. 3miHu | TUNY - 3MiHKn 3
sKocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €BpONeichkilt
hapmakonei/MoHorpadii.

cepTucpikaTa BiAnNoBigHOCTI ab6o
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpoNechbkili
hapmakonei: gna Adl; ana
BMXiZAHOTO
mMartepiany/peareHTy/npomiKHOro

y BUPOGHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHA
(cepTucpikaT BignoBifHOCTI
€Bponeiickkin papmakonei) -
HoBwuii cepTudpikat Big HOBOro
BMPOGHMKa (3aMiHa abo
[IONOBHEHHS) - NOAAaHHS HOBOTO
cepTudikaTa Bi4noBiAHOCTI
€sponeiicbkiii hapmakonei RO-
CEP 2020-229 Rev 01 gns A®l
OKTpeoTnay aueTar Bif HOBOrO
BMpo6HUMKa Bachem AG,
Switzerland.

lMoaaHHA HOBOrO ab0 OHOB/IEHOTO

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS

ne

aKCcoH
HaTpito

04

NOPOLLOK 47151
PO34MHY AN5 iH'EKL
abo iHdysinno 2r, 1
chnakoH 3 NopoLLKOM
Y KOpO6Li 3 KapTOHY

TOB
«AHAHTA
MEZAIKEA

p
YKPAIHA»

YkpaiHa

AHaHTa Mepgjikeap
Nimiten,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHa 3asBHuka /13
(MIBM) (BNnacHuka peectpawjiiniHoro
nocBigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). BeaeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEPKEHHS. 3MiHW | Tvny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,

3MiHa YNMOBHOBaXXEHOT 0co6MU,

3a
peyenmom

He
nionsie
ae

UA/15264/01/02




Ne

Hassa

Hassa
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n/n

JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

diroyor
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

138.

NAKCENAAN

oxeladin

okcenag,

RO5D

BiANOBiAA/bHOT 32 3AiICHEHHSA
hapmakoHarnsagy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHMKa ANs1 34iCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLLO
BOHa BigMiHHa Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3ailicHeHHs hapmakoHarnagy
(BK/IIOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-alina cucremu
hapmakoHarnagy) -
YTOUHeHHs agpecu
MiCLie3HaXOKEHHS
YNOBHOB&XEHOT 0COOM 3asBHNKA,
BiANOBiAANbHOI 32 3AiICHEHHSA
hapmakoHarnsagy Ta 3miHa ii
KOHTaKTHUX JaHWX. YTOYHEHHS
agpecy MicLe3HaxoMKeHHS
macTep-alina cucremu
thapmakoHarsiagy Ta 3miHa inoro
Homepa.
YTOUYHeHHS agpecu Micus
3[iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3
chapmakoHarnsgy.

H®

VH
umMTpar;

B09

cupon, 10 mr/5 mn;
no 100 mn a6o no
125 mn 'y pnakoHi;
no 1 donakoHy 3
MipHOIO JTOXKOI a60
MiPUHUM CTakaHOM y
KapTOHHi Kopobuj

MANONI
DAPMA
®PAHC

PpaHLin

Bnpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
naxyBaHHs:
CO®APTEKC,
PpaHuis;

Brpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,

KOHTPO/Ib SIKOCTI,

BUNYCK cepil:
MANOSI IHAYCTPI,
PpaHuin

®paHuis

BHECEHHS 3MiH 1O peecTpavLiitHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (BNacHuka
peecTpaLiiiHOro NocBig4YeHHs) -
3MiHa Ha3BW | agpecy 3asBHUKA,
OCKINbKW Lie NOB’'A3aHO 3
MapKeTVHrOBOI NONITUKOLO
KomnaHii. 3MiHM BHECEHO B
IHCTPYKLj0 A58 MeanyHOro
3acTocyBaHHS Nikapcbkoro 3acoby
y po3ainu "3asBHuK",
"Micue3HaxoKeHHs 3asBHMKA".
BBefeHHSA 3MiH NPOTArom 6-Tn

MICALIB MiCNA 3aTBEPKEHHS.

3MiHM | TMNYy - AOMIHICTPaTUBHI

6e3
peyenma

nionsie
ae

UA/2437/02/01




177

Ne
n/n

Hassa

JNliKapcbKo20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BkIYaouu
OiNbHUL BUNYCKY cepii abo micue
NpoBeLieHHS KOHTPOJTHO SKOCTI.
(aisnbHICTB, 3a AKy Bignosifae
BMPOGHUK/IMMOpPTEP, BK/IOYAKUM
BWMYCK Cepiil) - 3MiHa Ha3BM Ta
afpecy BUpobHuKa, 6e3 3MiHu
Micusi BUPOOHULTBA. 3MiHK
BHECEeHO B iHCTPYKLlo Ans
MeLMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3aim
"BMpo6HMK", "MicLie3HaxomKeHHS
BMpOGHMKa Ta agpeca Micus
NPOBaYKEHHS MOr0 AisNnbHOCTI" 3
BiANOBIAHAMWN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. BBeieHHS
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHW | Tvny -
3MiHV Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHO B TEKCT
MapKyBaHHS BTOPMHHOI YNaKoBKM
nikapcbkoro 3acoby y nyHkTu 8, 9,
13, 16, 17 Ta B TEKCT MapKyBaHHSA
NepBUHHOIT YNakoBKWN Y NMYHKTN 3, 4,
5, 6. BBefieHHA 3MiH NPOTArom 6-
TN MicALiB NicNs 3aTBepKEHHS.

139.

MA
H®

KCENAOU

oxeladin

okcenag
WH
umTpart

RO5D
BO9

cvpon, 10 mr/5 mn;
no 100 mn a6o 125
My thnakoHi; no 1
h1akoHy 3 MipHOHO
JI0XKOI ab0 MipHUM
CTakaHoM y
KapTOHHI Kopo6Lyi

Maiioni
Papma
PpaHc

®paHuis

MAWONI IHAYCTPI,
PpaHuin
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
naxyBaHHs,
KOHTPO/Ib SIKOCTI,
BUNyCK cepii);
CO®PAPTEKC,
PpaHuis

®paHuis

BHECEHHS 3MiH 0 peecTpaLiiHX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX JaHunX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBiAA/IbHOI 32 34iCHEHHSA

6e3
peyenma

UA/2437/02/01




Ne

Hassa

Hassa

Koo
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n/n

JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername

a
Ha3sa*

HMosBaH

diroyor
peyosu
HU

ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

140.

NEP'ETA®

pertuzu

nepTysy

LO1FD

(BpO6HMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs)

thapmakoHarnagy; KOHTakTHoOT
ocobu 3 chapmakoHarnagy
3asBHMKA /15 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWo
BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3pificHeHHs hapMakoHarnsay
(BK/TIOYAOYN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0CO6U 3asBHNKA,
BiANOBiAANbHOI 32 3AiICHEHHSA
thapmakoHarnagy. fjova
pegakuisi: Cinbist CicMoHzo /
Sylvie Cismondo. NponoHoBaHa
pepakuis:Hikonac ®eppapi /
Nicolas Ferrari.
3MiHa KOHTaKTHUX faHnX
YMNOBHOBaXEHOI 0CO6Y 3asBHIIKa,
BiAMOBIAA/IbHOT 32 34iNCHEHHS
thapmakoHarnagy. 3miHa
KOHTaKTHOI 0COBU 3asBHMKA,
BiAMOBIAA/IbHOT 32 34iNCHEHHS
hapMakoHarnagy B Ykpaini. [irova
pegakuis: Wanka OnexHa
BonogumupisHa. MponoHoBaHa
pepakuis: MpaconeHko tOnis
BanepiiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu
3asBHMKa, BiANoBigaNbHOI 3a
thapmakoHarnsg B Ykpaini. 3miHa
Micust 34iICHEHHS OCHOBHOT
LifNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy
Ta lioro Homepa

mab

Mab

KOHUeHTpaT ons
pO3uunHy ans
iHcpysiii no 420
Mr/14 mn; no 14 mn

TOB
«Pou
YkpaiHa»

y chrakoHi; mo 1

YkpaiHa

Brpo6HnuTBO
Hepo3dacoBaHo|
npoaykuii, nepBrHHe
nakyBaHHs,

BMNPOGYBaHHS

Himeyun
Ha/
LBeiiua
pist

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3miHu | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOBGHMLTBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYHTbCS

3a
peyerimom

UA/13062/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
dhnakoHy y KOHTPOJIHO SIKOCTI: BMNYCKY Cepii Ta KOHTPOJIHO AKOCTI
KapTOHHI Kopo6Lyi Pow fiarHocTuke roTOBOrO JliKapCbKOro 3acoby
'M6X, HimeuunHa,; (3amiHa abo gogaBaHHs
BTopuHHe BMPOGHMKa, LLO BiAnoBigae 3a
nakyBaHHs1, BUMYCK BBE3EHHA Ta/abo BUMNYCK cepi) -
cepii: ®.XodhdpmaHH- He Bktovarum
Na Pow Nta, KOHTPO/Ib/BMNPOBYBaHHSA cepil -
LLiBeiuapis BHeceHHs iHchopmaLii npo
iMmnopTepa B YkpaiHy 40 po3ainy
3.2.P.3.1 Bupo6Huk(1) B
maTepianu peecTpauiiHoro focbe,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
141. | NIAPOH Paracet napauet | NO2B TabneTku Wwunyyi no TOB YkpaiHa | KYCYM XENTXKEP IHAisa BHECEHHS 3MiH 40 peecTpaLiiiHX 6e3 UA/20607/01/01
POPTE amol, amon, E51 500 mr/65 mr, no 4 "KyCyM" MBT NTA martepianis: 3miHu | Tuny - peyenma
combina | kodheiH TabneTkn y cTpuni; AfMiHICTpaTMBHI 3MiHN. 3MiHa
tions no 3 ctpunu y HalimeHyBaHHs Ta/abo agpecu
excl. KapTOHHI ynakoBLi 3asBHVKa (B/1acHMKa
psychole peecTpauiiHoro NocBigYeHHs)
ptics 3MiHa HaliMeHyBaHHS 3asiBHUKa

(BnacHvika peecTpadiiiHoro
nocBeifyeHHs), 6e3 3MiHun
IopuanYHOI 0cobu. 3miHum | Tuny -
3MiHu 3 sKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKoro 3acoby.
3MiHa y MeToziax BUNPO6YBaHHsA
rOTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3MmiHa y 3aTBepKEeHNX
MeToAax BUNPO6YBaHHS) - 3MiHW
CTOCYIOTbCA METOAUKN KOHTPOJTHO
AKOCTi /13 3a NOKa3HMKOM
«lpeHTudikayis» («laeHTudikayis
napaueTtamosy Ta KoheiHy»
mMeTodoM Y®-cnektpodhoTomeTpil
(n. 2.2, 2.3)), 30kpema 3miHa
nonsrae y BUy4YeHHi 3 onucy
METOAVKN KOHTPOJIIO 3rafiok Npo
CTaHAaPTHWIA PO3UMH Ta PO3YUH
nnaue6o, NPUroTyBaHHs SIKUX Yy
3aTBEPLKEHIV Nnpoueaypi He
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
onuncaHo Ta siki He

BMKOPUCTOBYOTbCS
6e3nocepeHbLO A5 NPOBEAEHHS
BUMIpIOBaHHSA cnekTpa.
BunyyeHHs 3a3HaYeHNX PO3UnHIB
He BMAVBAE Ha NPUHLMM, YMOBM Ta
pesynbTaTu NpoBeAeHHS
BUNPOOYBaHHSA, He 3MIHI0E
BCTaHOB/IEHMX KpUTEPIiB
NPUAHATHOCTI. 3MiHW | Tuny -
3MiHK 3 aKkocTi. FoToBUIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro 3acooy.
3MiHa y MeTofax BMNpobyBaHHS
rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepKEHNX
MeTofax BUNPO6yBaHHS)

- 3MiHa CTOCY€ETbCA METOAVKN
KOHTPO/I0 SIKOCTi J13 3a
NoKasHNKOM «OHOPIAHICTb
[1030BaHVIX OAMHWL», 30Kpema:
00 NYHKTY «[puroTyBaHHs
BMNPOBGOBYBAHOIO PO3UNHY»
NPOMNOHYETLCA AoAaTN NPUMITKY
LLIOA0 3aCcTOCyBaHHA TiET camol
npoteaypu NpUroTyBaHHs
BUMPOGOBYBAHOIO PO34MHY A/1A
pewTn 9 TabneTok, 3MiHa €
peAakuiiHUM YyTOYHEHHSAM, He
3MIHIOE NPVHLMN MeTogy Ta
KpuTepii NPUAHATHOCTI. 3MiHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro 3acooy.
3MiHa y MeTofax BMNpobyBaHHS
rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepKEHNX
mMeTofax BunpobysaHHs) - 3miHa
CTOCYETLCA METOAMKM KOHTPOJIO
AKocTi /13 3a MoKkasHUKOM
«CynpoBifHi AOMILLKM», 30Kpema:

0,0 NYHKTY «YMOBU
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
XpomaTorpadyyBaHHs»
NPOMNOHYETLCA foAaTU
iHhopmawito Wwoao cknagy
pyxomux ¢has, a came: pyxoma
haza A — 6ydhepHuii po3unH;
pyxoma hasa B — meTaHon,
3MiHa € peAakuiiHM YTOUYHEHHSM,
He 3MiHI0E NPUHLMN MeToAy Ta
KpuTepii NPUIAHATHOCTI.
142. | NIAPOH Paracet napauer - TabneTky Wwuny4i no TOB YkpaiHa | KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLjiiiHux - UA/21089/01/01
DOPTE amol, amon, 500 mr/65 mr in bulk: "KYCyM" MBT NTA marepianis: 3miHu | Tuny -
combina | kodheiH Ne1344 (4x336): no AfMiHiCTpaTWBHI 3MiHU. 3MiHa
tions 4 TabneTkun y cTpuni; HalimeHyBaHHs Ta/abo agpecu
excl. no 336 cTpunis y 3as1BHMKa (BNacHuKa
psychole KapTOHHI Kopo6Lyi peecTpauiiHoro NoCBigYEHHS)
ptics 3MiHa HalilMeHyBaHHs 3asiBHUKa

(BnacHwvka peecTpauiiHoro
nocBigueHHs), 6e3 3MiHu
IOPUANYHOT 0co6U. 3MiHU | TUMNY -
3MiHu 3 siKoCTi. FoTOBWIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO NiKapCcbKoro 3acooy.
3miHa y meToAax BunpobyBaHHS
rOTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepKEeHNX
MeTofax BUNPO6YBaHHS) - 3MiHU
CTOCYIOTbCA METOAUKN KOHTPOSIIO
AKocTi /13 3a NokasH1KoOM
«lpeHTudpikayis» («laeHTudikauis
napaueTtamosny Ta KoheiHy»
MeToaoM Y®P-crniektpodhoToMeTpil
(n. 2.2, 2.3)), 30kpema 3MiHa
nonsrae y BUy4YeHHi 3 onucy
METOAVKN KOHTPOJIIO 3rafok Npo
CTaHAAPTHWIA PO3UMH Ta PO3YUH
nnaue6o, NpUroTyBaHHs SKUX y
3aTBepAKeHili npoueaypi He
OnMCcaHo Ta ki He
BUKOPWUCTOBYHOTHCS
6e3nocepeHb0 A/1A NPOBeAEeHHS
BMMIpIOBaHHSA cnekTpa.
BuiyyeHHs 3a3HayeHWX PO3UMHIB
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
He BMAVBAE HA NPUHLMM, YMOBM Ta

pe3ynbTaTu NPoBeAEeHHS
BMNPOOGYBaHHS, HE 3MiHIOE
BCTaHOB/IEHNX KPUTEPIiB
NPUAHATHOCTI. 3MiHW | TNy -
3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acooy.
3MiHa y MeTogax BUNpoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPIKEHNX
MeTo4ax BUNpPOOyBaHHs)
- 3MiHa CTOCYETbCA METOAVKN
KOHTpO/It0 AKoCTi /13 3a
NoKasHNKOM «O4HOPIAHICTb
[030BaHVX OAMHWLbB», 30KpeMa:
00 NYHKTY «MpUroTyBaHHs
BMNPOGOBYBAHOIO PO3UMHY»
NPOMOHYETHLCA A0AaTU NPUMITKY
LLIOA0 3aCTOCyBaHHA TiEl camol
npoueaypv NpUroTyBaHHs
BMNPO6GOBYBAHOIO PO34nHy A/15
pewwTn 9 TabneTok, 3miHa €
peAakuiniHM YTOYHEHHSIM, He
3MIHIOE NPUHLMN MeToAy Ta
KpuTepii NPUAHATHOCTI. 3MiHN |
TMny - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acooy.
3MiHa y MeTogax BUNpoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPIKEHNX
MeToZax BUNPOOYyBaHHS) - 3MiHa
CTOCYETLCSA METOAVKM KOHTPOJTHO
AKoCTi /13 3a NOKa3HMKOM
«CynpoBigHI 4OMILIKU», 30KpeMa:
[0 NYHKTY «YMOBM
XpomaTtorpadyBaHHs»
NPOMOHYETLCA foAaTH
iHpopmadito Wwoao cknagy
pyxomux ¢has, a came: pyxoma

haza A — 6ychepHUin po3ynH;
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
pyxoma ha3a B — metaHon,
3MiHa € peAaKLiiHM YTOYHEHHSIM,
He 3MIHIOE NPUHLMM MeToAy Ta
KpUTEpii NPUAHATHOCTI.
143. | NIPALETAM piraceta | nipauet NO6B PO34MH ANA iH'EKLN, MAT YkpaiHa MAT "Tanuucpapm" YkpaiHa | BHECeHHs 3MiH [0 peecTpauiliHux 3a UA/0901/01/01
m am X03 200 mr/mn; "Tannuda marepianis: 3minu Il TUny - 3MiHK peyenmom
no 5 mn B amnyri; pm" 3 AkocTi. A®l. BUpo6HMLTBO.
no5amnyny 3MiHa BMpO6HMKa
KOHTYPHIl BWXifHOro/MpoMiXKHOro
YapyHKOBIi NpoAayKTy/peareHTy, Lo
ynakoBLij; no 2 BUKOPUCTOBYHOTHLCS Y
KOHTYPHi YapyHKOBI BMPOGHMYOMY npouieci Adl, abo
yNakoBKM y nauyi 3MiHa BMpPOGHMKa (BK/oYaouu, ae
HeobxigHO, MiCcLe NPOBeAEHHS
KOHTpO/It0 siKocTi) AdI (3a
BiJCYTHOCTI cepTudikata
BifNOBiAHOCTI €BpONeickkilt
thapmakonei y 3aTBepiXeHOMY
[ocbe)(BBEAEHHA HOBOTO
BMPO6HUKa API 3 HafaHHAM
mMacTtep-haiina Ha Adl) -
BBE/leHHS1 aNlbTepHaTUBHOIO
BMpo6Huka A®I MIPALUETAM 3
MeTOol0 3abe3neyeHHs
6e3nepebiltHOCTi BUpOOHMLTBA
N3 Mipayetam, po3uvH Ans
iH ekuii 200 mr/mn, a came
BMPOGHMKa Zaklady
Farmaceutyczne Polpharma S.A.,
Monbla, (nonepesHs pegakuis:
Northeast Pharmaceutical Group
Co., Ltd, KuTaii; HoBa pepakuiisi:
Northeast Pharmaceutical Group
Co., Ltd, KuTaii; Zaklady
Farmaceutyczne Polpharma S.A.,
Monbuwa)
144. | noBUAVH Povidon | nosigoH- - cynosutopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux - UA/13852/01/01
e-iodine | iiog, BariHanbHi no 0,3 r, aKuioHepH akujioHepHe marepianis: 3miHu | Tuny - 3miHn
in bulk: no 5 e TOBapUCTBO «J1EKXiM woao 6e3nekn/edpekTBHOCTI Ta
Cyno3nTopiiB y TOBapucTB -XapkiB» hapmakoHarnagy (iHwi 3miHn)
6nictepi; no 200 0 «J1ekxim- - OHOB/EHHSA TEKCTY MapKyBaHHS
6icTepiB Yy AWMKY XapkiB» copmu in bulk, y 38's13Ky 3
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
BUJTYYEHHAM TEKCTY MapKyBaHHS
POCIiCbKOK MOBOI Ta BHECEHHS
pedakuiiHux NpasBok 3a n.n. 2, 4,
11, 17 ana chopmu in bulk.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCSILiB MicNsi 3aTBEPAKEHHS.
145. | noBUAVH Povidon | nosigoH- | GO1A cynosuTopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux 6e3 UA/3798/01/01
e-iodine | 1iopg, X11 BariHanbHi no 0,3 1; aKLioHepH akujioHepHe marepianis: 3miHu | Tuny - 3miHn peyenma
no 5 cynosuTopiiB y e TOBapUCTBO «J1EeKXiM woao 6e3nekn/edpekTBHOCTI Ta
6nictepi; no 1 a6o 2 | TOBapuCTB -XapkiB» hapmakoHarnagy (iHwi 3miHn)
6nictepu B nauu;j 3 0 «J1ekxim- OHOB/1EHO TEKCT MapKyBaHHSA
KapTOHY; no 7 XapkiB» NepBUHHOT Ta BTOPUHHOI YNakKoBKu
cynosmTopiiB y nikapcbKkoro 3acoby, a came:
6nictepi; no 2 BWIYYEHO iH(hOopMaLLito, 3a3Ha4YeHy
6nictepu y nauuj POCIiCbKOKO MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
NepBUHHOT (M. 2, 6) Ta BTOPUHHOT
(n. 2, 4,11, 16, 17) ynakoBku, a
TakKoX 3p06/1eHO He3HaYHI
pepakuiiiHi npaBkn.BeefeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS.
146. | NONMDKMHAK | Nystatin, | Heomiun | GO1A Kancynm BariHasibHi; Nabopato | ®paHuis B1po6HWK, ®paHuia | BHECEHHS 3MiH 40 peecTpaLiiHnx 3a UA/10193/01/01
(o3 combina | Hy A51 no 6 kancyny pis BiANOBIAaIbHMI 3a marepianis: 3miHu | TRy - 3miHK 3 peyenmom
tions cynbat 6nictepi; no 1 a6o 2 IHHOTEK nakyBaHHs, aKocTi. CepTudikaT
, 6nictepu B IHTepHach KOHTPO/b | BUMYCK BignosigHocTi/lE-cepTudikar
nonimikc KapTOHHI Kopo6Lyi noHasnb cepii: IHHOTepa BiANOBIAHOCTI €BpONeichbkili
MH B Lysi, ®dpaHuis; thapmakonei/MoHorpadii.
cynbhat Brnpo6HMK, MogaHHSA HOBOrO a60 OHOB/IEHOTO
, BignoBiga/IbHWiM 3a cepTudikaTa BignoBigHOCTI abo
HicTaTuH BUPOGHMLTBO in BWU/IyYEHHS cepTudikaTa

bulk: KataneHt
®paHL, BeiHxelim
CA, ®paHuia abo
CBICC KENC Ar,
LLiBeiuapis, abo
IHHOTepa LLysi,
®paHuin

BiNOBigHOCTI E€Bponelickkilt
hapmakonei: ana Adl; ans
BMXiAHOTO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, O BUKOPNCTOBYOTLCA
y BUPOGHULTBI ADI; ans
[onomikHoi peyosuHu (FE-
cepTudikaT BiAnoBigHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
npoAaykTy abo AONOMiXHOT
peyoBrHKM) - OHOBNEHWI
cepTugikaT Bif BXe
3aTBEPAKEHOIO BUPOBHMKA -
OHoBneHHs M'E-cepTudikaty
BigMNoBigHOCTI €BpONeCcLKOT
thapmakonei (CEP NeR1-CEP
2003-172-Rev 03) ans
[LOMOMDKHOT PEYOBUHM XeslaTuH
Bifj BXXe 3aTBEpKEHOrO
Bupo6Huka GELITA GROUP.
3artBepmxeHo: CEP NeR1-CEP
2003-172-Rev 02.
3anponoHosaHo: CEP NeR1-CEP
2003-172-Rev 03
147. | NONDKUHAK Nystatin, | Heomiun | GO1lA Kancynu BariHasibHi; NabopaTo | PpaHuis Brpo6HMK, PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a UA/10193/01/01
C combina | Hy A51 no 6 kancyny pis BiiNOBIgabHWIA 32 marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
tions cynbar 6nicTepi; no 1 a6o 2 IHHOTEK nakyBaHHs, akocTi. CepTtudcpikat
, 6nictepu B IHTEepHacb KOHTPO/b | BUNYCK BignosigHocTi/lE-cepTudikar
nonimikc KapTOHHi Kopobuj oHanb cepii: IHHoTepa BifNOBiAHOCTI €BpONelichkilt
1H B LLy3i, dpaHuis; thapmakonei/moHorpadii.
cynbar B1poG6HWK, MoaaHHA HoBOro abo OHOB/IEHOIO
, BiAgnoBiganbHU 3a cepTudpikata BignoBigHOCTI a6o
HicTaTVH BVMPOGHMLTBO in

bulk: KataneHt
®paHL, BeitHxelim
CA, dpaHuis abo
CBICC KETIC AT,
LBeliuapis, abo
IHHOTepa LLys3i,
PpaHuin

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei: gna Adl; ana

BMXiZAHOTO
mMartepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ana
[0nomikHOT peyosuHm (ME-
cepTtudikaTt BiAnoBIgHOCTI
€Bponeiicbki hapmakonei ans
A®l/BnxigHoro
mMartepiany/peareHTy/npoMiKHOro
npoAaykTy abo AONOMiXHOT
peyoByHK) - OHOBMEHWI
cepTtudikaT Bif BXe
3aTBEPAKEHOIO BUPOBHMKA -
OHoBneHHs ME-cepTudikaTy
BiANOBigHOCTI €BpONecbKol
capmakonei (CEP No. R1-CEP
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
2000-029-Rev 06) ons
[0MNOMIKHOT PEYOBUHN XenaTuH
Bif, BXXE 3aTBEPAKEHOr0O
BMpo6HMKka ROUSSELOT,
NETHERLANDS, sikuii €
BnacHukom CEP (Bnpo6Huua
LinbHMUA ROUSSELOT SAS,
®paHuis). 3ateepkeHo: CEP No.
R1-CEP 2000-029-Rev 05.
3anponoHosaHo: CEP No. R1-
CEP 2000-029-Rev 06
148. | NPAMINET® Lisinopril | amnogn | C09B Tabnetku no 5 mr/10 TOB YkpaiHa TOB «KYCYM YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux 3a He UA/20491/01/01
and niHy BO3 Mr; no 10 TabneTok "KyCyM" PAPM», YkpaiHa martepianis: 3miHu | Tuny - peyenmom | nionse
amlodipi | 6ecunart y 6nictepi, no 3 abo abo AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
ne Ta no 9 6nictepis y TOB "KYCYM", HalimeHyBaHHs Ta/abo agpecu
nisuHon KapTOHHI ynakoBLi YkpaiHa 3asBHVKa (B/1acHMKa
puny peecTpavjiiiHoro NocBigYeHHs) -
avrigpat 3MiHa HalimeHyBaHHS 3asBHMKa

(BnacHvika peecTpadiiiHoro
noceifyeHHs), 6e3 3MiHun
IOPUANYHOI 0CO6U. 3aTBEPIAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH NpoTarom
12 micsuiB nicns 3aTBEPKEHHS.
3Minu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapCbKoro 3acoby, BK/IHOHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKOUN
BUMNYCK Cepiin) - 3miHa
HallMeHyBaHHsi BUPO6HUKa, 6e3
3MiHM Micus BUPOOHULTBA:
3arseppxeHo: TOB "KYCYM
®APM", YkpaiHa abo TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
®APM", YkpaiHa abo TOB
"KYCYM", YkpaiHa. 3MiHu
BHECEHO B po3gin "BUPOGHNMK" B
IHCTPYKUO AN MegnyHoro
3aCTOCYBaHHSA Y 3B’A3KY 3i 3MiHOIO
Has3Bu BUpobHMKa 3 TOB
«MMEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu
MicList MPOBaKEHHS AisANIbHOCTI Ta
3 BiA4NOBIAHNMW 3MiHAMW B TEKCTI
MapKyBaHHS NepBuHHOI (N. 5) Ta
BTOPVHHOI (N. 11) ynakoBOK
nikapcbkoro 3acoby. BeegeHHs
3MiH npoTarom 12 micsuis nicns
3aTBEPKEHHS.
149. | NIPAMINET® Lisinopril | amnogu C09B Tabnetku no 10 TOB Ykpaina TOB «KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHuXx 3a He UA/20491/01/03
and niHy BO3 mr/20 mr; no 10 "KyCyM" PAPM», YkpaiHa marepianis: 3miHu | Tuny - peyenmom | nionse
amlodipi | 6ecunart TabneTok y 6nictepi, abo AfMiHICTpaTWBHI 3MiHU. 3MiHa ae
ne Ta no 3 aéo no 9 TOB "KYCYM", HalimeHyBaHHs Ta/abo agpecu
nisuHon 6nicTepiB y YkpaiHa 3asBHVIKa (BnacHuKa
puny KapTOHHI ynakoBLi peecTpaviiniHOro NocBig4YeHHs) -
avrigpat 3MiHa HaliMeHyBaHHA 3asBHUKa

(BnacHwvka peecTpauiiHoro
nocBigueHHs), 6e3 3MiHu
HOPUANYHOI 0CO6U. 3aTBEPAXKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosBaHo: TOB "KYCYM",
YkpaiHa. BBeeHHs 3MiH NpoTArom
12 micAuiB nicnsa 3aTBEPKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIoYaum
AiNbHULI BUNYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEp, BKIKOYAKOUM
BUMNYCK cepiit) - 3miHa
HaliMeHyBaHHS BUpPOOHWKa, 6e3
3MiHK Micusi BUpO6HMUTBA:
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3areepmxeHo: TOB "KYCYM
®APM", YkpaiHa abo TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM
®APM", YkpaiHa abo TOB
"KYCYM", YkpaiHa. 3miHn
BHECEHO B po34in "Bupo6HuK" B
IHCTPYKLjlO 4519 MeANYHOro
3aCTOCYBaHHSA y 3B'A3KY 3i 3MiHOO
Ha3Bu BMpOGHKKa 3 TOB
«TNEA®APM NTA» Ha TOB
«KYCYM>» 6€e3 3miHn agpecu
MicLs NpoBaKEHHS AiANbHOCTI Ta
3 BifjNOBIAHNUMMN 3MiHAMM B TEKCTI
MapKyBaHHsi NEPBMHHOI (N. 5) Ta
BTOPUHHOI (N. 11) ynakoBokK
nikapcbkoro 3acoby. BeefeHHs
3MiH npoTarom 12 micsAuis nicas
3aTBEPAKEHHS.

150.

NMPAMINIET®

Lisinopril
and
amlodipi
ne

amnogm
niHy
6ecunar
Ta
nisuHon
puny
avrigpat

C09B
BO3

Tabnetkun no 5 mr/20
mr; no 10 TabneTok
y 6nictepi, no 3 abo
no 9 6nictepis y
KapTOHHI ynakoBLi

TOB
"KyCym*

YkpaiHa

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

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (BNacHuka
peecTpaLiiiHOro NocBig4YeHHs) -
3MiHa HaliMeHyBaHHSA 3asBHUKa
(BnacHvika peecTpadiiHoro
nocBifyeHHs ), 6e3 3MiHu
IOPUANYHOI 0CO6U. 3aTBEPAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BeefeHHs 3MiH npoTsirom
12 micsAuiB Nicns 3aTBEPKEHHS.
3MiHY | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu micus
NPOBaKEeHHA Ai/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nikapcbKoro 3acoby, BkIOYaum
AinbHULI BUNYycKy cepii abo micue
NPOBELEHHS KOHTPOJIHO AKOCTI.
(AisnbHICTb, 3a SKy BignoBigae

3a
peyerimom

He
nionsie
ae

UA/20491/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPOGHUK/IMNOpTEp, BK/IKOYAKUM
BUMYCK cepilf) - 3mMiHa
HaliMeHyBaHHS BUPOGHWKa, 6e3
3MiHW MiCL BUPOGHMLTBA:
3arBepaxeHo: TOB "KYCYM
PAPM", YkpaiHa abo TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM
PAPM", YkpaiHa abo TOB
"KYCYM", YkpaiHa. 3miHu
BHECEHO B po3gin "BUpobHuK" B
IHCTPYKLjO ANst MeguyHoro
3aCTOCYBaHHSA Y 3B’A3KY 3i 3MiHOO
Ha3BW BMPOGHMKa 3 TOB
«MNMEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu
MiCLil NPOBaKEHHSA AiS/IbHOCTI Ta
3 BiAMOBIAHMMMN 3MiHAMU B TEKCTI
MapKyBaHHSA NepBUHHOT (N. 5) Ta
BTOPUHHOI (N. 11) ynakoBok
niKkapcbKoro 3acoby. BeeaeHHsi
3MiH npoTArom 12 micauis nicns
3aTBEPKEHHS.

151.

MPErABANIH
ACIHO

pregabal
in

nperaba
niH

NO02B
F02

Kancysu no 150 mr,
no 10 kancyny
6nictepi, no 1, no 3
abo no 6 6nictepiB y
KapTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkovatoun Mnax
yrnpasiHHA pu3ukamu (iHLLi 3MiHK)
3asBHVMKOM HalaHO OHOBJIEHWIA
nnaH ynpasniHHA pU3vikamu Bepcisi
2.1.
3MiHN BHECEHO [0 YacTVWH:
| «3aranbHa iHhopmalis»
Il «Cneundikauis 3 6e3nekm»

Il «MnaH 3 chapmakoHarnsgy»
IV «[Mnaxn wopao
nicnspeecTpauiiHnx focnigkeHb
eeKT1BHOCTI»

V «3axo4M 3 MiHiMi3auii pu3nkiB»

3a
peyenmom

UA/20391/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

VI «Pe3tome nnaHy ynpasniHHA
pusnkamm»

VIl «opaTtkm» y 3B’'A3KyY 3
BUAA/IEHHSIM BaXK/TMBOrO
ileHTUIKOBAHOTO PU3NKY Ta
BUAA/IEHHS BiACYTHLOIT iHGhopMaLi
3 METOH Y3ropKeHHS NPoqino
6e3nekn 3 pedrepeHTHUM
NiKapcbknum 3acobom 3
ypaxyBaHHSIM YNHHUX
pekomeHpaLili €EBponeiicbKol
areHuji 3 nikapcbknx 3acobis,
BUKNAAEHUX Yy AOKYMEHTI Big, 31
October 2018 EMA/164014/2018
Rev.2.0.1, wo cynpoBogxye GVP
Module V Rev.2.0.1. Pe3tome
nnaxy ynpasniHHA pu3vkamm
Bepcis 2.1 4oAaETbCS.

152.

MPErABANIH
ACIHO

pregabal
in

npera6ba
niH

NO02B
F02

Kancynu no 75 mr,
no 10 kancyny
6nictepi, no 1, no 3
abo no 6 6nictepiB y
KapTOHHI nauyj

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs abo
3MiHa(M) £0 30608B'A3aHb Ta YMOB
BMAaYi peecTpaviiiHoro
nocBig4YeHHs, BkoYatoun Mnax
ynpasniHHA pu3nkamu (iHLLi 3MiHW)
3asaBHMKOM HalaHO OHOBJIEHWIA
nnaH ynpasniHHA pu3vikamu Bepcisi
2.1.
3MiHM BHECEHO [J0 YaCTUH:
| «3arasibHa iHhopmaLisi»
Il «Cneundikauis 3 6e3nekm»

Il «MnaH 3 hapmakoHarsgy»
IV «lMnaxu wopao
nicnsipeecTpayiiHnx AocnigxeHb
epeKTnBHOCTI»

V «3axoaM 3 MiHiMi3auii pu3nkie»
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «opaTkun» y 3B'A3KY 3
BUANIEHHAM BaXJ/IMBOro
i1eHTMIKOBAHOro pu3nNKy Ta

3a
peyenmom

UA/20391/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BUJaNEHHS BiACYTHLOI iHGhopMauji
3 METOH Y3ropKeHHS NPoqinio
6e3nekun 3 pethepeHTHUM
nikapcbknuM 3aco6om 3
ypaxyBaHHAM YNHHUX
pekomeHAauin EBponencebKol
areHLuii 3 ikapcbknx 3acobis,
BUKNAAEHNX Y AOKYMeEHTI Bif 31
October 2018 EMA/164014/2018
Rev.2.0.1, wo cynposogxye GVP
Module V Rev.2.0.1. Pe3iome
nnaxy ynpasniHHA pu3nkamm
Bepcis 2.1 foAaeTbes.

153.

NPEHENIA®

perindop
ril

nepuHao
npuny
TepT-
6yTnnam
iH

CO09A
AO4

TabneTkn no 4 wmr;
no 10 TabneTok y
6nictepi, no 3
6nictepu y nauui

TOB
"APTEPIY
MATA"

YkpaiHa

MAT
"KvuiBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis: 3minu Il TUny - 3MiHK
3 AKOCTi. ADL. (iHLLi 3MiHW)
BHeceHHs 3miH B P, 13
MpeHenia®, TabneTkn no 4 mr 7a 8
Mr NoB'A3aHe 3 OHOB/IEHHAM AM®
A®I nepuHgonpuny TepT-
6yTnnamiH hipmu-BnpobHMKa
«Zhejiang Menovo Pharmaceutical
Co.,Ltd», Kuta.

3a
peyerimom

UA/18088/01/01

154.

NPEHENIA®

perindop
ril

nepuHAo
npuny
TepT-
6yTnnam
iH

CO09A
AO4

TabneTku no 8 wmr;
no 10 tabnetok y
6nictepi, no 3
6nictepn y nauuji

TOB
"APTEPIY
MAaTh"

YkpaiHa

MAT
"KviBmegnpenapar”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHuX
matepianis: 3miHu Il Tuny - 3miHn
3 AKocTi. API. (iHLLi 3MiHW)
BHeceHHs 3miH B P, 13
MpeHenia®, TabneTtkm no 4 mr 1a 8
Mr MoB'A3aHe 3 OHOBMIEHHAM JM®
A®I nepuHgonpwny TepTt-
6yTrnamiH ipMn-BUPOGHMKA
«Zhejiang Menovo Pharmaceutical
Co.,Ltd», Kutaii.

3a
peyenmom

UA/18088/01/02

155.

NPUCUMKA
JUTAYA

LIMHKY
oKemg,

D02A

nopoLuok, no 50 ry
6aHLUi
nnactmacosiii; no 1
6aHLi B nayuyi 3
KapToHY; no 50 ry
KOHTelHepax
noniMepHNx

AT
"BITAMIH
e

YkpaiHa

AT "BITAMIHWN"

YKpaina

BHECEHHS 3MiH [j0 peecTpaLiiiHx
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHV BHECEHO [0 iHCTPYKLUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
po3zin "Mo6iyHi peakyii" Ta
KOPOTKOI XapakTepuUCTUKN
nikapcbKoro 3acoby y po3gin "4.9.

6e3
peyenma

nionsie
ae

UA/4889/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
Mo6iyHi peakwji" LLOA0 BaXMBOCTI
3BiTYyBaHHS NPo NobiyHI peakw;i.
-IHCTpyKLiA Ans MeanyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby
(eCTD Bepcis 0000).
-KopoTka xapaktepuctuka
nikapcbkoro 3acoby (eCTD Bepcis
0000). BBefeHHs 3MiH npoTsrom 3
MiCsILiB Micns 3aTBEPAKEHHS
156. | MPOCTATUN - npoctat | G04C cynosuTopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux 6e3 UA/7223/01/01
EH-UMHK WNEH, X pekTanbHi; no 5 aKLioHepH akujioHepHe marepianis: 3miHu | Tuny - 3miHn peyenma
LIMHKY CynosuTopiie y e TOBapuCTBO "Jlekxim woao 6e3nekn/edpekTBHOCTI Ta
cynbar 6nictepi; no 1 a6o 2 | TOBapuCTB - XapkiB" thapmakoHarnagy (iHwi 3MiHu) -
y 6nictepn y nauui 3 0 "Jlekxim OHOBNEHHSA TEKCTY MapKyBaHHS
rentarig KapToHY - Xapkis" yMakoBKM MikapCbKoro 3acoby,
par, 30Kpema BUIy4eHHs iHdhopMmadii,
BiTaMiHy 3a3HayeHol pocilicbkolo MOBOIO, Ta
-E- BHECEHHS pefaKLujiiiHMX NpaBok no
auerar TekcTy. TepMiH BBeieHHS 3MiH-
(DL- npoTArom 6-Tm MicALiB nicns
anba- 3aTBePKEHHS
ToKOGhep
ony
auerart)
157. | NIPOCTATUN - npocrar - cynosutopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHx - UA/13990/01/01
EH-UMHK WNEH, pekTanbHi in bulk: no | akuioHepH akujioHepHe marepianis: 3miHu | Tuny - 3MiHK
LMHKY 5 cynosuTopiiB y e TOBapuCTBO "JlekxiMm woao 6e3nekn/edpekTMBHOCTI Ta
cynbat 6nictepi, no 200 TOBapucTB - XapkiB" thapmakoHarnagy (iHwi 3miHu) -
y 6nicTepiB y ALWMKY 0 "Jlekxim OHOBNEHHA TEKCTY MapKyBaHHA
rentarig - XapkiB" dopmu in bulk, y 38’s3ky 3
part, BUJTYYEHHAM TEKCTY MapKyBaHHSA
BiTaMiHy POCiiiCbKOI MOBOIO Ta BHECEHHS
-E- pefakuiiHnx npasok 3a n.n. 2, 4,
auertat 11, 17 ana cpopmu in bulk. TepmiH
(DL- BBE/EHHS 3MiH- NPOTArom 6-Tn
anba- MiCALIB MiC/1A 3aTBEPKEHHSA
TOKOChep
ony
auerart)
158. | MYPEFOH® follitropi donitpo | GO3G PO3YUH ANS iH'EKLIN, OpraHoH LLBeiiua Bupo6HULTBO Himeuun BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a UA/5023/01/01
n beta niH 6eta | A06 833 MO/mn; no CeHTpan pist Hepo3dgracoBaHo| Ha/ martepianis: 3miHu Il Tuny - 3miHn peuyenmom
0,420 mn (300 lcT TM6X npoaykuii Ta Higepna 3 skocTi. A®Il. KoHTponb AdI.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
MO/0,36 mn) abo nepBrHHA yNnakoBkKa, HOW 3mMiHa y MeToAax BUNpo6yBaHHS

0,780 mn (600
MQ/0,72 mn) y
KapTpuaxi; no 1
KapTpuaxy y
BigKpuTOMY
NnacTVKoBOMY IO0TKY
B KOMM/IEKTi 3
rofikamu, no 2
KOMMJIEKTU TOJTOK — 2
KapTOHHI KOPOOGKK
(koXXeH KoMNAEeKT No
3 rosikn, KoXHa
rosika B
iHAMBIAyanbHOMY
nnacTvKoBOMY
KOHTelHepi) y
KapTOHHIN navuj

KOHTPO/b SKOCTI,
TeCTyBaHHs
CTepubHOCTI Ta
6akTepiasibHNX
€HOO0TOKCMHIB
roToBOro
NikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTi Ta
TecTyBaHHs
cTabinbHOCTI),
Bi3yasibHa iHCMeKLUis:
BeTTep ®apma-
®epTuryHr MmoX i
Ko. KT, HimeuuunHa;
KoHTpOsb siKoCTi,
TeCTyBaHHs
CTepWIbHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKkoro 3acoby
(KOHTpOSIb AIKOCTI Ta
TeCTyBaHHs
cTabinbHoCcTi),

Bi3yasibHa iHCneKuis:

BetTtep ®apma-
depTuryHr Tmo6X i
Ko. KI, HimeuunHa;
BisyasibHa
iHCnekuia: BeTTep
Papma-dPepTUryHr
v6X i Ko. KT,
HimeuuunHa;
KoHTposb akocTi Ta
TecTyBaHHS
cTabinbHOCTI,
BTOPUHHA YNaKoBka,
[L,03BiN Ha BMNYCK
cepii:
H.B. OpraHoH,
Higepnanan

Ad| abo BMXigHOrO
mMartepiany/npomikKHOro
npoAayKTy/peareHTy, Lo

BVKOPVCTOBYETLCA Y NPOLIEC
BMpO6HMUTBa ADI (CyTTEBA 3MiHA
y
6ionoriyHomMy/iMmyHONOriYHOMY/iMYH
OXiMIYHOMY MeTOZj BUNPOGYBaHHSA
abo meTogj, y Akomy
BUKOPWCTOBYETLCA GiONOriYHNMIA
peareHT gns 6ionoriyHoro Adl,
abo ioro 3amiHa) BHeceHHs
CYTTEBUX 3MiH 10 NPOTOKOMY
KBanidpikayii MepBUHHOTO
pedepeHTHOro ctaHgapty PRS 1a
NPOTOKO/Y NOBTOPHOT KBanidhikaLii
47151 6i0NOriYHO aKTUBHOT
peyoBMHY choniTponiHy 6eTa.
3MiHu Il TUny - 3MiHK 3 AKOCTI.
[oToBMIA Nikapcbkumit 3aci6.
KOHTpPO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI rOTOBOIO
nikapcbkoro 3acoby (cyTreBa
3MiHa y
6i0n10riYHOMY/iMyHOOTIYHOMY/iMYH
0XiMiYHOMY MeToZji BUNPOGyBaHHS
abo meTogi, y KoMy
BMKOPUCTOBYETLCA HIONOTIUHMNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapary
NOPIBHAHHA (CTaHZAPTHOTO
npenapary), WO He 3a3HadYeHuii y
3aTBEPLKEHOMY NPOTOKOI)
BHeceHHs CyTTEBMX 3MiH [0
NpPOTOKO/Y KBavliduikaL,ii
MepBMHHOrO petepeHTHOro
cTaHgapTty PRS Ta npotokony
NOBTOPHOI KBanidpikauii ans
rOTOBOrO J1iKapCbKOro 3acooy.
3MiHun |l TMNY - 3MiHK 3 AKOCTI.




Ne Hassa
n/n JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername

Hassa
diroyoi
peyosu

Koo

Popma sunycky
ATX

(nikapcbka cpopma,

3asaBHUK

KpaiHa
3as8HU

194

Bupo6HuK

Kpaina

HMoBaH
a
Ha3sa*

HU

ynakoska)

Ka

uka

BUPOGH

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

159.

PAHITUAVH-
JAPHULA e

ranitidin

paHiTug,
NHY
rigpoxno

A02B
A02

TabneTku, BKPUTI

MpAT
NNiBKOBOH

"®apmaue

YkpaiHa

MpAT

YKpaiHa

A®|. KoHTposnb A®I. 3miHa y
MeTofax BunpobysaHHs APl abo
BMXiAHOrO MaTepiany/MpomixkKHOro

npoAayKTy/peareHTy, Lo

BVKOPVCTOBYETLCA Y NPOLIEC
BMpO6HMUTBa ADI (CyTTEBA 3MiHA

y
6ionoriyHomMy/iMmyHONOriYHOMY/iMYH
OXiMIYHOMY MeTOZj BUNPOGYBaHHSA

abo meTogj, y Akomy
BUKOPWCTOBYETLCA GiONOriYHNMIA
peareHT gns 6ionoriyHoro Adl,
abo ioro 3amiHa) BHeceHHs
CYTTEBUX 3MiH [0 NPOTOKONY

KBanidikayii BropnHHoro
pedhepeHTHOro cTaHgapTy SRS

4ns 6i0N0riYHO akTUBHOI
peyoBMHY honiTponiHy 6eTa.
3MiHu Il TUNY - 3MiHW 3 AKOCTI.

FoToBWI Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax

BUNPOOYBaHHA rOTOBOrO
NiKapcbKoro 3acoby (cyTreBa

3MiHa y
6ionoriyHomMy/iMmyHONOriYHOMY/iMYH
OXiMiYHOMY MeTOoZAj BUNPOOYBaHHS

abo meTogj, y Akomy
BUKOPWCTOBYETLCA GiONOriYHNMIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaty
NOPIBHAHHA (CTaHJapTHOro
npenapary), Wo He 3a3Ha4YeHni y
3aTBepKeHOMY NPOTOKOI)
BHeceHHs CyTTEBMX 3MiH [0
NpPOTOKONY KBasTiguikaw,ii
BTopvHHOro pechepeHTHOro
ctaHgapTy SRS ans rotosoro
NiKapCcbKoro 3acoby

060/10HKO10, Mo 150

BTUYHa

"PapmMavleBTnyHa

dipma "JapHuus”

BHECEHHS 3MiH 0 peecTpaLiiiHuXx

marepianis: 3miHu | Tuny -

peyenmom

AAMiHICTpaTVBHI 3MiHW. 3MiHa

3a

UA/4934/01/01




195

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
pug Mr no 10 TabneTtok y thipma HalimeHyBaHHs Ta/abo agpecu
KOHTYpHIlA "AapHuus” MiCLiSi NPOBAIKEHHA AiSNbHOCTI
YapyHKOBIl BMPOGHMKa (BK/IHOYaKOUn, 3a
ynakoBuj; no 1 a6o HeobXiAHOCTI, MicLe NpoBeAeHHS
N0 2 KOHTYpHI KOHTPOJIIO SIKOCTI), ab0 BacHuka
YapyHKOBI YMaKOBKU mMacTep-goaiina Ha Adl, abo
B nauui noctavanbHuka AdIl/BuxigHoro
mMartepiany/peareHTy/npoMbKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCA Y
BMPOGHMLTBI API (SKLLO
3a3HaYeHO y [OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTuguikaTa
BiANOBIAHOCTI EBpoNeiichkili
hapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHUKA HOBOT
[0MOMDKHOT PEHOBUHM (AIKLLO
3a3HayeHo y [0Cbe) - 3MiHa
HaliMeHyBaHHs1 BUpoGHuKa Ad|
PaHiTnguHy rigpoxnopug 3 SMS
Lifesciences India Limited Ha
Haleos Labs Limited, India, 6e3
3MiHW MiCL BUPOGHMLTBA.
3aTBepaXeHo:
SMS Lifesciences India Limited,
India
3anponoHoBaHo:
Haleos Labs Limited, India
TepMiH BBEEHHS 3MiH - NPOTATOM
6 MicauiB nicnsa 3aTBepAKEHHS.
160. | PE3OINMOBIH | Anti-D cneuunddi | JO6BB | po3unH Ans iH'eKuii, TOB YkpaiHa TOB "BIO®APMA YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviitHux 3a UA/13033/01/02
(rh) YHi 01 1500 MO (300 mkr "BIO®AP MNA3MA", YkpaiHa MaTepianis: yTOUHEHHSs peuyernmom
immuno | aHTuUTINA iMyHOrno6yniHy); no MA (Bpo6HMLTBO, HanncaHHA yNnakoBKW B HaKasi
globulin 00 aHTu- 2 mn B amnyni, no MAA3MA" nepBuHHE MO3 YkpaiHu Ne 1583 Bipg,
RhO(D) 1a60 3,a605 nakyBaHHs 14.10.2026 B npoLieci BHECEHHS
(imyHorn amMmnyn B nauti; no (amnynu), BTOpUHHE 3MiH (3MiHuM | TMNy - 3MiHK 3
06yniH) 2mny nakyBaHHs (amnynu, AKOCTI. [0TOBWIA Nikapcbknii 3acib.
nonepeAHLO LUMPWLY), KOHTPONb Cuctema
HanoBHEHOMY AKOCTI, BUMYyCK KOHTelHep/3aKynopoBasibHUiA

wnpwuui, no 1
wnpuuy B nauyi

cepii);
TOB "®3 "CTALA",
YKpaiHa (nepBuHHe
nakyBaHHs

3aci6. 3miHa y meTogax
BMNPO6YBaHHSA NEPBUHHOI
yNakoBKM rOTOBOrO NiKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

(wnpuum), BTOPUHHE
nakyBaHHs (amnynu,
wnpuyy))

BMNpPOoOYBaHb (BK/IHOUaUM 3aMiHy
abo gofasaHHs)). 3anponoHoBaHo
3aMiHy nokasHuka «[lliporeHm» Ha
«[iporeHHICTb» i3 3aCTOCyBaHHAM
Ba/1ifloBaHOr0 MeToAy BU3HAYEHHS
bGaKTepiasibHUX eHA0TOKCUHIB
(OPY/Ph. Eur. 2.6.14/USP ) gnsa
CTepPWUIbHUX roNloK. BctaHoBNeHO
KpUTepii NpURHATHOCTI). Peaakuis
B Hakasi: oopma BUNyCKy
(nikapcbka popma, ynakoska) - no
1 mn B amnyni, no 1 a6o 3, a6o 5
amnyn B nadui; no 1 mny
nonepefHbL0 HanoBHEHOMY
wnpuvyi, no 1 wnpuuy B nauui; no
2 mn B amnyni, no 1 a6o 3, abo 5
amnyn B nauwi; no 2 Mny
nonepesHL0 HanoBHEHOMY
wnpuvui, no 1 wnpuuy B naui.
BipHa pepgakuisn: doopma
BUNYCKY (nikapcbka ¢hopma,
ynakoBKa) - no 2 M1 B amnyni,
no 1 a6o 3, a6o 5 amnyn B
nauui; no 2 My nonepegHbLo
HanoBHEHOMY wwnpui, no 1
WNPULLY B NauLii

161.

PE30OINOBbIH

Anti-D
(rh)
immuno
globulin

cneuudi
YHi
aHTuTina
[0 aHTU-
RhO(D)
(imyHorn
06yniH)

Jo6BB
01

PO34uH NS iH'EKL,
1500 MO (300 mkr
iMyHOrno6yniHy); no
1 mn B amnyni, no
1a60 3,a605
amMmnyn B nauti; no
i1mny
nonepeaHLo
HanoBHEHOMY
wnpwuui, no 1
wnpuuy B nayi

TOB
"BIO®AP
MA
MIA3MA"

YkpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa
(BpO6HMLTBO,
nepBuHHE
nakyBaHHS
(amnynu), BTOpUHHE
nakysaHHs (amnynu,
LUMPWLY), KOHTPONb
AKOCTI, BUMYCK
cepii);

TOB "®3 "CTALA",
YkpaiHa (nepBuHHe
nakyBaHHs
(wnpuum), BTOPUHHE
nakyBaHHs (amnynu,
wnpuum))

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLjiiiHX
mMaTepianis: yTOUHEHHS
HanMcaHHA yNakoBKU Ta
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHu Ne 1583 Big
14.10.2026 B npoLieci BHECEHHS
3MiH (3MiHuW | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKyrnopoBasibHWi
3aci6. 3miHa y meTofax
BMNPOBYBaHHA NEPBUHHOI
yMNakoBKW rOTOBOTO NiKapCbKOro
3aco6y (iHLWWi 3MiHK y MeToAax
BMNPo6yBaHb (BK/OYAUM 3aMiHy
a60 fofaBaHHsA))

3a
peyenmom

UA/13033/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3anponoHOBaHO 3aMiHy nokasHuka
«[MiporeHn» Ha «[iporeHHiCTb» i3
3acTOCyBaHHSAM BasligoBaHOro
MeToAy BU3HAYEHHSA
6aKTepia/ibHNX eHA0TOKCUHIB
(O®Y/Ph. Eur. 2.6.14/USP ) ana
CTepu/IbHUX ronok. BctaHoBNeHO
KpUTepili NPUIHATHOCTI). Pepakuis
B Hakasi: hopma BMNyCcKy
(nikapcbka hopmMa, ynakoBka) - no
1 mn B amnyni, no 1 a6o 3, a6o 5
amnyn B nadui; no 1 mny
nonepeHbLO HanoBHEHOMY
wnpuui, no 1 wnpuuy B nayui; no
2 mn B amnyni, no 1 a6o 3, abo 5
amnyn B naJui; no 2 mny
nonepefHbLO HanoBHEHOMY
wnpuvyi, no 1 wnpuuy B nauuj;
HOMep peecTpaviiiHoro
nocsigyeHHsa - UA/13033/01/02.
BipHa pepgakuifa: coopma
BUNYCKY (nikapcbka chopma,
ynakoBka) - no 1 mn B amnyni,
no 1 a6o 3, a6o 5 amnyn B
nadui; no 1 mn y nonepegHbL0
HanoBHeHOMYy wWwnpwuui, no 1
Wwnpuvuy B nadyti; Homep
peecTpauiiiHOro NocBigYeHHA -
UA/13033/01/01

162.

POKCEPA®

rosuvast
atin

po3syBsac
TaTuH (y
BUrNALI
KaUTbLiito
po3syBac
TaTuHy)

C10A
AO07

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0, M0 10
Mr no 10 TabneTtok y
6nicTepi; no 1, abo
no 2, a6o no 3, abo
no 6, ao no 9
6nictepiB y
KapTOHHi Kopobuyj;
no 14 tabnetok y
6nicTepi; no 1, abo
no 2, abo no 4
6nictepn B

KPKA,
n.4n., Hoso
MecTo

CnoBeHi
A

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnoseHis;
BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyeaHHs: HiHréo
MeHoBO TiaHKaHr

CnoBeHi
s/ Kutai

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMatepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkovatoun Mnax
yrnpasiHHA pu3ukamu (iHLWi 3MiHK)
- 3asBHUKOM HaaHO OHOB/NEHUIA
nnaH ynpasniHHA pu3vikamy Bepcisi
3.1
3MiHN BHECEHO [0 YacTVWH:
| «3aranbHa iHdhopmaLis»,

3a
peyenmom

UA/11743/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHI Kopo6Lyi

dPapmacboTrKanc
Ko., NIT4., KnTaij;
KOHTPO/Ib Cepil:
NabeHa fg.0.0.,
CnoseHis

Il «Cneuundpikauisi 3 6e3nekm»,
Il «MnaH 3 chapmakoHarnsay»,
IV»[naHu wopao
nicnspeecTpauiiHnx focnigkeHb
eheKTUBHOCTI»,

V «3axoaun 3 MiHimi3auii pu3ukie»,
VI «Pe3tome nnaHy ynpasniHHA
pusnKkamm»

VIl «JopaTtkm» y 3B’'A3KY 3
OHOBJIEHHAM cneuungikaLi 3
6e3neku fjtoyoi pevyoBnHN
po3yBacTaTuHy, BignoBigHO A0
aKTyasibHOT ped)epeHTHOI
iHchopMmaLii, a Takox y 3B'A3KY i3
3MiHOK popMaTy BignoBigHO A0
BuMor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpas/iHHA
pu3nkamm Bepcist 3.1 gogaeTbes.

163.

POKCEPA®

rosuvast
atin

po3syBac
TaTuH (y
BUrNAAI
KauibLito
po3syBsac
TaTuHy)

C10A
A07

TabneTku, BKPUTI
NNiBKOBOIO
060s10HKO10, N0 20
Mr no 10 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 3, abo
no 6, abo no 9
6nictepiB y
KapTOHHI kopobuy;
no 14 tabnetok y
6nictepi; no 1, abo
no 2, abo no 4
6nictepu B
KapTOHHi Kopobuj

KPKA,
Aa.4a., Hoso
MecTo

CnoseHi
A

BMPOGHMLTBO "in
bulk”, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
Bunyck cepii: KPKA,
A.4., HosBo mecTo,
CnoBeHisi;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs: HiHréo
MeHoBoO TiaHkaHr
PapmacboTrKanc
Ko., N4, Kutai;
KOHTPO/1b cepil:
NabeHa g.0.0.,
CnoBeHis

CnoseHi
s/ Kutai

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs abo
3MiHa(M) £0 30608B'A3aHb Ta YMOB
BMAaYi peecTpaviiiHoro
nocBig4YeHHs, Bkovatoun Mnax
ynpasniHHA pu3nkamu (iHLLi 3MiHW)
- 3asABHUKOM HaJaHO OHOB/IEHUIA
nnaH ynpasniHHA pU3vKamu Bepcisi
3.1
3MiHM BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLis»,
Il «Cneupndikauis 3 6e3nexkm»,
Il «MnaH 3 chapmakoHarisgy»,
IV»InaHu wopao
nicnsipeecTpayiiHnx AocnigxeHb
eheKTUBHOCTI»,

3a
peyenmom

UA/11743/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

V «3axoaM 3 MiHiMi3auii pu3nkiB»,
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «JogaTku» y 3B'A3KY 3
OHOBJ/IEHHAM crieumdikavi 3
6e3nekun 4ityoi peyoBrHN
po3syBacTtaTvHy, BiAnoBigHO A0
aKTyasibHOI pehepeHTHOI
iHhopMmawii, a Takox y 3B'A3KY i3
3MiHO0 hopMaTy BifnoBigHO A0
sBumor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpaBniHHs
pu3nkamu Bepcis 3.1 fogaeTbes.

164.

POKCEPA®

rosuvast
atin

po3syBsac
TaTuH (y
BUrNALI
KaubLyjto
po3syBsac
TaTuHy)

C10A
A07

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO, MO 40
Mmr no 10 TabneTok y
6nicTepi; no 1, abo
no 2, abo no 3, abo
no 6, no 9 6nictepis
Y KapPTOHHIli KOPOO6L;
no 7 TabneTtok y
6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHi Kopobuj

KPKA,
o.4a., Hoso
MecTo

CnoBeHi
A

BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib cepii Ta
Bunyck cepii: KPKA,
A.4., Hoso mecTo,
CnoseHis;
BMPOGHMLTBO "in
bulk”, nepsuHHe Ta
BTOPVHHE
nakyBaHHs: HiHréo
MeHoBo TiaHkaHr
PapmacboTukanc
Ko., NiTg., Kutaii;
KOHTPO/b cepii:
NabeHa p.0.0.,
CnoseHia

CnoseHi
s/ Kntan

BHECEHHS 3MiH 10 peecTpavLiiiHnx
marepianis: 3miHu | Tuny - 3MiHK
oo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(n) fo 3060B'A3aHb Ta YMOB
BMAadi peecTpaviiHoro
nocBigYeHHs, Bkovatoun Mnax
ynpasniHHA py3nkamu (iHWi 3MiHN)
- 3aABHUKOM HaJaHO OHOBNEHUIA
nnaH ynpasniHHA py3nkammn Bepcis
31
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHhopmaLis»,

Il «Cneupndikauis 3 6e3nekm»,
Il «MnaH 3 dhapmakoHarnagy»,
IV»InaHu wopao
nicnspeecTpauinHnx focnigkeHb
e)eKTUBHOCTI»,

V «3axoay 3 MiHiMi3aLjii pu3ukie»,
VI «Pe3tome nnaHy ynpasniHHA
pr3nKamm»

VIl «JopaTtku» y 3B’A3KY 3
OHOBJIEHHSIM cneungikauji 3

3a
peyerimom

UA/11743/01/04




200

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
6e3neku gjtoyoi pevyoBuHU
posysacTaTuHy, BinoBifAHO [0
aKTyasibHOT pedhepeHTHOI
iHbopMmawii, a Takox y 3B'A3KY i3
3MiHOO hopmarTy BignoBifgHO A0
Bumor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpasniHHA
pv3vkamu Bepcisa 3.1 gofaeTbes.
165. | POKCEPA® rosuvast | posyBac | C10A TabneTku, BKPUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoBeHi | BHECEHHSs 3MiH [0 peecTpauiiiHnX 3a UA/11743/01/05
atin TatnH (y | A07 NNiBKOBOIO a.4., Hoso A bulk", nepsuHHe Ta a/ Kutaii mMaTtepianis: 3miHu | TUNY - 3MiHK peuyenmom
BUrNAAI 060/10HKO10, Mo 15 MecTo BTOPWHHE wopo 6e3nekn/edpekTMBHOCTI Ta
KanbLijto Mr no 10 TabneTtok y nakyBaHHs, thapmakoHarnsgy. BHeceHHs abo
po3syBsac 6nicTepi; no 1, abo KOHTPO/Ib cepii Ta 3MiHa(1) [0 30608B'A3aHb Ta YMOB
TaTuHy) no 2, aéo no 3, abo Bunyck cepii: KPKA, BuAaui peectpauiiHoro

no 6, ao no 9
6nictepiB y
KapTOHHi Kopobuyj;
no 14 tabnetok y
6nicTepi; no 1, abo
no 2, a6o no 4
6nictepu B
KapTOHHI Kopo6Lyi

A.4., HoBo mecTo,
CnoseHis;
BMPOGHMLITBO "in
bulk", nepenHHe Ta
BTOPVHHE
nakyeaHHs: HiHréo
MeHoBO TiaHKaHr
dPapmacboTrKanc
Ko., Nitg., Kutaii;
KOHTPO/Ib cepii:
NabeHa p.0.0.,
CnoseHis

nocBifgYeHHs, Bkovatoun Mnax
yrnpasiHHA pu3ukamu (iHLLi 3MiHK)
- 3asBHUKOM HaaHO OHOB/NEHUIA
nnaH ynpasniHHA pU3vikamu Bepcisi
3.1
3MiHN BHECEHO [0 YacTuWH:
| «3aranbHa iHhopmaLis»,

Il «Cneuundikavis 3 6e3nekm»,
Il «MnaH 3 chapmakoHarnsgy»,
IV»lnaHu wopao
nicnspeecTpauiiHnx focnigkeHb
eheKTUBHOCTI»,

V «3axoay 3 MiHiMi3aLjii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnKamm»

VII «logaTku» y 3B’'A3KY 3
OHOBJIEHHAM crneuundikaLii 3
6e3nekun fjtoyoi pevyoBnHN
posyBacTaTuHy, BiAMNOBIAHO A0
aKTyasibHOT ped)epeHTHOI
iHchopmawuii, a Takox y 3B'A3KyY i3
3MiHOK dpopMaTy BignoBigHO A0
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BuMor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpas/iHHA
pu3nkamm Bepcist 3.1 gogaeTbes.
166. | POKCEPA® rosuvast | posysac | C10A TabneTku, BKPUTI KPKA, CnoBeHi BMPOGHMLTBO "in CnoseHi BHECEHHS 3MiH 0 peecTpaLjiiiHux 3a UA/11743/01/06
atin TatuH (y | A07 NNiBKOBOO Aa.4a., Hoso A bulk", nepsuHHe Ta A/ Kntaii marepianis: 3miHu | Tuny - 3miHn peyenmom
BUrNAAI 060/10HKOo10, no 30 MecTo BTOPUHHE woao 6e3nekn/edpekTBHOCTI Ta
KasnbLjito Mr no 10 TabneTok y nakyBaHHs, dhapmakoHarnsgy. BHeceHHs abo
po3syBac 6nicTepi; no 1, abo KOHTPO/Ib cepii Ta 3MiHa(M) £0 30608B'A3aHb Ta YMOB
TaTuHy) no 2, abo no 3, abo Bunyck cepii: KPKA, BMAaYi peecTpaviiiHoro

no 6, no 9 6nicrepis
Y KapTOHHi KopoobLy;
no 7 TabneTtok y
6nicTepi; no 2, abo
no 4, a6o no 8
6nictepiB y
KapTOHHI Kopo6Lyi

A.4., HoBo mecTo,
CnoBeHisi;
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs: HiHréo
MeHoBo TiaHkaHr
PapmacboTrKanc
Ko., N4, Kutai;
KOHTPO/1b cepil:
NabeHa g.0.0.,
CnoBeHis

nocBig4YeHHs, BkoYatoun Mnax
ynpasniHHA pu3nkamu (iHLLi 3MiHW)
- 3asABHUKOM HaaHO OHOB/IEHUIA
nnaH ynpasniHHA pu3vikamu Bepcisi
3.1
3MiHM BHECEHO [J0 YaCTUH:
| «3aranbHa iHhopmaLis»,
Il «Cneupndikauis 3 6e3nexkm»,

Il «MnaH 3 chapmakoHarisgy»,
IV»InaHu wopao
nicnsipeecTpayiiHnx AocnigxeHb
eheKTUBHOCTI»,

V «3axoaM 3 MiHiMi3auii pu3nkiB»,
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»

VIl «opaTtkun» y 3B'A3KY 3
OHOBJ/IEHHAM crieumndikavi 3
6e3neku gjtoyoi peyoBnHU
po3syBacTaTvHy, BiAnNoBiAHO A0
aKTyasibHOI pehepeHTHOI
iHchopmawuii, a Takox y 3B'A3Ky i3
3MiHOI0 dhopMaTy BifnoBigHO A0
sBumor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpaBniHHs
pu3nkamu Bepcis 3.1 gogaeTbes.
167. | POKCEPA® rosuvast | po3sysac | C10A TabneTkn, BKPUTI KPKA, CnoseHi BMPOBGHMLTBO "in CnoseHi BHECEHHS 3MiH 0 peecTpaviiiHux 3a UA/11743/01/01
atin TatvH (y | AO07 NAiBKOBOO a.a., Hoso A bulk", nepeuHHe Ta | s/ Kutai marepianis: 3miHu | Tuny - 3miHM peyenmom
BUrNAA) 060/10HKOI0, M0 5 Mr, MecTo BTOPVHHE wono 6e3nekn/edpekTMBHOCTI Ta
KaUibLiito no 10 Tabnetok y nakyBaHHs, thapmakoHarnagy. BHeceHHs abo
po3yBac 6nicTepi; no 1, abo KOHTPO/Ib cepii Ta 3MiHa(u) fo 3060B'A3aHb Ta yMOB
TaTuHy) no 2, abo no 3, abo Bunyck cepii: KPKA, BMAadi peecTpaviiHoro
no 6, aéo no 9 A.4., HoBo mecTo, noceifgyeHHs, Bknoyaoun Mnax
6nictepiB y CnoBeHis; ynpasniHHA py3nkamu (iHWi 3MiHN)
KapTOHHI kopobuy; BMPOGHMLTBO "in - 3aBHUKOM HaJlaHO OHOB/EHWIA
no 14 tabneTok y bulk", nepsuHHe Ta nnaH ynpasniHHA pysnkamu Bepcis
6nicTepi; no 1, abo BTOPUHHE 3.1
no 2, abo no 4 nakyBaHHs: HiHr6o 3MiHV BHECEHO [0 YaCTUH:
6nictepn y MeHoBo TiaHkaHr | «3aranbHa iHhopmaLis»,
KapTOHHI Kopo6Lyi dapmacbroTrKanc Il «Cneupndpikauis 3 6e3nekm»,
Ko., NiTg., Kutaij; Il «MnaH 3 dhapmakoHarnagy»,
KOHTPO/b cepii: IV»TnaHn wopao
NabeHa p.0.0., nicnspeecTpauinHnx focnigkeHb
CnoBeHis e)eKTUBHOCTI»,
V «3axoay 3 MiHiMi3aLjii pu3ukis»,
VI «Pe3tome nnaHy ynpasniHHSA
pr3nKamm»
VIl «JopaTtku» y 3B’A3KY 3
OHOBJ/IEHHAM creumndikavi 3
6e3neku gjtoyoi pevyoBnHU
posysacTaTuHy, BiANOBIAHO A0
aKTyasibHOI pedhepeHTHOI
iHbopMmawLii, a Takox y 3B'A3KY i3
3MiHOI hopmarTy BignoBigHO A0
Bumor Evaluation Guidance on the
format of the risk management
plan (RMP) in the EU —in
integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V
Rev.2 Human Medicines).
Pestome nnaHy ynpasniHHA
pv3vkamm Bepcis 3.1 gofaeTbes.
168. | CAHTEKBIH® | econazo | ekoHa3o | GO1A cynosuTopii MpuBaTHe | YkpaiHa MpuBaTHe YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/0417/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
le ny FO05 BariHanbHi no 0,15, | akuioHepH akuioHepHe mMatepianis: 3miHu | TUNY - 3MiHK peyenmom
HiTpar no 3 cynosuropisa y e TOBapUCTBO "JlekxiMm wono 6e3nekn/edpeKkTBHOCTI Ta
6nictepi; no 1 TOBapuCTB - XapkiB" thapmakoHarnagy (iHwi 3miHu) -
6nicTepy B naui 0 "Jlekxim OHOB/NEHHSA TEKCTY MapKyBaHHS
- Xapki" yNaKkoBKM NiKapCbKoro 3acooby,
30Kpema BuUy4eHHs iHdhopmadii,
3a3HavYeHol poCiiCbKO MOBOIO, Ta
BHECEHHS He3HAYHMX pefaKLiiHnX
npaBokK Mo TeKCTy. TepMmiH
BBE/,€HHSA 3MiH- MPOTArom 6-Tn
MicsLiB NiC/1sA 3aTBEPLKEHHSA
169. | CAHTEKBIH® | econazo | ekoHaso - cynosuTopii MpuBaTHe | YkpaiHa MpvBaTHE YKpaiHa | BHeCEeHHS 3MiH 40 peecTpaviiHux - UA/13749/01/01
le ny BariHanbHi no 0,15, | akuioHepH akuioHepHe martepianis: 3miHu | Tuny -
HiTpar in bulk: Ne 600 (no 3 e TOBapUCTBO "JlekxiMm OHOBNEHHSA TEKCTY MapKyBaHHs
cynosuTtopis y TOBapuCTB - Xapkis" dopmu in bulk, y 38's3ky 3
6nictepi; no 200 0 "Jlekxim BW/IyYEHHSIM TEKCTY MapKyBaHHs
6nicTepiB y ALLMKY) - Xapki" POCIiCbKOK MOBOI Ta BHECEHHS
pefakuiiHnx npasok 3a n.n. 2, 4,
11, 17 ana cpopmu in bulk. TepmiH
BBEJEHHS 3MiH- NPOTArom 6-Tn
MicsILiB Micns 3aTBEPAKEHHS
170. | CENNCENT® | Mycoph Modpet | LO4AA | kancynu no 250 mr; TOB Ykpaina Bupo6HuLTBO ITania/ BHECEHHS 3MiH [j0 peecTpaLiiiHux 3a UA/6612/01/01
enolic ny 06 no 10 kancyny «Pow Hepo3dgiacoBaHo! LBeiya | matepianis: 3miHun | TMny - 3MiHKn 3 peuyenmom
acid MiKodheH 6nictepi; no 10 YkpaiHa» NPOAYKUIT; pis AKOCTI. [0TOBWIA Nikapcbknii 3acib.
onat 6nictepiB y nakyBaHHs, 3MiHV Yy BUPOOHMUTBI. 3MiHa
KapTOHHI nauyj BMNPOBYBaHHSA iMnopTepa/3aMiHu, LLIO CTOCYTbCA
KOHTPOJTIO AKOCTI: BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
[enbthapm MinaHo, roTOBOIO J1iKapCbKOro 3acoby
C.P.N,, Itanis; (3amiHa abo gofaBaHHs
MakyBaHHS, BUMYCK BMPOGHMKa, LLIO Bignosigae 3a
cepii: ®.XohdpmaHH- BBE3€eHHA Ta/abo Bunyck cepii) -
Na Pow Nta, He Bknovaroum
LLiBefiuapis; Bunyck KOHTPO/Ib/BUNPOBYBaHHS cepii.
cepii: ®.XohdpmaHH- BHeceHHs iHchopmadii npo
Na Pow J1Ta, iMnopTepa B YKpaiHy A0 po3ainy
LLiBeiuapis 3.2.P.3.1 Bupo6Huk(n) B
mMarepiann peecTpaLiiiHoro AockE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine
171. | cupPon - ekcTpakt | RO5C cuponno 130ry TOB YkpaiHa TOB "TepHodthapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHNX 6e3 UA/12768/01/01
NnoA0OPOXH nogopo A17 donakoHi; no 1 "TepHodha marepianis: 3miHu | Tuny - 3miHu 3 peyenma
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

NKA XHUKa hnakoHy 3 MipHOLO pm* AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
naHueTto JIOXKOI0 B nauLj; no 3MiHU Y BUPOBHULTBI. 3MiHK
BUAHOIO 130 ry 6aHuj; no 1 BMNPOGYBaHb abo JONYCTUMMX
nera 6aHLi 3 MipHOtO MeX, BCTAHOBMEHUX Y
(Plantagi JIOXKKOIO B nauLyj cneuumaikauisx, nig yac
nis BMPOGHULITBA FOTOBOTO
lanceola nikapcbkoro 3acoby (iHLWi 3MiHN) -
tae BUJTyYEHHSA NOKasHuKa
folia), «lgeHTudikauis» i3 cneundikauii
eKCTpakT Ta METOZjiB KOHTPO/1H0 MPOMIKHOIO
MasnbBu npoAykTy «Cupon nofopoxXHMKa,
KBITOK Hepo3dg)acoBaHWin» NoB’a3aHe 3
(Malvae HasiBHICTIO peakuili igeHTudikawi
sylvestri y MKA Ha 13, He3HauHi
s flov), pefakuiiHi npaBku (NpBeLeHHs
KucnoTa [0 Cy4acHUX BUMOT) B po3fini
ackop6iH peecTpadjiiHoro gocke 3.2.P.3.4.2.
oBa

KOHTPO/Ib MPOMDKHOT MpoAayKLii Ha
nikapcbkuii 3aci6 Cupon
NOLOPOXHUKA. 3MiHM | TvNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKoro 3acooy.
3MiHa y MeTogax BMNpo6yBaHHSs
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepKEeHNX
MeTo4ax BUNPOOyBaHHs)
BBefeHHss PC3 meTuinapabeHy i
nponinnapa6ery B MeToam
KOHTpOst0 Ha MKA 13 1a B
MeToAun KOHTpoto Ha 3.2.P.3.4.2.
KOHTPO/1b MPOMIXHOI
MNPOAYKLIITy 38'A3Ky 3
npuBeAEeHHSM [0 CyYacHUX
hapmaLeBTUYHUX CTaHJapTiB
AKOCTi. CynyTHs 3MiHa - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBHULTBI. 3MiHK
BMNPOGYBaHb abo JONYCTUMMX
MeX, BCTAHOBMEHNX Y
cneumdikaLisx, nig vyac
BMPOGHULITBA TOTOBOIO




205

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
nikapcbkoro 3acoby (iHLWi 3MiHN)
172. | CYNbLUE® Cefoper | uecbone | JO1DD | nopoLuok Ans Mepokemi Kinp Bnpo6HMLTBO 3a Kinp/ BHECEHHS 3MiH 10 peecTpavLiiiHnx 3a He UA/11158/01/01
azone pasoH 62 PO34unHY ANS iH'eKLi Nimiteq NOBHUM LMK/IOM: B’eTHam marepianis: 3miHu | Tuny - peyenmom | nionse
and HaTpito nolr/lr;1a6o 10, Megokemi Nimiten, AAMiHICTpaTBHI 3MiHW. 3MiHa ae
beta- Ta abo 50, abo 100 Kinp; HaliMeHyBaHHA Ta/abo agpecu
lactama | cynbbak h1aKoHiIB 3 Brpo6HMLTBO MiCLii NPOBaKEHHS AiSNbHOCTI
se Tam MOPOLLKOM B roToBOro BUpPOGHMKa/iMnopTepa roToBoro
inhibitor | Hatpito KapTOHHi Kopobuj nikapcbKoro 3acoby, NikapcbKoro 3acoby, BkIYaouu
nepBuHHE Ta AinbHULI BUNYCKy cepii abo micue
BTOPVHHE NPOBeAEHHS KOHTPOJIIO SKOCTI.
nakyBaHHs: (misnbHiCTb, 3a AKy Bignosigae
Mepokewmi (Pa IcT) BMPOGHUK/IMNOpTEp, BKIKOYAKOUM
KamnaHi Mimites, BUMYCK Cepiii) yTOYHEHHS aapecu
B’eTHam BMPOGHWYOI AinbHULI Megokemi
Nimiten, Kinp y BignosigHocTi Ao
cepTudpikaty GMP, 6e3 3miHu
MicLs BUPOGHMLTBA. 3MiHK
BHECEHO B iHCTPYKL0 AnA
MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3gin
«MicLe3HaxomkeHHs1 BUPOGHMKa
Ta agpeca Micua NpoBaKeHHA
oro AisanbHOCTI» 3 BiANOBIAHUMYU
3MiHaMu B TEKCTi MapKyBaHHS
yNaKoBOK JliKapCbKOro 3acoby.
TepMmiH BBELEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBEpPMAKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NiKapcbKoro 3acoby, a
came: BHECEHHS pefaKLinHuX
npaBoK Mo TeKCTy. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCSILiB Micnsi 3aTBEPAKEHHS.
173. | TAMI®P/TIO® oseltami | o3enbta | JOS5AH | kancynu no 75 wr; TOB Ykpaina Bupo6HuLTBO PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux 3a UA/3189/02/03
vir MiBip Y 02 no 10 kancyny «PoLu Hepo3chacoBaHo| [ lITania/ | matepianis: 3MiHu | TURNY - 3MiHK 3 peyenmom
dopmi 6nictepi; no 1 YkpaiHa» npoaykuii: CeHekci, LBerua | skocTi. A®l. BUpobHMLTBO. 3MiHA
o3enbTa 6nictepy B PpaHuis; pist po3Mipy cepii (BKItOYaUM
MiBipy KapTOHHi Kopobuj Brpo6HuuTBO Aiana3oHn) A®l abo npomixHoro
docchat Hepo3dgiacoBaHoi NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
y npoayKuir, npoteci Bupo6HuuTea AdI
nakyBaHHs, (36inbLUeHHs o 10 pasis
BMNPOGYBaHHS MOPIBHSHO i3 3aTBEPAKEHUM
KOHTPOJIHO SIKOCTI: po3mipom) 3 MeToto 3a6e3neyeHHs
[Jenbdapm MinaHo, FHYYKOro Ta cTabifibHoro
C.P.N., ITanisi; nocTavyaHHs aKTVBHOI PeYOBUHN
MakyBaHHS, o3enbTaMiBipy ocdar,
BUNPOBYBaHHA NPOMNOHYETLCA BHECTU 3MiHW,
KOHTPOJTHO SIKOCTI, [04aBLUN HOBY BUPOOBHMYY MiHit0
BUNYCK cepii: (Equipment Train B) 3 peakTopom
®.XothpmaHH-/15 o06'emom 2400 n Ha 3aBogi
Pow fiTg, Patheon Ha goaaTtok o icHyto4ol
LliBeiiLapisi; BUNycK NiHiT (Equipment Train A) 3
cepii: ®.XothpmaHH- peaktopom 6400 n. BBefeHHs
Ns Pow NTg, 3MiH NPOTArom 6 micsAuis nicas
Liseliuapis 3aTBEPAKEHHS.
174. | TEMO30O/IOM | temozol | Temo3on | LO1AX | kancynu TBepdi, No Akkopg Icnanis Brpo6HuuTBO IHpis/ BHECEHHS 3MiH 1O peecTpavLiitHnx 3a UA/19158/01/01
14 AKKOPA omide omig, 03 20 wmr; no 1 kancyni Xenckea nikapcbkoro 3acoby, Benuka marepianis: 3miHu | Tuny - peyenmom
y cawe, no 5 cawey C.JLY. nepBrHHe Ta BpuTaHi AAMiHICTpaTUBHI 3MiHW. 3MiHa
nauui BTOPVHHE a/ HalimeHyBaHHs1 Ta/abo agpecu
nakyBaHHs, ITania/ MiCLii NPOBaKEHHS AiSNIbHOCTI
KOHTPO/b AKOCTI MonbLia BMpo6HUKa/iMnopTepa rorosoro
cepii: / nikapcbKoro 3acoby, BKIoYaum
IHTAC ManbTa/ | AinbHUUI BUNYCKy cepii abo micue
DAPMACBIOTIKAN Yropium NpoBeAeHHS KOHTPOIHO AKOCTI.
3 NIMITEL, Ingis Ha/ (misnbHiCTb, 3a AKy Bignosigae
Brpo6HMLTBO pevis BMPOGHMK/iMNopTep, He

nikapcbkoro 3acoby,
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii:

IHTac
dapmacbioTikans
Nimitea, 1A
Jopatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
AKKOP/[, XENCKEA
NIMITEL, Benvka

BK/IO4a0UM BUMYCK cepiid) - 3MiHa
Ha3BW BUPOGHYKa, BigNoBiganbHOT
3a KOHTPO/Ib SIKOCTi FOTOBOI
npoaykuii 3 Eurofins Analytical
Services Hungary Kft. Hungary Ha
Eurofins BioPharma Product
Testing Budapest Kft, Hungary 6e3
3MiHM MicLUs BUPOOHULITBA.
HanucarHsa agpecu npusegeHo y
BigNoBiAHICTb A0 Aitoyoro
Ceptucpikaty GMP.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
BpuTaHis
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:

A4 CAMJII YENH
(Itanis) CMA, ITania
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benuka
BputaHis
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
CuHonTU3
IHgacTpian Cn. 3
0.0., Monbwa
KoHTponb sikocTi:
Micom la6e N14.,
ManbTa
KoHTponb sikocTi:
Papmagokc
Xenckea 1114,
ManbTa
KoHTposb sikocTi:
€BpodoiHC
Biochapma MpopgakT
TecTiHr ByganewTt
KdpT. YropwmHa
KoHTponb sikocTi:
Nab6awnanisic Naind
CalieHc C.p.n.,
ITanis
KoHTposb sikocTi:
dapmaBanig K.,
YropLmHa
BignosiganbHuii 3a
BMNYCK cepii:
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monba
BTopuHHe
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI
cepii:
Akkopg Xenckea
Cinrn Membep C.A.,
peuis
175. | TEMO30/IOM | temozol | Temo3on | LO1AX | kancynu TBepai, no AKkopp, Icnanis Brpo6HMLTBO IHpis/ BHECEHHS 3MiH 40 peecTpaLiiHuX 3a UA/19158/01/02
14, AKKOP/, omide omig 03 100 wmr; no 1 kancyni Xenckea nikapcbkoro 3acoby, Benvka martepianis: 3miHu | Tuny - peuyernmom
y cawle, no 5 cauwe y C.JLY. nepBrHHe Ta BputaHi AfMiHICTpaTMBHI 3MiHN. 3MiHa
navu,i BTOPUHHE al HalimeHyBaHHs Ta/abo agpecu
nakyBaHHs, ITania/ MiCLA MPOBAaMKEHHS AiANbHOCTI
KOHTPOb AKOCTI MonbLa BMpO6HMKa/iMnopTepa rotoBoro
cepii: / nikapcbKoro 3acoby, BkIOYaum
IHTAC ManbTa/ | AinbHUUI BUNYycKy cepii abo micue
PAPMACBHIOTIKAJ YropLum NPOBELEHHS KOHTPOJIHO AKOCTI.
3 NIIMITEL, IHais Ha/ (misnbHiCTb, 3a AKy Bignosigae
Brpo6HMLTBO Mpeuis BMPOGHUWK/iMNopTep, He

NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPVHHE
naxyBaHHs,
KOHTPO/Ib SIKOCTI
cepii:

IHTac
dapmacbloTikans
Nimiten, IHAiA
[opaTtkoBa
OinbHUUS 3
BTOPWHHOTO
naxyBaHHs:
AKKOPJ XENCKEA
NIMITEL, Benuka
BputaHis
Jopartkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHS:

BK/THOHAK0UM BUMNYCK cepiit) - 3MiHa
Ha3BW BNPOGHYKa, BignoBiganbHOT
3a KOHTPOJ1b AKOCTi rOTOBOI
npogaykuii 3 Eurofins Analytical
Services Hungary Kft. Hungary Ha
Eurofins BioPharma Product
Testing Budapest Kft, Hungary 6e3
3MiHM Micus BUpOBHMLTBA.
HanucaHHsa agpecu npuBegeHo y
BiANOBIAHICTb A0 Aito4oro
Ceptucpikaty GMP.
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Ne

Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

O4Un CAMNI YEWH
(Itanis) CMA, ITanis
Jopatkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
AKKOP[-FOKEN
NIMITEL, Benuka
BpuTaHis
Jopartkosa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtus
IHgacTpian Cn. 3
0.0., Monbwa
KoHTposb sikocTi:
Micowm Jla6e N14.,
ManbTa
KoHTposb sikocTi:
dapmagokc
Xenckea Jitga,.,
ManbTa
KOHTpPO/b SIKOCTI:
€BpodyiHC
Biothapma Mpogakt
TecTiHr ByganewTt
K., Yropwumna
KoHTposb sikocTi:
Nab6aHanisic Nand
CaiieHc C.p.n.,
ITanis
KOHTpPO/b SIKOCTI:
Papmasanig K.,
YropuuHa
BignosiganbHuii 3a
BUNYCK cepii:
AkKkoppg, Xenckea
Moncka Cn. 3 0.0.
Cknap, ImnopTepa,
Monbwa
BTopuHHe
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
nakyBaHHs Ta
KOHTPO/b SIKOCTI
cepii:
Akkoppg Xenckea
Cinrn Membep C.A.,
peuist
176. | TEMO30O/IOM | temozol Temo30n | LO1AX | kancynu TBepgj, no AkKopp, IcnaHis Brpo6HMLTBO IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/19158/01/03
14, AKKOPA, omide omig 03 140 mr; no 1 kancyni Xenckea NiKapcbKoro 3acooy, Benuka martepianis: 3miHu | Tuny - peyenmom
y cawe, no 5 cawe y C.NYy. nepBuHHE Ta Bputai AfMiHiCTpaTWBHI 3MiHU. 3MiHa
nauui BTOPWHHE A/ HalimeHyBaHHs Ta/abo agpecu
nakyBaHHs, ITanis/ MiCLSi NPOBAKEHHSA AiANbHOCTI
KOHTPO/Ib AKOCTI Monba BMPOGHMKa/imnopTepa rotoBoro
cepii: / nikapcbKoro 3acoby, BKIYaKum
IHTAC ManbTa/ | AinbHULUI BUNYCKY cepii abo micue
PAPMACBIOTIKAN YropLum NpoBefEeHHS KOHTPO/THO SKOCTI.
3 NIIMITEL, IHais Ha/ (misnbHICTb, 3a SKy Bignosigae
Brpo6HuuTBO Mpevis BMPOGHUK/iMNOpTEp, He

nikapcbkoro 3acoby,
nepBUHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI
cepii:

IHTac
dapmacbioTikans
Nimitea, IHaia
Jopartkosa
OinbHUUA 3
BTOPVHHOTO
nakyBaHHS:
AKKOP/, XE/ICKEA
NIMITEA, Benvka
BpuTaHis
Jopatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
4N CANAI YEVH
(Itanis) CMA, ITanis
Jopatkosa
AinbHUUA 3
BTOPWHHOTO

BK/IO4A0UM BUMYCK cepiid) - 3miHa
Ha3BW BNPOGHKKa, BigNoBiAaNbHOT
3a KOHTPO/1b SIKOCTi FOTOBOI
npogaykuii 3 Eurofins Analytical
Services Hungary Kft. Hungary Ha
Eurofins BioPharma Product
Testing Budapest Kft, Hungary 6e3
3MiHM Micust BUPOGHULTBA.
HanucaHHA agpecu npuBefeHo y
BigNOBIgHICTL A0 Aitoyoro
Ceptuddikaty GMP.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nakyBaHHSI:

AKKOP[I-tOKEM
NIMITEA, Benuka
BpuTaHis
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHS:
CwvHonTtus
IHgacTpian Cn. 3
0.0., MonbLa
KOHTpPO/b SIKOCTI:
Micom Jla6e NTa.,
ManbTa
KOHTpPO/b SIKOCTI:
dapmagokc
Xenckea J1t4.,
ManbTa
KoHTponb sikocTi:
€BpocpiHC
Biochapma MpopgakT
TecTiHr ByganewTt
KdpT., YropumHa
KOHTpPO/b SIKOCTI:
NabaHanizic Maiic
CaiieHc C.p.n.,
ITanis
KoHTponb sikocTi:
dapmasanig K.,
YropwmHa
BignoBiganbHuii 3a
BUNYCK cepil:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbwa
BTopuHHe
nakyBaHHs Ta
KOHTPO/b SKOCTi
cepii:
AkKoppg, Xenckea
CiHrn Membep C.A.,
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
peuis
177. | TEMO30/IOM | temozol Temo3on | LO1AX | kancynu TBepaj, no AkKopp, IcnaHis Bupo6HMLTBO IHais/ BHECEHHS 3MiH [0 peecTpaviiiHux 3a UA/19158/01/04
14 AKKOPA omide omig, 03 180 wr; no 1 kancyni Xenckea nikapcbkoro 3acoby, Benuka marepianis: 3miHu | Tuny - peyenmom
y cawe, no 5 cawey C.JLY. nepBrHHe Ta BpuTaHi AAMiHICTpaTBHI 3MiHW. 3MiHa
nauui BTOPWHHE a/ HalimeHyBaHHs1 Ta/abo agpecu
nakyBaHHs, ITania/ MiCLii NPOBaKEHHS AiSNbHOCTI
KOHTPO/b AKOCTI MonbLia BMpoGHUKa/iMnopTepa rotoBoro
cepii: / nikapcbKoro 3acoby, BKIoYaum
IHTAC ManbTa/ | AinbHUUI BUNYCKy cepii abo micue
DAPMACBIOTIKAN Yropium NnpoBeAeHHS KOHTPOIHO AKOCTI.
3 NIMITEL, Ingis Ha/ (misnbHiCTb, 3a AKy Bignosigae
Brpo6HMLTBO pevis BMPOGHMK/iMNopTep, He

nikapcbkoro 3acoby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib AKOCTI
cepii:

IHTac
dapmacbioTikans
Nimitea, 1A
Jopatkosa
AinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
AKKOP/, XE/ICKEA
NIMITEL, Benuka
BpuTaHis
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHS:
A4n CANJII YENH
(Itanis) CMA, Itania
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEL, Benuka
BputaHis
Jogarkosa

BK/IO4a0UM BUMYCK cepiid) - 3MiHa
Ha3BW BUPOGHYKa, BigNoBiganbHOT
3a KOHTPOJIb SIKOCTi FOTOBOI
npoaykuii 3 Eurofins Analytical
Services Hungary Kft. Hungary Ha
Eurofins BioPharma Product
Testing Budapest Kft, Hungary 6e3
3MiHW MicLUs BUPOOHULITBA.
HanucarHsa agpecu npusegeHo y
BigNoBiAHICTb A0 Aitoyoro
Ceptucpikaty GMP.
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Pekna

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hername
HmMoBaH
a

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

myBaH
Hﬂ**

peecmpayitiHo
20
nocsioYyeHHs1

Ha3sa*

OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
CuHonTU3
IHgacTpian Cn. 3
0.0., Monbwa
KoHTposb skocTi:
Micom la6e N14.,
Manbta
KoHTposb skocTi:
Papmagokc
Xenckea N114,,
ManbTa
KoHTposb sikocTi:
€BpodoiHC
Biochapma MpopgakT
TecTiHr ByganewTt
KdpT., YropwmHa
KoHTposb skocTi:
Nab6awnanisic Naind
CalieHc C.p.n.,
ITanis
KoHTposb sikocTi:
dapmaBanig K.,
YropLmHa
BignosiganbHuii 3a
BUNYCK cepii:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monba
BTtopuHHe
nakyBaHHA Ta
KOHTPO/1b AKOCTI
cepii:
Akkopg Xenckea
Cinrn Membep C.A.,
peuis

BHECEHHS 3MiH 40 peecTpaLiiiHX

3a

UA/19158/01/05

178.

TEMO30/10M
14 AKKOP,

temozol
omide

TemMo30/
omig

LO1AX
03

Kancynu Teepai, no
250 wmr; no 1 kancyni
y caLlle, no 5 cawey

nauuj

Akkopa
Xenckea
C.JY.

Icnanis

Brpo6HuLTBO
nikapcbkoro 3acoby,
nepBuHHe Ta

IHgis/
Benwuka
Bputani

al

BTOpUHHE

martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu

peyenmom




214

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
nakyBaHHs, ITania/ MicLA NMPOBaMKEHHS AiANbHOCTI
KOHTPO/b SKOCTI MonbLua BMpo6HUKa/iMnopTepa rotoBoro
cepii: / niKapcbKoro 3acoby, BKoUakum
IHTAC ManbTa/ | AinbHUUI BUNYycKy cepii abo micue
PAPMACBIOTIKAJ YropLum NpPoBefileHHS KOHTPOJIHO AKOCTI.
3 NIMITEL, IHais Ha/ ([isnbHICTb, 3a SKy BignoBigae
Brpo6HMLTBO peuis BMPOGHUWK/iMNopTep, He

NiKapcbKoro 3acooy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTi
cepii:

IHTac
dapmacbioTikans
Nimiteq, IHAais
[opaTtkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
AKKOP/[, XENCKEA
NIMITEL, Benuka
BputaHis
Jopatkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
O4Un CAMNI YENH
(Itanis) CMA, ITanisa
Jopatkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
AKKOP[-FOKEN
NIMITE/A, Benuka
BpuTaHis
Jopartkosa
AiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtus
IHgacTpian Cn. 3

BK/THOHAI0UM BUMNYCK Cepiit) - 3MiHa
Ha3BW BUPOOHMKA, BiAMOBIAA/IbHOT
3a KOHTPOJS1b AKOCTi rOTOBOI
npoaykuii 3 Eurofins Analytical
Services Hungary Kft. Hungary Ha
Eurofins BioPharma Product
Testing Budapest Kft, Hungary 6e3
3MiHM MicUs BUPOBHMUTBA.
HanucaHHsa agpecu npuBegeHo y
BIANOBIAHICTL A0 Aito4oro
Ceptuddikaty GMP.
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n/n

JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa

diroyoi

peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

179.

TETPALMK/I

JO1AA

0.0., Monbwa
KoHTposb sikocTi:
Micowm Jla6e N14.,

ManbTa
KoHTposb sikocTi:
dapmagokc
Xenckea Jitga,.,
ManibTa
KOHTpPO/b SIKOCTI:
€BpodoiHC
Biothapma Mpogakt
TecTiHr ByganewTt
K., Yropwumna
KoHTposb sikocTi:
Nab6aHanisic Nand
CaiieHc C.p.n.,
ITanis
KOHTpPO/b SIKOCTI:
Papmasanig K.,
YropuuHa
BignosiganbHuii 3a
BUNYCK cepii:
AkKoppg, Xenckea
Moncka Cn. 3 0.0.
Cknag, ImnopTepa,
Monbwa
BTopuHHe
nakyBaHHs Ta
KOHTPO/Ib AKOCTI
cepii:
Akkoppg Xenckea
Cinrn Membep C.A.,
peuist

HY
rAPOX/IOPU
a

tetracycli
ne

TeTpaum
KNiHy
rigpoxso
pna

07

TabneTku, BKPUTI
060/10HKOH0, 1Mo 100
Mr no 10 TabneTtok y
6nicTepi; no 1 abo
no 2 6nictepny
nauLli 3 KapToHy; No
10 Tabnetok y
6nicTepax

AT
"BITAMIH
n"

YkpaiHa

AT "BITAMIHAN"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHuXx
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHM BHECEHO B IHCTPYKL,itO ANns
MeAMYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby Ta KopoTky
XapaKTepuUCTUKY liKapCbKOro
3acoby A0 po3giny «lMo6iyHi

3a
peyenmom

He
nionsie
ae

UA/0965/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
peaxuii» o0 3BiTyBaHHS Npo
no6iyHi peakuii.IHCTPYKLUia ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby (eCTD Bepcis
0000). KopoTka xapakrepucTuka
nikapcbkoro 3acoby (eCTD Bepcis
0000). BBefieHHs 3MiH NPOTAromM
3-X MicsLiB Nicns 3aTBEPIKEHHS.
180. | TIKOBAK Encepha | Bipyc JO7BA | cycneHsia gns Mdpaiizep CLA KOHTPO/Ib SKOCTI: Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/16695/01/01
BAKUWHA litis, tick Kniwoso | 01 iH'ekyii no 2,4 Eiiy.Ci.Mi. EYPO®IHC AscTpisi/ | marepianiB: 3MiHu | TUNYy - 3MiHK 3 peuyenmom
ansa borne, ro Mkr/0,5 mn, no 0,5 Kopnopeii BIO®APMA Benebris AKocTi. A®l. KoHTposb AdL. 3miHa
NPO®PINAKT inactivat | eHueda M/ CycneHsii y LUH MPOAAKT TECTIHI y MeTogax BunpobysaHHa A®l abo
KN ed, nity nonepesHL0 CMNEWVH, C.J1.Y, BMXIZAHOrO MaTepiany/npomikHOro
KNIWoBOro | whole (wram HanoBHeHOMY IcnaHis; KoOHTponb npoaykTy/peareHty, Lo
EHUE®ANITY | virus Neudorfl wnpuui; no 1 akocTi: Mdpaiizep BMKOPWCTOBYETHLCS Y NPOLIECI
KYNbTYPAN )2 wnpuy MeHtohekuypuHr BMPOGHMLTBA AD| (HE3HAYHI 3MiHK
bHA : - BKNafeHoMmy y AscTpisa M'm6X, y 3aTBepKeHNX MeTofax
IHAKTUBOBA aacop6o 6nictep; no 1 ABCTpIS; BMNPO6YBaHHS) - 3MiHa pobo4yoro
HA BaHWiA 6nictepy Ta BUPOGHMNLITBO AianasoHy MeTofy BU3HaYEeHHS
OYULLEHA Ha OKPEMOIO roJ1KoK Y NpPoAyKTy y chopMmi in BMICTY Bi/IbHOro dpopmanibgeriay.
COPBOBAHA rigpokcn KapTOHHI Kopo6Lyi bulk; HanoBHeHHS 3MiHu | TURYy - 3MiHK 3 akocTi. AdI.
Jill wnpuis, KoHTposnb A®L. 3miHa y meTogax
antoMiHi nakyBaHHs, BunpobysaHHa A®| abo BuxigHoro
10, MapKyBaHHS, marepiany/npoMixXHOro
rigpatos KOHTPO/b SKOCTI, npoayKTy/peareHTy, Lo
aHuig; BUNYCK cepil: BMKOPUCTOBYETLCA Y NPOLIECI
2. Mdpaiizep BMPOGHMLUTBA ADI (iHLWi 3MiHN Y
BUpoLLe MeHiodhek4yprHr mMeToAax BUNpoGyBaHHSA
HWIA Ha Benbrisi HB, (BKKOYAOUM 3aMiHy ab0
KynbTypi Benbrisi; KOHTPOb [O0MNoBHEHHS) AD| abo
hibpobn skocTi: CI'C /lab BUXIAHOIO/NPOMIXHOr0O NPOAyKTY) -
acCTHUX CimoH CA, Benebris BBefeHHsA HOBOro CTaH4apTHOrO
KNITUH 3paska (pecepeHTHOro
Kypaumx cTaHzgapTy). 3miHu | Tuny - 3MiHu 3
eMObpioHi akocTi. A®l. KoHTponb A®L. 3miHa
B y MeTogax BunpobysaHHa A®l abo
(kniTnHa BMXIZAHOrO MaTepiany/npomikHOro
x CEF) NpoAyKTy/peareHTy, Lo

BMKOPWCTOBYETHLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK
y 3aTBEpXEHNX MeToAax
BMNPOOYBaHHS) - He3HayHa 3MiHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

[0 NpPOTOKONY KBaUtidpikauii
MalibyTHLOro petepeHTHOro
marepiany 415 NpoBeAeHHs

BMNPOOYBaHHA Ha ifeHTUdiKaLito
po60o4oro NOciBHOrO Bipycy Ta
360py iHheKLiHOro Bipycy
(BHYTpiWHbONPOLECHe
BUNPOGYBaHHSA Ait040T PEYOBUHU 3
METOI KOHTPO/T0 BUPOBHNYOrO
npouecy). 3MiHu | Tuny - 3miHn 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MmeTogax BunpobyeaHHsa APl abo
BMXiZHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK

y 3aTBEPHKEHUX MeToAax
BUNPOOGYBaHHS) - BBeAEHHS
anbTepHaATMBHOIO renio Ans

mMeToay iaeHTudikauii. 3MiHu |

MRy - 3MiHK 3 KocTi. AdI.

Brpo6HMLTBO. 3MiHM B NMpoueci
BMPOGHMLTBA AP (iHLWI 3MiHN) -
BnpoBagxeHHs HOBOro
TPaHCMOPTHOrO KOHTelHepa Ans
TPaHCMNopTyBaHHS Ajtoyol
peyoBuHU. 3MiHK | TURY - 3MiHK 3
AKOCTi. A®I. (iHWi 3MiHW) -
BunpasneHHs onucy aHaniTuuHol
METOAVKN Ta NPOTOKOY
cTabinbHoCTI

181.

TIKOBAK
[DKYHIOP
BAKLIMHA
ans
NPO®INAKT
VKN
KNILLOBOro
EHLEDANMITY
KYNbTYPAN
bHA
IHAKTVBOBA

Encepha
litis, tick
borne,
inactivat
ed,
whole
virus

BipycC
KNiLLoBO
ro
eHueda
nity
(wtam
Neudorfl

12
)

afcopbo
BaHWiA

JO7BA
01

cycneHsia ans
iH'ekujn no 1,2
MKr/0,25 mn, no 0,25
M CycneHsii y
nonepegHbL0
HanoBHEHOMY
wnpuui; no 1
wnpuuy
BK/N1aZlEHOMY Y
6nictep; no 1
6nictepy Ta

Mcpaiizep

Eiu.Ci.Mi.

Kopnopeii
LUH

CLWA

KOHTPO/Ib AKOCTI:
EYPO®IHC
BIO®APMA

MPOJOAKT TECTIHI

CMEVH, CJ1.Y,

IcnaHis; KOHTPob

skocTi: Mdpaiizep

MeHtodek4ypuHr

ABcTpiss F'M6X,
ABCTpIS;
BMPOBGHMLTBO

Icnanis/
AscTpisi/
Benbris

BHECEHHSA 3MiH 10 peecTpavLiiHnX
marepianis: 3miHu | Tuny - 3miHn 3
AKocTi. A®l. KoHTposib AdL. 3miHa
y MeTogax sunpobysaHHa A®l abo
BWXiAHOro Marepiany/npomikHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpKEHNX MeTodax
BMNPOBYBaHHSA) - 3MiHa pobo4oro
AianasoHy MeTofly BU3HaYeHHS

3a
peyerimom

UA/16694/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
HA Ha OKpPEMOIO roJ1KoK Y npoAaykTy y dopmi in BMICTY Bi/IbHOro chopmManbgerigy.
OYNLLEHA rigpokcun KapTOHHI Kopo6Lyi bulk; HanoBHeHHsA 3MiHW | TUNY - 3MiHK 3 AKOCTI. ADI.
COPBOBAHA il wnpuvuis, KoHTponb A®I. 3miHa y meTogax
TIOMIHI nakyBaHHs, BuNpobyBaHHa A®| abo BuxigHOro
10, MapKyBaHHs, marepiany/npomMixxHoro
rigparos KOHTPO/Ib SIKOCTI, NpoAyKTy/peareHTy, Lo
aHwii; BUNYCK cepil: BMKOPUCTOBYETLCS Y NPOLIECI
z- Mdpaiizep BUPOGHMLTBA AP (iHLWI 3MiHW Y
BMpoLLe MeHtohekuypurHr MeToAax BUNpobyBaHHS
HWIA Ha Benebrist HB, (Bkntovaroum 3amiHy abo
KyNbTypi Benbris; KOHTPOb [0MNoBHEHHs) AD| abo
ibpobn skocTi: CI'C /a6 BUXiAHOTO/NPOMIXXHOr0 NPOAYKTY) -
acTHMX CimoH CA, benbris BBefeHHA HOBOro CTaHAapTHOrO
KNiTUH 3paska (pedpepeHTHOro
Kypaumx CcTaHZgapTy). 3miHn | Tuny - 3MiHn 3
emMbpioHi AKocTi. A®l. KoHTposb AdL. 3miHa
B y MeTogax sunpobysaHHa APl abo
(kniTnHa BMXIAHOrO MaTepiany/MpomixkKHOro
x CEF) npoAaykTy/peareHTy, Lo

BMKOPUCTOBYETLCA Y NPOLIECI
BUpo6HMUTBa AP| (HE3HAYHI 3MiHN
y 3aTBepKEHNX MeTodax
BUNpobyBaHHsA) - HesHauHa 3miHa
[0 NPOTOKONY KBaUtidpikauii
MalibyTHbOro petepeHTHOro
marepiany 4719 NpoBeAeHHs
BMNPOOGYBaHHS Ha iAeHTHdiKaLito
po60oyoro NOCiBHOrO Bipycy Ta
360pY iHheKLjiiHoro Bipycy
(BHYTpiLWWHbONPOLECHE
BMNPOOYBaHHSA Ail040i pe4YOBUHM 3
METOI KOHTPOJI0 BUPOGHMYOro
npouecy). 3MiHu | Tuny - 3miHn 3
AKocTi. A®l. KoHTposb AdL. 3miHa
y MeTogax sunpobysaHHa A®l abo
BMXIAHOrO MaTepiany/MpomixkKHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BUpo6HMUTBa AP| (HE3HAYHI 3MiHN
y 3aTBepKEHNX MeTodax
BUNpobyBaHHSA) - BBefeHHs
a/IbTEPHATMBHOIO reslio ANs
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
mMeToay iaeHTudikauii. 3miHn |
MRy - 3MiHK 3 AKocTi. API.
Bupo6HMLTBO. 3MiHM B npoLeci
BMPOGHMLTBA ADI (iHLWi 3MiHN) -
BnposagkeHHSA HOBOro
TPaHCMOPTHOrO KOHTelHepa Ans
TpaHCNOPTYBaHHSA Ajto40Tl
peyoBuHU. 3MiHK | TUNY - 3MiHK 3
AKOCTi. A®I. (iHWi 3MiHW) -
BunpasneHHsA onucy aHaniTMYHOT
MEeTOAMKM Ta NPOTOKO/Y
CTabiNIbHOCTI
182. | TONOTEKAH | topoteca | Tonotek | LOL1CE | koHUeHTpaT ans AkKopp, Monbwa Brpo6HMLTBO IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/17720/01/01
AKKOPJ n aHy 01 pO34nHYy ANns Xenckea roToBOro Benvka marepianis: 3miHu | Tuny - 3miHn peyenmom | nionse
rigpoxso iHcpysin, 1 mr/mn; no Moncka nikapcbkoro 3acoby, | Bputani woao 6e3nekn/edpekTBHOCTI Ta ae
pna 1 mn abo no 4 mn Cn. 3.0.0. nepBrHHE, BTOPVHHE A/ thapmakoHarnsgy. 3miHu y
KOHLeHTpaTy y naxyBaHHs, Yropuiu KOpOTKili xapakTepucTu,i
CKNSIHOMY hN1aKoHi; KOHTPO/Ib AKOCTI Ha/ NiKapCcbKoro 3acoby, TEKCTi
no 1 cpnakoHy y cepii: MonbLia MapKyBaHHS Ta IHCTPYKLUIi A5
KapTOHHi Kopobuj IHTac / Tpeuis MeANYHOro 3acToCyBaHHA

dapmacbloTikans
Nimiten, 1HAiN;
BTopuHHe
nakyBaHHS:
Akkoppg Xenckea
NimiTen, Benuka
BpuTaHis;
KoHTponb skocTi:
€pocpiHC
Ananitikan Cepsices
XaHrepi K.,
YropuuHa;
KoHTponb skocTi:
SAPMABANIA NTA.
Mikpob6ionoriyHa
nab6oparopis,
YropumHa;
BignosiganbHuii 3a
BUMNYCK cepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,

reHepuyHuX/ribpnaHnx/6ionodioHn
X flikapcbkux 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWI Npenapar (3MiHa He
noTpebye HafaHHS XOAHNX HOBYUX
[0[ATKOBUX AaHnX) 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby y po3gin
"3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaat”
3rigHo 3 iHhopMmaLielo Wwoao
MeAMYHOro 3acToCyBaHHSA
pediepeHTHOro Nikapcbkoro
3acoby (HYCAMTIN 4 mg,
NopoLLOoK niodpinisoBaHuin Ans
NpUroTyBaHHSA PO34nHY A/1A
iHdDy3iit). BBEAEHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
MonbLia;
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI
cepii:
Akkopg Xenckea
Cinrn Membep C.A.,
peuis
183. | TPEHAKCA tranexa TpaHekc | BO2A TabneTku, BKPUTI Makneogc IHgis Makneoac IHais BHECEHHS 3MiH 40 peecTpaLjiiiHX 3a He UA/10181/01/01
250 mic acid | amoBa A02 060/10HKO, N0 250 dapmacb $apmacbloTukanc mMartepianis: 3miHu | TUNY - 3MiHK peuyennmom | niossie
KucnoTta Mr, o 6 TabneTok y loTuKanc Nimiten wopo 6e3nekn/epekTMBHOCTI Ta ae
CTpwni; No 2 cTpunmn Nimiteq hapmakoHarnsgy. 3miHa 'y
B KapTOHHIi kopobui KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHA Ha
nigctasi perynspHo
OHOB/IKOBAHOTO 3BIiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHUX
Bi4MNOBIAHO A0 NnaHy
negjatpuyHnx gocnigxers (PIP)
(3MiHY Y3rO[XXEHO 3 KOMMETEHTHNUM
YNOBHOB&)XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby B po3fin
"Mo6iuHi peakuii" BignosigHO A0
OHOB/IEHOT iHhopMmalLii 3 6e3neku
Lir040T pevyoBUHN. IHCTPYKUiA Ans
MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby (eCTD Bepcis
0004). BBefieHHs 3MiH NPOTAroM
6-TV MICALLIB MiC/1A 3aTBEPKEHHS.
184. | TPEHAKCA tranexa TpaHekc | BO2A TabneTku, BKPUTI Makneogc IHgis Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHX 3a He UA/10181/01/02
500 mic acid | amoBa A02 060/10HKO10, o 500 dapmacb $apmacbloTukanc MaTtepianis: 3miHu | TUNY - 3MiHK peuenmom | niosse
KucnoTa Mr, o 6 TabneTok y loTuKanc Niviten wopo 6e3nekn/edpekTMBHOCTI Ta ae
CTpuni; No 2 cTpunu Nlimiteq thapmakoHariagy. 3miHa y
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Ne
n/n

Hassa

JNliKapcbKo20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

B KapTOHHIl kopobu,i

KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIii A5
MeAMYHOro 3acTOCyBaHHA Ha
nigcrtasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6GE3NeEKN
nikapcbkoro 3acoby, abo
nocnimkeHs 3 6e3neku
3acTOCYyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AK pesynbTaT OLiHKM 3BITY 3
LocCnigpKeHb, NpoBefeHNX
BiAMNOBIAHO A0 NnaHy
negjatpuyHunx gocnimpxeHs (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby B po3fin
"Mo6iuHi peakuii" BignoBsigHO A0
OHOBNEHOT iHhopMaLii 3 6e3nekn
Lir040T pevyoBUHN. IHCTPYKLiA Ans
MeLMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby (eCTD Bepcis
0004). BBefieHHs 3MiH NpPOTAromM
6-TV MICALLIB MiC/1A 3aTBEPIKEHHS.

185.

TPOBIHTA®

IC

ticagrelo
r

TvKarpe
nop

BO1A
C24

TabneTku, BKPUTI
NNiBKOBOH
060/10HKO10, M0 60
mr; no 10 TabneTok
y 6nicTepi, no 6
6nicTepiB y nayui 3
KapTOoHY

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

YkpaiHa

ToBapuncTBO 3
[04aTKOBO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLjiiiHX
mMaTepianis: yTOUHEHHS
peecTpauiiiHoil npoueaypu B
Hakasi MO3 YkpaiHu Ne 1340 Big
11.09.2026 - 3miHW BHeCeHi [0
IHCTPYKLiT 4na MeanyHoro
3acTocyBaHHs y po3ginm "Cknag"
(pepaxuiliHi npasku),
"®apmMakosoriyHi BnactusocTi" ,
"Moka3aHHA", "TpoTunoKasaHHA",
"B3aemogis 3 iIHWMMUN NiKapCbKUMMn
3acob6amu Ta iHLWi BUan
B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA y
nepiog BaritTHocTi abo rogyBaHHs

rpyaar”, "Cnocib 3actocyBaHHs

3a
peyenmom

He
nionsie
ae

UA/20628/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

Ta fosn”, "fepenosysaHHsa",
"Mo6iuHi peakuii" BignoBsigHO A0
iHhopmawuii pechepeHTHOro
nikapcbkoro 3acoby (bpuniHTa,
TabneTkn BKPUTI NNiBKOBOIO
060/10HKOH0, M0 60 mr, 90 wmr;
AcTpa3eHeka AbB, LLBeiiuapis).
IHCTpYKUis ANna MeguyHoro
3acTOCYyBaHHS NikapCbKoro 3acoby
(Bepcia eCTA 0007). BBeaeHHs
3MiH NPOTAroM 6-Tu micauis nicns
3aTBepmKeHHs. CynyTHA 3MmiHa -
3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarniagy. BHeceHHs1 abo
3MiHa(n) fo 3060B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkoyvatoun Mnax
ynpasiHHA pusmkamu (iHLi 3MiHn)
- 3aABHUKOM HalaHO OHOBNEHUIA
naaH ynpas/iHHSA pu3rkamy Bepcis
1.2 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHdopmadlis», |1
«Cneundikauis 3 6e3nekm», |l
«MnaH 3 papmakoHarnagy», IV
«MnaH nicnspeecTpavyinHnx
nocnigpkeHb edhekTMBHOCTI», V
«3axoay 3 MiHiMi3awii pu3nkie», VI
«Pe3tome nnaHy ynpas/iiHHA
pusnkamm», VIl «dogatku» y
3B’'A3KY 3 OHOB/IEHHAM MPOEKTY
IHCTPYKLIT 418 MeguyHoro
3acTOCyBaHHS Mig3BITHOTO
nikapcbkoro 3acoby, BignoBigHO
[0 pedhepeHTHOro NikapcbKoro
3acoby. NnaH ynpasniHHSA
pusmkKamu Bepcia 1.2 norogxeHa
(eCTD nocnigosHicTs 0008).
3MiHu | TMNYy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKIll XapaKTepuCcTuLL
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

nNikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpnaHnx/6ionodioHn
X NiKapcbknx 3acobis nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pechepeHTHMIH Npenapar (3MiHa He
noTpebye HafaHHsS XOAHUX HOBUX
[04aTKOBMX AAHMX) - SMiHN
BHeCeHi [0 iHCTPYKLii ans
MeIMYHOro 3aCTOCYBaHHA Y
po3ginu "Cknag" (peaakuiiHi
npaskun), "®apmakonoriyHi
BnactmsocTi" , "lMokasaHHs",
"MpoTmnokasaHHA", "B3aemogis 3
iHWXMK nikapcbkuMK 3acobamuy Ta
iHWi BUAW B3aemogjin"”,
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta fosn”, "fepenosysaHHsa",
"Mo6iuHi peakuii" BignoBsigHO A0
iHhopmawuii pechepeHTHOro
nikapcbkoro 3acoby (bpuniHTa,
TabneTkn BKPUTI NNiBKOBOIO
060/10HKOI0, M0 60 mr, 90 wmr;
AcTpa3eHeka Ab, LLBeiiuapis).
IHCTpYKUis ANna MeguyHoro
3aCcTOCYBaHHS NikapCbKoro 3acoby
(Bepcia eCTA 0007). BBeaeHHs
3MiH NPOTAroM 6-Tu micauis nicns
3aTBep/mKeHHs. CynyTHA 3MmiHa -
3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnisgy. BHeceHHs abo
3MiHa(n1) fo 3060B'A3aHb Ta YMOB
BuAaui peectpauiiHoro
nocBifgYeHHs, Bkoyvatoun Mnax
ynpasiHHA pusmkamu (iHLi 3MiHn)
- 3aABHUKOM HaaHO OHOBNEHUIA

naaH ynpas/iHHSA pu3rkaMy Bepcis
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Ne Hasga MixxHap HasBsa Koo

Popma sunycky 3asasHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU

BUPOGH
3acoby Hename | pe4osu ynakoska) Ka uka
HmMoBaH HU
a
Hassa*

Homep
BiOnyckKy mMyBaH | peecmpauyiliHo
HsT** 20

nocsioYyeHHs1

1.2 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHdopmadlis», |1
«Cneundikauis 3 6e3nekm», |l
«MnaH 3 papmakoHarnagy», IV
«MnaH nicnspeecTpavyinHnx
[ocnigpkeHb epeKTUBHOCTI»,
V «3axoaM 3 MiHiMi3auii pu3nkiB»,
VI «Pestome nnaHy ynpasniHHA
pusnkamm», VIl «dogatku» y
3B’A3KY 3 OHOB/IEHHAM MPOEKTY
IHCTPYKLiT 418 MeanyHOoro
3acTOCyBaHHS Mig3BITHOTO
nikapcbkoro 3acoby, BiAgnoBigHO
[0 pedepeHTHOro NikapCbKoro
3acoby.

MnaH ynpasniHHA pu3nkamu
Bepcis 1.2 norogkeHa (eCTD
nocnigosHicts 0008)
YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He

marepianis: yTOYHEHHS peyenmom | nionse
060/10HKO10, Mo 90 [04aTKOBO BigNoBiAa/IbHICTIO peecTpauiiiHOi npoueaypu B ae
Mr; no 10 TabneTok 10 "IHTEPXIM" Hakasi MO3 YkpaiHu Ne 1340 Big
y 6nicTepi, no 6 Bignosiga 11.09.2026 - 3miHW BHECeHi A0
6nicTepiB y nauuj 3 NBHICTIO IHCTPYKLii ANns MeguyHoro
KapTOHY "IHTEPXI 3acTocyBaHHA y po3ginu "Cknag”
M" (pepakuiiHi npaBkw),
"®apmakonoriyHi BracTmeocTi" ,
"Moka3aHHA", "TIpoTMNOKasaHHSa",
"B3aemogis 3 iHWKMK fiKapCbKuMn
3aco6amu Ta iHWi Buan
B3aemogiit", "OcobmMBoCTi
3acTocyBaHHA", "3aCcTOCyBaHHA Yy
nepiog BaritTHocTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHS
Ta gosun”, "lMepenosysaHHA",
"Mo6iuHi peaxuii" BignoBigHO A0
iHbopmauii pedpepeHTHOrO
nikapcbkoro 3acoby (bpuniHta,
TabneTkn BKpUTI MNiBKOBOIO
060/10HKO10, M0 60 mr, 90 mr;
AcTtpa3eHeka AB, LLBeliLapis).
IHCTPYKUIS ANS MeAnYHOro

186. | TPOBIHTA® ticagrelo | Tukarpe BO1A TabneTku, BKPUTI ToBapuct YkpaiHa ToBapuncTBO 3

UA/20628/01/02
IC r nop c24 NNiBKOBOIO BO 3 [0aTKOBOIO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3acToCyBaHHS NikapCbKoro 3acoby
(Bepcia eCT[, 0007). BefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepMKeHHs. CynyTHA 3MiHa -
3MiHV Wwoao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMZaYi peecTpaLiiHoro
nocBigYeHHs, Bkovaoun MniaH
ynpasiHHA pu3nkamu (iHLLi 3MiHW)
- 3a9BHUKOM HaJaHO OHOB/EHWI
nnaH ynpasniHHA pU3nkamu Bepcis
1.2 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHchopmauis», Il
«Cneuudpikauisi 3 6esneku», |1
«MnaH 3 papmakoHarnagy», IV
«[naH nicnspeecTpaujiiHnx
JocnigpkeHb epekTuBHOCTI», V
«3axogy 3 MiHiMi3auii pusukis», VI
«Pe3tomMe nnaHy ynpasiHHS
pusnkamu», VIl «logatkn» y
3B’A13Ky 3 OHOBJ/IEHHAM MPOEKTY
IHCTPYKUii o151 MeguyHoro
3acTOCyBaHHSA Nia3BiTHOrO
nikapcbkoro 3acoby, BiAnoBsigHO
00 pedhepeHTHOrO ikapCbKoro
3aco6y. MnaH ynpaBniHHA
pu3nkamu Bepcia 1.2 norogpkeHa
(eCTD nocnigosHicTe 0008).
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarniagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUiT A5
MeJMYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionodioHn
X NiKapcbkyx 3acobiB nicns
BHECEeHHS Tiel caMol 3MiHW Ha
pechepeHTHMIH npenapar (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
[04aTKOBUX AaHuX) - 3MiHK

BHECEHI 10 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y
po3ginu "Cknaa” (pefakuiiHi
npasku), "®apmakosioriyHi
BnactueocTi" , "lMokasaHHA",
"MpoTunokasaHHaA", "B3aemopis 3
HWKXMK NikapcbknMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHsA y nepiog,
BariTHOCTi ab0 roAyBaHHs
rpyaato”, "Cnocib 3actocyBaHHS
Ta gosun", "lMepenosysaHHA",
"Mo6ivHI peakuji" BignoBigHoO A0
iHdhopmauii pedpepeHTHOro
nikapcbkoro 3acoby (bpuniHta,
TabneTkn BKPUTI NiIBKOBOH
060/10HKO10, No 60 mr, 90 wr;
AcTpa3eHeka AB, LLseliLapis).
IHCTPYKUiS ANs MeauyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby
(Bepcia eCT[, 0007). BeefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepMKeHHs. CynyTHA 3MiHa -
3MiHV Woao
6e3nekn/ePeKTNBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMZaYi peecTpauiiHoro
nocBig4YeHHs, Bkovatoun Mnax

ynpasiHHA pu3nkamu (iHLLi 3MiHW)
- 3asABHUKOM HaJaHO OHOB/IEHUIA
nnaH ynpasniHHA pUsukamun Bepcis
1.2 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHchopmauis», Il
«Cneuudpikauisi 3 6esneku», 11
«MnaH 3 papmakoHarnagy», IV
«[naH nicnspeecTpauiiHnx
[ocnigpkeHb eqpeKTUBHOCTI»,

V «3axoay 3 MiHiMi3aLii pu3ukis»,

VI «Pestome nnaHy ynpasniHHsA
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
pusnkamun», VIl «logatkn» y
3B'A3KY 3 OHOB/IEHHAM MPOEKTY
IHCTPYKUii g1 MeguyHoro
3acTOCyBaHHSA Nia3BiTHOrO
nikapcbkoro 3acoby, BiAnoBsigHO
00 pedhepeHTHOrO ikapCbKoro
3aco0y.
MnaH ynpaBniHHSA pu3nkamu
Bepcis 1.2 noromkeHa (eCTD
nocnigosHicTb 0008)
187. | YKPNIB® ursodeo | ypcogeo - Tabnetkun no 500 wr; TOB YkpaiHa | KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaviiiHux - UA/20454/01/02
xycholic | kcuxonie in bulk: Ne3510 "KYCyMm" MBT NTA, marepianis: 3miHu | Tuny -
acid Ba (10x351): no 10 AAMiHICTpaTBHI 3MiHW. 3MiHa
Kucnota TabneTok y 6nictepi;

no 351 6nictepy y
KapTOHHI kopobuy;
in bulk: Ne5600
(10x560): no 10
TabneTok y 6nicrepi;
no 560 6nictepiB y
KapTOHHI Kopo6Lyi

HalimeHyBaHHs1 Ta/abo agpecu
3as1BHMKa (BNacHuka
peecTpaLiiiHOro NocBig4YeHHs) -
3MiHa HaliMeHyBaHHSA 3asBHUKa
(BnacHvika peecTpadiiHoro
nocBifyeHHs ), 6e3 3MiHu
IOPUANYHOI 0CO6U: 3aTBEPAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BeefeHHs 3MiH npoTsirom
12 micAuiB Nicns 3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) -
3MiHM BHOCATLCA [0 MapKyBaHHS
ynakoBsku in bulk. BBeieHHS 3MiH
npoTarom 12 micauis nicns
3aTBEPKEHHS. 3MiHW | Tvny -
3MiHu 3 siKoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTEliHep/3aKyrnopoBasbHWi
3aci6. 3miHa po3mipy ynaxkosku
roTOBOrO JliKapCbKOro 3acoby (iHLwi
3MiHK) - BBeleHHA [0AaTKOBOI
ynakosku y doopmi in bulk - gns
BMpo6HMKa KYCYM XENTXKEP
MBT NTA, y 38'A3Ky 3 BUPOOHNYOO
HeobXigHicTIo, a came: In bulk:
Ne5600 (10x560): no 10 TabneTok




228

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
y 6nicTepi; no 560 6nicTtepiB y
KapTOHHi KOpobLji 3 MapKyBaHHSM
YKPaiHCbKOI Ta aHrNifncbKo
MoBamu. BBefileHHsA 3MiH MPOTArom
12 micsauiB Nicns 3aTBEPIKEHHS.
188. | YKPNIB® ursodeo | ypcogeo - Tabnetkn, no 250 TOB YkpaiHa | KYCYM XENTXKEP IHAis BHECEHHS 3MiH 0 peecTpaLiiHX - UA/20454/01/01
xycholic | kcuxonie Mr, in bulk: Ne4860 "KyCyM" MBT NTA martepianis: 3miHu | Tuny -
acid Ba (10x486): no 10 AfMiHICTpaTMBHI 3MiHN. 3MiHa
KMcnoTta TabneTok y 6nictepi; HalimeHyBaHHs Ta/abo agpecu

no 486 6nicTepiB y
KapTOHHi Kopobuyj;
in bulk: Ne11200
(10x1120): no 10
TabneTtok y 6nictepi;
no 1120 6nictepiB y
KapTOHHI Kopo6Lyi

3aaBHUKa (BnacHuKa
peecTpauiiiHoro NocBigYeHHs) -
3MiHa HalimeHyBaHHS 3asBHMKa
(BnacHvika peecTpadiiiHoro
nocBeifyeHHs), 6e3 3MiHun
IOPUANYHOI 0CO6U: 3aTBEPIAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH NpoTarom
12-11 micauiB nicns
3aTBepMKEHHS. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) -
3MiHM BHOCATLCA [0 MapKyBaHHS
ynakoBku in bulk. BBeeHHS 3MiH
npoTArom 12-Tu micAuis nicns
3aTBepMKeHHA. SMiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasbHWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHW) - BBEAEHHS [0AaTKOBOI
ynakoBku y coopmi in bulk - ans
Bupo6HMKa KYCYM XENTXKEP
MBT NTA, y 38'A3Ky 3 BUPOOGHNYOIO
HeobxigHicTio, a came: In bulk:
Ne11200 (10x1120): no 10
Tabnetok y 6nictepi; no 1120
6nicTepiB y KAPTOHHIl KOPOOGL 3
MapKyBaHHAM YKPaiHCbKOIO Ta
aHIiicbKo MOBaMu. BBeAeHHS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
3MiH NpoTArom 12-tm micAuis nicns
3aTBEPKEHHS.
189. | YKPNIB® ursodeo | ypcogeo | AO5A Tabnetkn no 500 wmr, TOB YkpaiHa BMPOGHMLTBO, YkpaiHa/ | BHeCeHHs 3MiH 40 peecTpaviinHux 3a He UA/11750/01/02
xycholic | kcuxonie | AO2, no 10 TabneTok y "KyCyM" nepBuHHE IHais martepianis: 3miHu | Tuny - peuyenimom | niossie
acid Ba A05B 6nicTepi; no 3 abo naxyBaHHs, AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
KMcnoTta no 10 6nictepiB y BTOPUHHE HalimeHyBaHHs Ta/abo agpecu
KapTOHHI ynakoBL,i nakyBaHHs, 3anBHUKa (BnacHuKa
KOHTPO/Ib AKOCTI, peecTpavjiiiHoro NocBigYeHHs) -
BMMYCK cepil 3MiHa HalimeHyBaHHS 3asBHMKa
a6bo (BnacHvika peecTpadiiiHoro
BTOPVHHE noceigyeHHs), 6e3 3MiHun
nakyBaHHS, HOPUANYHOT 0CcobU: 3aTBepAXeEHO:

KOHTPO/Ib SKOCTI,
BUMYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM
PAPM", YKpaiHa,;
abo
BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii
abo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis;
abo
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs, KOTPO/lb
SAAKOCTI, BUNYCK cepii:
TOB «KYCYM»,
YKpaiHa,
abo
BTOPVHHE
nakyBaHHS, BUMYCK

TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH NpoTarom
12 micsuiB nicns 3aTBEPKEHHS.
3Minu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapCbKoro 3acoby, BK/IHOHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKOUN
BUMNYCK Cepiin) - 3miHa
HallMeHyBaHHsi BUPO6HUKa, 6e3
3MiHM Micus BUPOOHULTBA:
3arsepaxeHo: TOB "TNIEAPAPM
NTA", YkpaiHa. 3anpornoHoBaHo:
TOB "KYCYM", YkpaiHa . 3MiHu
BHECEHO B po34in "Bupo6HuK" B
IHCTPYKUiO 4Nst MegnyHoro
3aCTOCYBaHHSA Y 3B'A3KY 3i 3MiHOO
Ha3Bu BNpOGHMKa 3 TOB
«MMEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu
MiCLi MPOBaXEHHS AiS/IbHOCTI Ta
AK HACMiJoK - Y TeKCT MapKyBaHHS
yNakoBKM MikapCbKoro 3acoby.
BBegeHHs 3MiH NpoTsirom 12
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

cepii 3 NpoAykKuji in
bulk:
TOB «KYCYM»,
YkpaiHa
abo
KOHTPO/Tb SIKOCTI:
TOB «KYCYM»,
YkpaiHa

MicAILiB MicNs 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkumit 3aci6. 3miHn
y BUpO6GHMLTBI. 3aMiHa abo
BBE/leHHs A0AATKOBOT [AifIbHULL
BMPOOGHMUTBA 4N151 YacTuHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AiNbHUUS AN BTOPUHHOTO
nakyBaHHs) - BBefieHHs
[0[aTKoBOro Bupo6bHuka TOB
«KYCYM>», YKPAIHA 3a agpecoio
08039, YkpaiHa, KviBcbka
06nacTb, By4aHCbKWi1 painoH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepyHiBKa, BY/I.
Mepemoru, 6yanHoK 2B, Lo
3filicHIOBaTIME BTOPVHHE
nakyBaHHs 3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP MBT NTA4 /
KUSUM HEALTHCARE PVT LTD,
3 MeTOI onTumisawii
BMPOOHMUTBA. Y 3B'A3KY 3
BBEEHHAM [J0aTKOBOro
BMpo6HMKa TOB «KYCYM>»
[0JA€ETbCA 2 4OAATKOBI BapiaHTn
TOProBUX yMakoBoOK, a came: no 10
Tabnetok y 6nictepi; no 3 abo no
10 6nicTepiB y KAPTOHHIM
ynakoBLj.

BeefieHHA 3MiH npoTarom 12
MiCAILiB MicNsi 3aTBEPOKEHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITbCSA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI
rOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AinbHUL,
Ha SiKili 34iiCHI0ETbCA
KOHTPO/Ib/BUNPOBYBaHHS cepii) -
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Hassa
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MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

BBefeHHA [0AaTKOBOI AiNbHUL
TOB «KYCYM» 3a agpecoto
02149, YkpaiHa, M. KniB, npocnekT
Mukonu BaxaHa, 38, Ha skiii
3AiACHIETLCA KOHTPO/Tb SKOCTI.
BBefeHHs 3MiH NpoTsirom 12
MicAILiB Micns 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkumit 3aci6. 3MiHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
He Bktovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBefeHHs1 4OAATKOBOrO
BMpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, Kuiscbka 06nacTb,
ByuaHcbkuii paiioH, MakapiBcbka
TepuTopiasibHa rpomaga, ceno
CeBepwuHiBka, Byn. MNepemoru,
6yAMHOK 2B, Lo 3gailicHioBaTUMeE
BMNYyCK cepii 3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP NBT NT4,/
KUSUM HEALTHCARE PVT LTD.
Y 3B’A3KY 3 BBEEHHAM
[0[aTkoBOro Bupo6bHuka TOB
«KYCYM» gofaetbes 2 4OAATKOBI
BapiaHTV TOProBMX YNakoBoOK, a
came: rno 10 Tabnetok y 6nictepi;
no 3 abo no 10 6nicTepiB y
KapTOHHI ynakoBL,i. 3MiHu
BHECEHO B po3inn "BUPOBHUK" Ta
"Micue3HaxomKeHHs BUPOOHMKa
Ta agpeca Micua NpoBaKeHHA
oro AianbHOCTI" B iIHCTPYKLi0 AN

MeMYHOTO 3aCTOCYBaHHS Y
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Ne

Hassa

MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
3B'A3KY 3 BBEJEHHAM [0A4ATKOBOrO
BMPOOGHMKA Ta SK HACNIAOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby A/19 [04AaTKOBOro
BNPOGHMKA. BBeeHHS 3MiH
npoTsarom 12 micauis nicns
3aTBEPKEHHS.
190. | YKPNIB® ursodeo | ypcogeo | AO5A Tabnetkn, no 250 TOB YkpaiHa BVMPOGHMLTBO, YkpaiHa/ | BHeCeHHs 3MiH 40 peecTpavinHux 3a He UA/11750/01/01
xycholic | kcuxonie | A02, Mr, no 10 TabneTok "KyCyM" nepBuHHE IHais martepianis: 3miHu | Tuny - peuyennmom | niossie
acid Ba A05B y 6nictepi; no 3 abo naxyBaHHs, AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
KMcnoTta no 10 6nictepiB y BTOPUHHE HalimeHyBaHHs Ta/abo agpecu
KapTOHHI ynakoBLi nakyBaHHs, 3aaBHUKa (BnacHuKa
KOHTPO/Ib AKOCTI, peecTpavjiiiHoro NocBigYeHHs) -
BMMYCK cepil 3MiHa HalimeHyBaHHS 3asBHMKa
a6bo (BnacHvika peecTpadiiiHoro
BTOPVHHE noceigyeHHs), 6e3 3MiHun
nakyBaHHS, HOPUANYHOT 0cobU: 3aTBepAXeHO:

KOHTPO/b SKOCTI,
BUMYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM
PAPM", YKpaiHa,;
abo
BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii
abo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis;
abo
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs, KOTPO/lb

TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH NpoTarom
12-11 micauiB nicns
3aTBepMHKEHHS. 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLSi NPOBAKEHHSA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKoro 3acoby, BK/IHHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(OisnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKOUN
BUMNYCK Cepiin) - 3miHa
HallMeHyBaHHsi BUPO6HUKa, 6e3
3MiHM Micus BUPOOHULTBA:
3arsepaxeHo: TOB "TNIEAPAPM
NTA", YkpaiHa. 3anpornoHoBaHo:
TOB "KYCYM", YkpaiHa. 3MiHu
BHECEHO B po34in "Bupo6HuK" B
IHCTPYKUiO 4Nst MegnyHoro
3aCTOCYBaHHSA Y 3B'A3KY 3i 3MiHOO
Has3BM BUpobHMKa 3 TOB
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
SAKOCTI, BUNYCK cepii: «FNEA®APM NTA» Ha TOB
TOB «KYCYM», «KYCYM>» 6e3 3miHu agpecu
Ykpaina MicList MPOBaKEHHS AisANIbHOCTI Ta
a6bo SIK HAC/IJOK - Y TEKCT MapKyBaHHS
BTOPWHHE

nakyBaHHSs, BUMYCK
cepii 3 NpoAykKuji in
bulk:
TOB «KYCYM»,
YkpaiHa abo
KOHTPO/Ib AKOCTI:
TOB «KYCYM»,
YkpaiHa

TOProBUX YMakoBOK, a came: no 10
Tabnetok y 6nictepi; no 3 abo no

[oTOBWIA Nikapcbkuii 3aci6. 3MiHN

yNakoBKM NiKapCbKoro 3acoby.
BBegeHHs 3MiH NpoTSArom 12-tu
MicAILiB Micns 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkumit 3aci6. 3MiHn
y BUpO6GHMLTBI. 3amMiHa abo
BBE/leHHs A0AATKOBOT [AifIbHULL
BMPOGHMUTBA 4N151 YacTuHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AiNbHUUS AN BTOPUHHOTO
nakyBaHHs) - BBefieHHs
[0[aTkoBOro Bupo6bHuka TOB
«KYCYM», YkpaiHa 3a agpecoto
08039, YkpaiHa, KviBcbka
06nacTb, By4aHCbKWi paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepyHiBKa, BY/I.
Mepemoru, 6yanHoK 2B, Lo
3filicHIOBaTIME BTOPVHHE
nakyBaHHs 3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP MBT NTA4 /
KUSUM HEALTHCARE PVT LTD,
3 MeTO onTumisawii
BMPOOHMUTBA. Y 3B'A3KY 3
BBEEHHAM [0aTKOBOro
BMpo6HMKa TOB «KYCYM>»
[OJA€ETbCA 2 4OAATKOBI BapiaHTW

10 6nicTepiB y KAPTOHHIM
ynakoBLj.
BBefieHHs 3MiH npoTarom 12-1n
MiCSILiB MicNsi 3aTBEPOKEHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTI.

Yy BUPOGHMLTBI. 3MiHa
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
iMnopTepa/3miHu, L0 CTOCYOTbCSA

rOTOBOTO JliKapCbKOro 3acoby

Ha SiKili 34iCHI0ETbCA
KOHTPO/Ib/BUNPOBYBaHHS cepii) -
BBefeHHA [0AaTKoOBOI AiNbHUL

TOB «KYCYM» 3a agpecoto

Mukonu BaxaHa, 38, Ha skiii
3AiACHIETLCA KOHTPO/Tb SKOCTI.
BBegeHHs 3MiH NpoTSrom 12-tu

MicAILiB MicNs 3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbkMit 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPO6HMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
He Bktovatoum
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
BBeeHHs1 4OAATKOBOrO

BUpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, Kuiscbka 06nacTb,
ByuaHcbkuii paiioH, MakapiBcbka
TepuTopiasibHa rpomaga, ceno
CeBepwuHiBka, Byn. MNepemoru,
6yAMHOK 2B, Lo 3gailicHioBaTMe
BMNyCK cepii 3 npoaykuii in bulk,
BWIOTOB/IEHOT BUPOBHUKOM
KYCYM XENTXKEP NBT NTA4 /
KUSUM HEALTHCARE PVT LTD.
Y 3B’A3KY 3 BBEEHHAM
[0[aTKoBOro Bupo6bHuka TOB
«KYCYM» gofaetbes 2 4OAATKOBI
BapiaHTV TOProBMX YNakoBOK, a

came: rno 10 Tabnetok y 6nictepi;

BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI

(3amiHa abo foAaBaHHSA AinbHUL,

02149, YkpaiHa, M. KniB, npocnekT

no 3 abo no 10 6nicTepiB y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3as8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Pekna
MyBaH
H; ”**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHI ynakoBL,i. 3MiHu
BHECEHO B po3finn "BUPOBHUK" Ta
"Micue3HaxomKeHHs BUPOOHMKa
Ta agpeca Micua NpoBaKeHHA
oro AianbHOCTI" B iIHCTPYKLi0 ANs
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY 3 BBEJEHHAM [0A4ATKOBOro
BMPOGHMKA Ta K HAC/IfOK -
3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby A/19 [04AaTKOBOro
BMPOGHMKA. BBegeHHS 3MiH
nNpoTArom 12-tu micAuis nicns
3aTBEPKEHHS.

191.

YPOCENT

pipemidi
c acid

KMcnoTm
ninemigo
BOI
Tpurigpa
T

JO1M
BO4

cynosuTopii no 0,2 r
no 5 cynosutopiis y
6nictepi; no 2
6nictepu y nauui 3
KapToHY

MpuBatHe
akuioHepH
e
TOBapuCTB
0 "Jlekxim
- Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO "J1ekxim
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHX
mMaTtepianis: 3miHu | TUNY - 3MiHK
wono 6e3nekn/epekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHu)
OHOB/IEHO TEKCT MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT YNakoBKu
nikapcbKoro 3acoby, a came:
BW/TyYEHO iHhopMaLLilo, 3a3HayYeHy
pOCiliCbKOt0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
NepBUHHOT (N. 2, 6) Ta BTOPUHHOT
(n.2, 4,11, 16, 17) ynakoBku, a
TaKoX 3p06/IEHO He3HaUHI
pefakuiiiHi npaBkn. BBegeHHs
3MiH NpPOTAroM 6-Tu micauis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/3854/01/01

192.

YPOCENT

pipemidi
¢ acid

KMUCNOTK
ninemigo
BOI
Tpurigpa
T

cynosuTopii no 0,2,
in bulk: no 5
CynosuTopiie y
6nictepi, no 200
6nicTepiB y ALWMKY 3
rohpokapToHy

MpuBatHe
aKuioHepH
e
TOBapuCTB
0 "Jlekxim
- XapkiB"

YkpaiHa

MpuBartHe
akujioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux
marepianis: 3miHu | Tuny - 3miHK
woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
OHOB/EHHSA TEKCTY MapKyBaHHS
dopmu in bulk, y 38’s3ky 3
BUJTYYEHHAM TEKCTY MapKyBaHHSA
POCIiCbKOK MOBOI Ta BHECEHHS
pefakuiiHnx npasokK 3a n.n. 2, 4,
11, 17 ana chopmu in bulk.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS

UA/13908/01/01
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
193. | YPO®DPYPATIH | furazidin | doypariH JO1XE | TabneTku, no 100 AT Monblwa AT «Agamves Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHX 3a UA/20084/01/01
MAKC 03 mr; no 15 tabneTok "Apamvef, dapma», MNonbLua, marepianis: 3minu Il TUny - 3MiHK peyenmom
y 6nicTepi; no 1 dapma" Bupo6HMK 3 AAkoCTi. A®I. (iHLWi 3MiHK).
6nictepy B BiANOBIgaIbHMI 3a MpriBeaeHHSA peecTpauiiiHol
KapTOHHi Kopobui KOHTPO/Ib cepii 3a [oKyMeHTauii BupobHuka M3 AT
NoKasHUKoMm "BmicT "Apgamves ®apma”, MonbLa go
HITpO3aMiHiB": YMHHOI JOKyMeHTaUil BUpOGHMKa
Na6opaTopis aKkT1BHOI peyoBMHM Menadiona
aHaUi3y XiMmiyHoro SL, y 3B'sI3Ky 3 BUXO40OM HOBOT
Cnapk-/la6 Cn. 3 0. pegakuii ASMF 3 Homepom
0., Monbla AP/Bepcist 06/2024-12-15/
amendment 2025-09-01
RP/Bepcisi 05/2024-12-15.
194. | PEHNUBEPU | Fenpiver | deHnus - nopoLuok abo MpuBatHe | YkpaiHa | P /1 ®aiiH Xem MBT. IHAisA BHECEHHS 3MiH 10 peecTpaLiiHnx - UA/14349/01/01
HIKO BPOMIA, | inium epuiHito 6e36apBHi KpUCTa/IM | akUioHepH nrp. marepianis: 3minu Il TUny - 3MiHK
6pomig (cybcTaHuis) y e 3 AKOCTi. ADL. (iHLLi 3MiHW)
noAgiliHnx naketax 3 | TOBapucTB OHOB/IEHHS Bepcii MaiicTep-thaiina
nonieTuneny ans 0 “Jlekxim Ail040T peyoBVHY heHNNBEPHHI0
hapmaLeBTUYHOIO — Xapkis” 6pomigy chipmu-BrpobHmKa R L
3aCcToCyBaHHA Fine Chem Pvt. Ltd., India 3
BiAMOBIAHMMM 3MiHAMK A0
cneuugikauii Ta meTofiB
KOHTPOJIHO0.
195. | PECIro® Pertuzu neptydy | LO1FY | po3uvH gns in'ekyii, | TOB "Pow | YkpaiHa ®.XohdpmaHH-/15 LliBefiua | BHeECEHHS 3MiH 40 peecTpaviiHux 3a UA/19640/01/01
mab and | mab Ta 01 600 mr/600 mr; no YkpaiHa" Pow NTpg, pist mMartepianis: 3miHu | TUny - 3MiHKU 3 peuyenmom
trastuzu | Tpacty3 10 mn y dnakoHi; no sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
mab ymab 1 donakoHy y 3MiHM Yy BUPOGHMLTBI. 3MiHa

KapTOHHI Kopo6Lyi

iMnopTepa/3miHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOrO /iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHUKA, LLIO Bignosigae 3a
BBE3EHHSA Ta/abo BMMYCK cepil) -
He Bktovatoum
KOHTPO/b/BMNPOBYBaHHA cepii -
BHeceHHs iHdhopmaL,ii npo
iMnopTepa B YkpaiHy [0 po3ainy
3.2.P.3.1 Bupo6HuK(1) B
marepiann peecTpaLlifiHoro AOCbE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
196. | PECIro® Pertuzu neptysy | LO1FY | po3uvH ans iH'ekyii, | TOB "Pow | YkpaiHa ®.XodhdpmaHH-/1a LliBeiiua | BHeCEHHS 3MiH 40 peecTpaviiHux 3a UA/19640/01/02
mab and | mab Ta 01 1200 mr/600 mr; no YkpaiHa" Pow Ntg pis marepianis: 3miHu | TUny - 3miHK 3 peyenmom
trastuzu | Tpacty3 15 mn y do1akoHi; no SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
mab ymab 1 chnakoHy y 3MiHM Yy BUPOGHMLTBI. 3MiHa
KapTOHHI Kopo6Lyi iMnopTepa/3miHu, L0 CTOCYTbCA
BMNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHSA Ta/abo BMMNYCK cepil) -
He Bktovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil -
BHeceHHs iHthopmadii npo
iMnopTepa B YKpaiHy A0 po3ainy
3.2.P.3.1 BUpo6HuK(1) B
marepianu peecTpaLiiiHoro AocbE,
a came: «Roche Ukraine» LLC.
Velyka Vasylkivska Street, 139, 5
floor 03150 Kyiv Ukraine.
197. | PNYTICAN® fluoxetin | dpnyokce - Kancynum Teepgi no TOB YkpaiHa | KYCYM XENTXKEP IHAisA BHECEHHS 3MiH 10 peecTpavLiiiHnx - UA/19700/01/01
e TUHY 20 wr; in bulk: no 10 «KYCYM>» MBT NTA, marepianis: 3miHu | Tuny -
rigpoxno Kancyny énicrepi; AAMiHICTpaTBHI 3MiHW. 3MiHa
pua no 40 6nictepis y HaliMeHyBaHHA Ta/abo agpecu

KapTOHHI Kopo6Lyi

3as1BHMKa (BNacHuka
peecTpaLiiiHOro NocBig4YeHHs) -
3MiHa HaliMeHyBaHHSA 3asBHUKa
(BnacHvika peecTpadiiHoro
nocBifyeHHs) 6e3 3MiHn
IOPUANYHOI 0CO6U. 3aTBEPAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa . BBefjeHHs 3MiH
npoTarom 12-Tu micAuis nicns
3aTBEPKEHHS. 3MiHW | Tvny -
3MiHu 3 siKoCTi. FoTOBWIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO JlikapCbKoro 3acooby.
3miHa y meToAax BunpobyBaHHs
roTOBOrO JliKapCbKOro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb
(Bkntovaroun 3amiHy abo
[ONOBHEHHS)) - 3MiHA BHOCUTbLCS
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
[0 MeTopjiB KOHTPO/IO AKOCTI 3a
NOKa3HMKOM "P0O34MHEHHSA".
198. | PNYTICAN® fluoxetin | dpnyokce | NOBA Kancynm Teepgi no TOB YkpaiHa BMPOGHMLTBO, IHpis/ BHECEHHS 3MiH 40 peecTpaLiiiHX 3a He UA/18392/01/01
e TUHY BO3 20 wvr; no 10 kancyn «KYCYM» nepBuHHE YkpaiHa martepianis: 3miHu | Tuny - peyenmom | nionse
rigpoxno y 6nictepi, no 3 abo naxyBaHHs, AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
pug 6 6nicTepiB y BTOPUHHE HalimeHyBaHHs Ta/abo agpecu
KapTOHHI ynakoBL,i nakyBaHHs, 3anBHUKa (BnacHuKa
KOHTPO/Ib AKOCTI, peecTpavjiiiHoro NocBigYeHHs) -
BMMYCK cepil 3MiHa HalimeHyBaHHS 3asBHMKa
a6bo (BnacHvika peecTpadiiiHoro
BMPOGHMLTBO noceifgyeHHs) 6e3 3MiHn

npoaykuii in bulk:
KYCYM XENNTXKEP
MBT NTA, IHgis;

BTOPVHHE
nakyBaHHs, BUMYCK
cepii 3 npoAyKu,ji in

bulk:

TOB «KYCYM»,
YkpaiHa
KOHTPO/Tb SKOCTI:
TOB «KYCYM»,
YkpaiHa

IOPUANYHOI 0CO6U. 3aTBEPIAKEHO:
TOB "TIEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa . BBefeHHs 3MiH
npoTArom 12-tu micAuis nicns
3aTBepMKEHHSA. 3MiHK | TNy -
AfMiHICTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLSi NPOBAKEHHSA AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapCbKoro 3acoby, BK/IHOHaUM
AinbHULI BUNYCKY cepii abo micue
NPOBeEeHHA KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a SKy Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKOUN
BUMNYCK Cepiin) - 3miHa
HalilMeHyBaHHs BUpo6HUKa i3 TOB
"TNEAPAPM NTA", YkpaiHa Ha
TOB "KYCYM", YkpaiHa, 6e3 3MiHu
Micusi BUPOOHULTBA. 3MiHU
BHECEHO B iHCTPYKLiO AnA
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ginu
"BUpo6HUK" y 3B'A3KY 3i 3MIHOHO
Ha3Bu BNpo6HKKka TOB
"TNEAPAPM NTA" Ha TOB
"KYCYM" 6€e3 3miHn
MiCLIe3HaXOKEHHS 3
Bi4NOBiAHVMMN 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBOK. BBeAeHHS
3MiH NpoTSArom 12-Tn MicsiLiB nicns
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

3aTBEPHKEHHSA. 3MiHW | Tvny -
3MiHK 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBE/leHHs A0AATKOBOT [AifIbHULL
BMPOOGHMUTBA 4N151 YacTuHU abo
BCbOr0 BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(AiNbHUUS AN BTOPUHHOTO
nakyBaHHS1) - BBEAEHHS
[0[aTKoBOro Bupo6bHuka TOB
«KYCYM>», YKPAIHA 3a agpecoio
08039, YkpaiHa, KviBcbka
06nacTb, By4aHCbKWi1 painoH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepyHiBKa, BY/I.
Mepemoru, 6yanHoK 2B, Lo
3filicHIOBaTIME BTOPVHHE
nakyBaHHs 3 npoaykuii in bulk,
BUIOTOB/IEHOT BUPOOHUKOM
KYCYM XENTXKEP MBT NTA4 /
KUSUM HEALTHCARE PVT LTD,
3 MeTOI onTumisawii
BMPOGHMLTBA. BBEAEHHA 3MiH
npoTArom 12-tu micAuis nicns
3aTBepMHKEHHSA. 3MiHu | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHN y
BMPOOHMLTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYOTbCS
BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo AofaBaHHA GiNbHUL,
Ha AKil 3AiACHI0ETbCSA
KOHTPO/1b/BUNPOBYBaHHA cepil) -
BBEEHHS 4,04ATKOBOI AiNbHUL
TOB «KYCYM» 3a agpecoto
02149, YkpaiHa, M. KviB, npocnekT
Mwukonu BaxaHa, 38, Ha skl
3[iICHIOETLCA KOHTPO/Ib SIKOCTI.
BBefieHHs 3MiH npoTarom 12-1n
MiCSILiB MicNsi 3aTBEPAKEHHS.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*

3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTbCSA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTI
rOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHs
BMPOGHUKA, LLIO Bignosigae 3a
BBE3€EHHS Ta/abo BMnyck cepii) -
He Bktovaroum
KOHTPO/b/BMNPOBYBaHHA cepii -
BBE/IEeHHA [OAaTKOBOro
BMpo6HMKa TOB «KYCYM»,
YKPAIHA 3a agpecoto 08039,
YkpaiHa, KuiBcbka 061acTb,
ByuaHcbkuii palioH, Makapiscbka
TepuTopiasibHa rpomaga, ceno
CeBepwuHiBka, By. MNepemoru,
6yanHOK 2B, Lo 34ilicHioBaTMeE
BUMNYCK cepii 3 npoaykuii in bulk,
BWUrOTOB/IEHOT BUPOGHMKOM
KYCYM XENTXKEP MNBT NT4,/
KUSUM HEALTHCARE PVT LTD.
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby B po3finun
"BUpO6HMK", "MicLLe3HaX04KEHHS
BMPOGHMKa Ta agpeca micus
NpOBaXEHHSA MOro AianbHOCTI" y
3B'sI3KY 3i 3MIHOK Ha3BM
BMPOGHMKa Ta BBEAEHHAM
[0[AaTKOBOT fiNbHUL, K HACNifA0K
- 3aTBEPLPKEHHS TEKCTY
MapKyBaHHS YNakoBOK Nikapcbkoro
3aco6y. BBefieHHs 3MiH NpOTArom
12-Tn micsayiB nicns
3aTBEPHKEHHSA. 3MiHW | Tvny -
3MiHK 3 aKkocTi. FoToBUIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro 3acooy.
3MiHa y MeTofax BMNpobyBaHHS

roTOBOrO /ikapcbKoro 3acoby (iHLwi




241

Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
3MiHM Y MeToAax BUNpobyBaHb
(Bkntovaroun 3amiHy abo
[OMNOBHEHHST)) - 3MiHa BHOCUTbLCS
[0 MeTopjiB KOHTPO/IO AKOCTI 3a
NOKa3HMKOM "P0O34MHEHHA".
199. | POKYCUH® tamsulo | Tamcyno | GO4C | kancynwv TBepgi 3 3eHTiBa, Yecbka 3eHTiBa C.A. PymyHis BHECEHHS 3MiH 0 peecTpaLiiHX 3a UA/3876/01/01
sin 3UHY A02 MoaudikoBaHUM K.C. Pecny6n mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
rigpoxno BVBIIbHEHHSIM MO iKa akocTi. CepTtucpikat
pug 0,4 mr; Ne 90 (10x9): BignosigHocTi/lE-cepTudikar
no 10 kancyny BiANOBIAHOCTI EBponeiichkili
6nicTepi; no 9 thapmakonei/moHorpadii.
6nictepiB y MoaaHHsA HOBOro abo OHOB/IEHOTO
KapTOHHI kopobuy; cepTudpikara BignoBigHOCTI abo
a6o Ne 90 (15x6): no BUyYEHHS cepTudikata
15 kancyny BiANOBIAHOCTI €BpONechbkili
6nictepi; no 6 thapmakonei: gna A®l; ans
6nictepiB y BMXiZAHOTO
KapTOHHI Kopo6Lyi marepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpOGHMLTBI ADI; Ana
[OMOMDKHOT PEYOBUHN
(cepTtudhikat BignosiAHOCTI
€Bponeiicbkiii hapmakonei) -
HoBwuii cepTudbikat Big HOBOrO
BMPOGHKKa (3aMiHa abo
[ONOBHEHHS)
noAaHHsA HOBOro cepTudikaTa
BiANOBIAHOCTI EBponeiichkili
hapmakonei Ne CEP 2023-469 -
Rev 00 gns gjtoyoi pevyoBuHmn
Tamsulosin hydrochloride Big,
HOBOro BMpOo6HMKa ZENTIVA
PRIVATE LIMITED (ZENTIVA
K.S. -BnacHuk CEP)
200. | XINOTEN telmisart | Tenmica | C09C Tabnetku no 40 mr; TOB YkpaiHa BUPOGHMLTBO, YkpaiHa/ | BHeCEeHHs 3MiH 40 peecTpavinHux 3a He UA/13322/01/02
an pTaH A07 Ans BUpobHnka TOB | «KYCYM» nepBuHHE IHAisA marepianis: 3miHu | Tuny - 3miHK peyenmom | nionse
"KYCYM ®APMA", nakyBaHHs, wopo 6e3snekun/edpekTMBHOCTI Ta ae
YkpaiHa/TOB BTOPVHHE hapmakoHarnsagy. 3miHa 'y
"KYCYM", YkpaiHa: nakyBaHHs, KOPOTKili XapakTepucTuyj
no 10 tabnetok y KOHTPO/Ib SIKOCTI, niKkapcbKoro 3acoby, TekcTi
6nicTepi; no 3 BUMNYCK cepil: MapKyBaHHA Ta IHCTPYKUii Ans

6nictepn B

TOB «KYCYM

MeANYHOro 3aCToCyBaHHA Ha
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
KapTOHHI ynakoBL; PAPM», YkpaiHa nigcrasi perynspHo
no 14 tabneTok y abo OHOB/IIOBAHOTO 3BITY 3 6e3neku
6nicTepi; no 2, no 4 BUPOGHMLTBO, nikapcbkoro 3acoby, abo
abo no 6 6nictepiB y nepBuHHE [OCNimpKeHb 3 6e3nekn
KapTOHHI ynakoBLy; naxyBaHHs, 3aCTOCyBaHHSA NikapCbKoro 3acoby
0151 BUPOBHMKa BTOPVHHE B nicisipeecTpauiiHnii nepiog, abo
KYCYM XENTXKEP nakyBaHHs, SK pe3ynbTar OUiHKN 3BiTY 3
NBT NTA, IHais: no KOHTPO/Ib AKOCTI, JocnigpKeHb, NpoBeAeHNX
14 TabneTok y BMNYyCK cepii Bi4MOBIAHO A0 MiaHy
6nicTepi; no 2, no 4 a6bo negiatpuyHux gocnigpxeHs (PIP)
abo no 6 6nictepis y BTOPUHHE (3MiHY Y3roKeHo 3 KOMNETEHTHUM
KapTOHHI ynakoBLji nakyBaHHs1, YMOBHOBaXXEHUM OpraHom)
KOHTPO/Ib SIKOCTI, 3MiHV BHeceHo A0 IHCTpykuii ans
BUMYCK cepii 3 MeLMYHOro 3aCTOCYBaHHS
npoaykuii in bulk: NiKapcbKoro 3acoby Ao posainy
TOB «KYCYM», "Mo6iyHi peakuii" woao 6esneku
YkpaiHa 3aCTOCYBaHHSA [it040T pevyoBUHN
abo TesiMicapTaH BiAMNoBiAHO A0
BMPOGHMLTBO, pekomeHpauiii PRAC. BeefeHHS
nepsuHHe 3MiH NpOTAroM 6-Tu micauis nicns
nakyBaHHS, 3aTBePKEHHS
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii
abo
BMPOBHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHgis
201. | XINOTEN telmisart | Tenmica | C09C Tabnetku no 80 Mmr; TOB Ykpaina BMPOGHMLTBO, YkpaiHa/ | BHeCEeHHs 3MiH 40 peecTpaviiHux 3a He UA/13322/01/03
an pTaH AO07 005 BupobHmka TOB | «KYCYM» nepsuHHe IHAisA marepianis: 3miHu | Tuny - 3miHn peyenmom | nionse
"KYCYM ©APMA", nakyBaHHs, woao 6e3nekn/edpekTBHOCTI Ta ae
YkpaiHa/TOB BTOPWHHE thapmakoHarnsgy. 3miHa y
"KYCYM", YkpaiHa: nakyBaHHs, KOpOTKili xapakTepucTu,i
no 10 TabneTok y KOHTPO/Ib SKOCTI, NiKapCcbKoro 3acoby, TEKCTi
6nictepi; no 3 BUNYCK cepii: MapKyBaHHS Ta IHCTPYKLUIi A5

6nictepu B
KapTOHHI ynakoBL;

TOB «KYCYM
PAPM», YkpaiHa

MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo

no 14 tabnetok y a6bo OHOBJ/IKOBAHOTO 3BITYy 3 6e3nekn
6nicTepi; no 2, no 4 BUPOGHMLTBO, nikapcbkoro 3acoby, abo
abo no 6 6nicTepiB y nepBuHHE [ocnimpkeHb 3 6esneku
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
KapTOHHI ynakosLy; nakyBaHHs, 3acTocyBaHHS Nikapcbkoro 3acoby
0151 BUPOGHMKa BTOPUHHE B nicnsipeecTpaLiinuii nepiog, abo
KYCYM XENTXKEP nakyBaHHs1, SIK pe3ynbTar OUiHKK 3BIiTY 3
MBT NTA, IHAia: no KOHTPO/Ib SIKOCTI, nocnigpkeHb, NpoBefeHnx
14 TabneTtoKy BUMNYCK cepii BIAANOBIAHO A0 NnaHy
6nictepi; no 2, no 4 abo negiatpuyHmx gocnigpxeHb (PIP)
abo no 6 6nictepiB y BTOPWHHE (3MiHY Y3roxeHo 3 KOMNEeTEHTHUM
KapTOHHI ynakoBL,i naxyBaHHs, YMNOBHOBaXEHNM OpraHom)
KOHTPO/Ib SIKOCTI, 3MiHV BHECEHO A0 IHCTpyKuii anis
BUNYCK cepii 3 MeAMYHOro 3acToCyBaHHSA
npoaykuii in bulk: nNikapcbKoro 3acoby [0 po3giny
TOB «KYCYM», "Mo6iyHI peakyji" WwWoa0 6e3nekun
YkpaiHa 3aCTOCYBaHHA Ail040i peYoBUHN
abo TenmicapTaH BiAnosigHo A0
BUPOGHMLTBO, pekomeHgauin PRAC. BBegeHHs
nepBuHHE 3MiH NPOTArom 6-TM MicALiB nicns
naxyBaHHs, 3aTBEPKEHHS
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BMNYyCK cepii
a6bo
BMPOGHMLTBO
npoaykuii in bulk:
KYCYM XENTXKEP
MBT NTA, IHais
202. | UMKNO 3® - Cyxui Co05C Kancynu Teepai; no Mep dabp | PpaHuis M'ep dabp ®paHLis | BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/7550/01/01
POPT eKcTpakt | X 10 kancyny Megnkamve MepgukameHT mMartepianis: 3miHu | TUNy - 3MiHKU 3 peyenmom
irnuui 6nictepi; no 3 HT MpogakwH sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
(Ruscus 6nictepu B KOHTpO/b roToBOro nikapcbkoro
aculeatu KapTOHHI ynakoBLi 3aco06y (iHWi 3MiHN) OHOBNEHHSA
S), BXE 3aTBEPKEHUX METO/IB
recnepu KOHTposto sikocTi 13, a came
OVHY BUKNAAEHHS TEKCTY AEePXKaBHO
MeTuIxa MOBOIO 3lijHO Cy4aCHUX BUMOT
JIbKOH, BeeieHHs 3MiH npoTsarom 3-x
KucnoTa MiCAILiB MicNs 3aTBEPKEHHS.
ackop6iH 3MiHu | TMNY - 3MiHK Woao
oBa

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHs» MKA J13.
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
3aTBepKeHo: po3ain
«MapkyBaHHs1» B MKA JopatoTbea
TekcTn MapKyBaHHSA NepBUHHOT Ta
BTOPWHHOI YNaKoBOK.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo [0 3aTBEpAKEHOr0
TEKCTY MapKyBaHHs. BBeieHHA
3MiH npoTarom 3-x Micauis nicns
3aTBEPKEHHS.
203. | ULUTEPAN® ciproflox | uunpody | JO1IM TabneTku, BKPUTI ANKANOI | Pecny6n ANKANOIL AL Pecnybn | BHeceHHs 3MiH 40 peecTpaviiHux 3a He UA/1079/01/02
acin nokcaum | A02 NNiBKOBOIO O AL ika Ckon'e ika mMaTepianis: 3miHu | TUNy - 3MiHn peyenmom nionsie
H(y o060s10HKO0, Mo 500 Ckon'e MiBHiuHa MiBHiuHa woao 6e3nekn/edpekTBHOCTI Ta ae
dopmi Mr; no 10 TabneTok Makepno Makeno thapmakoHarnsgy. 3miHa y
uunpod y 6nicTepi; no 1 HisA Hist KOPOTKili xapakTepucTui
nokcaum 6nictepy y navui NiKapCcbKoro 3acoby, TEKCTi
HY KapTOHHii MapKyBaHHS Ta IHCTPYKLUIi A5
rigpoxno MeAMYHOro 3aCTOCYBaHHSA Ha
puay nigctasi perynspHo
MOHoOrif, OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn
party) nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaviiinii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BIANOBIAHO A0 NnaHy
negjatpuyHux gocnigpkers (PIP)
(3MiHY Y3rO[>KEHO 3 KOMMNETEHTHNUM
YMNOBHOB&XEHVNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLIiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHI peakujii" BigNOBIAHO A0
OHOB/IEHOT iHhopmalLiii 3 6e3nekn
3aCTOCYBaHHS fjil040i peyoBUHMU.
(eCTD Bepcisi 0002)
204. | UNTEPAN® ciproflox | uunpodp | JOIM | TaBnevku, BKpUTI AJIKANOI | Pecny6n ANIKANOIA AL Pecny6 | BHECEHHS! 3MiH 40 peecTpauiiiHnx 3a He UA/1079/01/01
acin nokcaum | A02 NNiBKOBOIO O AL ika Ckon'e ika marepianis: 3miHu | Tuny - 3miHK peyenmom | nionse
H (Y 060/10HKO10, M0 250 Ckon’e MiBHiYHA MiBHIYHA wopo 6e3snekun/edpekTMBHOCTI Ta ae
dopmi mr; no 10 TabneTok Makeno Makeno hapmakoHarnsagy. 3miHa 'y
uunpodp y 6nicTepi; no 1 Hist Hist KOPOTKIll XapaKTepuCTULL
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka cpopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HMoBaH HU nocsioYyeHHs
a
Hassa*
nokcauu 6nictepy y navui nNikapcbKoro 3acoby, TEKCTI
Hy KapTOHHiiA MapKyBaHHs Ta IHCTPYKUii Ans
rigpoxno MeAMYHOro 3aCTOCYBaHHSA Ha
puay nigcTasi perynsapHo
MOHOTrif, OHOB/IIOBAHOTO 3BITY 3 6e3neku
party) nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3neku
3aCTOCyBaHHSA NikapCbKoro 3acoby
B nicisipeecTpauiiHnii nepiog, abo
AK pe3ynbTar OUiHKN 3BiTY 3
JocnigpKeHb, NpoBeAeHnX
Bi4MOBIAHO A0 MiaHy
negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3roKeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHUM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT AnA
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BignoBsigHO A0
OHOBNEHOT iHhopMaLii 3 6e3nekn
3acTOCyBaHHSA AitoH0i PEHOBUHN.
(eCTD Bepcisi 0002)
205. | UATPADNIT Sodium HaTpito AOBA NOPOLLIOK ANs KaceH Icnanis Brpo6HuK Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a UA/13820/01/01
picosulfa | nikocynb | B58 opasibHOro po3unHy; | Pekopaari Hepo3dacoBaHOT marepianis: 3miHu Il Tuny - 3miHn peuyenmom
te, dar, no 15,08 r nopoLuky , C.. npoayKuii, nepBnHHa 3 aKocTi. A®l. BupobHumuTBO.
combina | marHito B nakeTi-caLue; no 2 Ta BTOPVHHA 3MiHa BUpO6HYMKa
tions oKeng nakeTu a6o 50 ynakoBka, [03Bif Ha BUXIAHOrO/NPOMIXHOr0
nerkui, nakeTis (ynakoska BUNYCK cepil: npoaykTy/peareHty, Lo
Kkucnota ANA NiKyBaSIbHNX KaceH Pekopgari, BUKOPUCTOBYIOTLCH Y
JIMMOHH 3aknagis) y C.J. BMPOGHMYOMY npoLieci A®I, abo

a

KapTOHHi Kopobuj

3MiHa BUPOGHYMKa (BKOUatoun, ae
HeobxigHO, MicLe NpoBeAeHHS
KOHTPO/II0 siKOCTi) AdI (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI €BpONechbkili
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOTO
BMPO6HUKa A®I, kKonn He
noaaeTbcs Mactep-taiin Ha AdI
Ta WO BMMAarae 3Ha4yHoi 3MiHW A0
BifNOBIAHOIO PO34iNy AOCLE HA
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Ne Hasga MixxHap HasBsa Koo ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 00Ha diroyoi ATX (nikapcbka ¢hopma, 3asi8HU BUPOGH BiOnyckKy mMyBaH | peecmpauyiliHo
3acoby Hename | pe4osu ynakoska) Ka uka HS** 20
HmMoBaH HU nocsioYeHHs
a
Hassa*
AdI)
[lonaBaHHA anbTepHaTUBHOIO
BMPOOHMKA Ajt040T peyoBMHN
«Kucnota numoHHa» - Citribel nv,
Belgium Ha gopatok fo
3aTBEpMKEHOro - Jungbunzlauer
Austria AG Factory Pernhofen,
Austria.
* gidnosidHo Ao iHghopmayii ogpiyitiHozo 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
HauanbHuK
®apmMaleBTUYHOI'0 YIIPaB/IIHHA Osnekcanpp
I'PINEHKO
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